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June 20, 2005
Attachment to #428
To Whom It May Concern:

Comment on the Centers for Medicare and Medicaid Services (CMS) proposed rule regarding
replacement or relocation of a Critical Assess Hospital (CAH) that have been designated as a
Necessary Provider (NP).

I am the Chairman of the Board of Atoka Memorial Hospital. Our community hospital is a 25 bed
Critical Access hospital located in rural southeastern Oklahoma. Atoka Memorial Hospital (AMH) was
the first hospital in Oklahoma to be certified as a Critical Access Hospital and was certified as a
“necessary provider”.

A recent proposed rule (Inpatient PPS) from the Centers for Medicare and Medicaid Services (CMS)
provides that any Critical Access Hospital (CAH) designated as a “necessary provider (NP)” by the
State is prohibited from building a replacement facility unless: (1) It’s within 250 yards or on land
owned before 12/08/03, (2) construction plans are started before 12/08/03, and (3} the new facility will
provide care to at least 75% of current patients using at least 75% of existing staff (75% rule). The
penalty for violating these regulations is an automatic loss of both CAH certification and cost-based
reimbursement. Over 50% (600) of all CAH’s are “necessary providers”.

AMH was built in 1959 (prior to major life safety codes enacted in the late 1960°s) and is in need of a
new facility. Our 46 year old facility is outdated, inefficient to operate, lacks space for needed services,
and hinde rs o ur ability to p rovided quality services. In addition | and s pace is not availableat our
existing location. AMH had an Architect conduct a feasibility study on whether it was more economical
to renovate and expand our existing facility or to build a new facility and it was determined that a new
facility was more cost effective,

If it is more cost effective isn’t it logical to build a new facility rather than embark on a more expensive
renovation? [f you are land locked isn’t it reasonable to relocate a few miles to a feasible site within the
community?

The proposed rule would prevent AMH from addressing our facility needs and the quality medical care
needs of our community.

Why if AMH was certified as a “necessary provider” would AMH not be a necessary provider if AMH
relocated 2 miles to another site? AMH would still be servicing the same community.

CMS has taken an ill advised step which will result in rural communities being unable to obtain quality
medical care. The proposed regulations are a broad over-reach of CMS authority and place a ban on
new construction for almost half of all small rural hospitals in the United States.

This is problematic for the following reasons:




It was not the intent of Congress that CMS would prohibit or hinder communities from replacing
facilities that provide quality health care to rural America. Many of the small hospitals in the rural
United States were financed under the Hill-Burton act and are now forty to fifty years old. These aging
facilities are simply not capable of providing high quality, cost efficient service without the Necessary
Provider Designation.

The proposed rule will force CAH’s to allocate funds to renovate structures that no longer meet either
the needs or the demands of modern health care. As inefficiencies are realized, CMS will be forced to
provide more money to assets to maintain an aging and declining healthcare infrastructure in rural
America. Ironically, the CMS proposal to ban a local community’s ability to rebuild on an adjacent or
nearby location will cost Medicare more over time, not less. The higher labor costs of operating in a
retrofitted building more than offset the slightly cost of rebuilding. The proposal then displays a short
sighted thinking process by the rule makers and a dramatic misunderstanding of the health care setting in
rural areas.

The CMS proposed regulations reverse a long standing policy. Designation as a CAH necessary
provider is associated with its current Medicare provider agreement which should remain intact unless
the CAH fundamentally changes its business or is terminated by Medicare for cause. It is a longstanding
policy that the provider agreement describes the legal entity and the services provided — not the physical
structure or location. It should also be noted that CMS was required to approve each state’s plan for
designating necessary providers

Based on the information presented above, my recommendation is that any CAH be allowed to replace
or relocate their facility and maintain their status as a CAH as long as that facility can satisfy the 75%
rule. I support the 75% rule that simply states that when a hospital relocates it will be servicing the
same community and will be operating essentially the same services with essentially the same staff. 1
think this alone would solve the grossly exaggerated claim that most CAHs want to move to be in a
more competitive position with their nearest PPS competitor.

Specifically, I absolutely oppose any and all deadlines for actions related to Critical Access
Hospital (CAH) replacement or relocation in the Inpatient Prospective Payment System (IPPS)
final rule. The proposed “75% threshold” is appropriate and sufficient to assure that a
replacement or relocation CAH facility continues to meet the intent of its original Necessary
Provider designation, i.e. that the “CAH serves at least 75 percent of the same service area that it
served prior to its relocation, provides at least 75 percent of the same services that it provided prior to
the relocation, and is staffed by 75 percent of the same staff (including medical staff, contracted staff,
and employees.”

I would also propose that if a facility relocates 3 miles or less from its current location, that the

CAH status be maintained.

Sincerely,

Ron D. Tisdale, CPA
Chairman of Board
Atoka Memorial Hospital
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Via ¢-mail:  ems.hhs.gov/regulations/ccomments
'Critical Access Hospitals'

To Whom It May Concern:

Comment on the Centers for Medicare and Medicaid Services (CMS) proposed rule regarding replacement or relocation of a Critical Assess Hospital (CAT) that
have been designated as a Necessary Provider (NP).

Lam writing as Chicl Executive Officer of the Newman Memorial Hospital in Shattuck, OK and on behalf of rural residents of Oklahoma.

A recent propesed rute (Inpatient PPS) from the Centers for Medicare and Medicaid Services (CMS) provides that any Critical Access Hospital (CAH) designated as
a "necessary provider (NP}? by the State is prohibited from building a replacement facility unless: (1) it is within 250 yards or on land owned before 1240803, (2)
consiruction plans were started before 12/08/03. and (3) the new facility will provide care to at least 75% of current paticnts using at least 75% of existing siaff (75%
rule). The penalty for violating these regulations is an automatic loss of beth CAH certification and cost-bascd reimbursement. Over 50% (600) of all CAH?s are
‘necessary providers?.

CMS has taken a poorly considered step. which will result in rural communitics being unable to obtain quality medical care. The proposed rcgulations arc a broad
over-reach of CMS authority and place a ban on new construction for almost half of all small rural hospitals in the United States. This is problematic for the
following rcasons:

? [t was not the intent of Cangress that CMS would prohibit or hinder communities from replacing facilitics that pravide quality health care to rural Amcrica.

7 The CMS proposed regulations are an over-reach to a potential problem that can be casily managed without placing a ban on atl new construction,

7 CMS cost estimnates in the proposcd rule arc simply incorreet.

! The proposed rule will force CAlls to allocate funds to renovate structures that no longer meet either the needs or the demands of modern health care.

? The CMS proposed ban on construction is based on a hias against cost based reimbursement rather than on any cstablished fact.

? The CMS proposed regulations reverse a long slanding policy that the provider agreement describes the legal entity and the services provided not the physical
structure or location. And,

? This propesed rule transfers to CMS control over local rura} health care never envisioned by Cangress.

Bascd on the informatiun presented above, my recommendation is that any CAH be allowed to replace or relocate their facility and maintain their status as a CAH as
long as that facility can satisfy the 75% rule. We support the 75% rule that simply statcs that when a hospital relocates it will be servicing the same community and
will be operating essentially the samc services with cssentially the same staff. We think this alone would salve the grossly cxaggerated claim that most CAHs want
10 move to be in a more competitive position with their nearest PPS campetitor.

Specifically, I oppose any and ail deadlines for actions related to Critical Access Hospital ¢CAH) replacement or relocation in the Inpatient Prospective Payment
System (IPPS) linal rule. The proposed ?75% threshold? is appropriaic and sufficicnt to assure that a replacement or relocated CAH facility continues to meet the
iment of its original Necessary Provider designation.

Respectiully,

Gary W Mitchell, D.Ph, CHE
Chief Exceutive Officer
Newman Memurial Hospital
95 South Main

Shattuck, OK 73838
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Attachment to #411

Physician-owned Specialty Hospitals FAQ'’s

In the public policy debate regarding physician-owned Specialty Hospitals,
proponents have advanced a number of options to placate regulators and policy
makers and avoid the prohibition of physician ownership. The following FAQs
deal with these options as well as general questions. In general, the options
consist of half measures cosmetic in nature, treating the symptoms rather than
the root cause and designed to change the subject and divert attention. There is
only one cure for a material conflict of interest: end it, prohibit it, and make
it clear that it is wrong. Only then can some of the options described below be
effective in deterring bad behavior and exposing and prosecuting subsequent
violations.

1. Rather than prohibit physician ownership, can’'t we (as CMS proposes)
refine the Medicare payments to “re-level” the paying field?

Answer: There are plenty of good reasons to encourage CMS to find and
cure the imperfections in the Medicare payments. Medicare payments have
created financial “winners” and “losers” and you always find scam artists
gravitating to the winners (recall Home Health in the late ‘90s). In outpatient
surgery, for example, the advent of APCs in 2000 exposed the embarrassing
fact that Medicare was paying freestanding ASCs more than Hospitals for a
number of ambulatory surgery procedures. The Medicare Modemization Act
(MMA) of 2003 required CMS to fix those imperfections. In May of 2005, Dr.
McClellan announced, amid great fanfare, that CMS would have this job
completed by 2008! Five years to fix nine categories of well-defined
procedures whose resource consumption is quite predictable and with very
low variation. And will this dissuade the ASC cherry pickers? Not at all
because Medicare only accounts for about 20% of outpatient surgery and
ASCs cherry pickers are facile at gravitating toward newly created “winners”
and dropping newly created “losers” (the losing specialties will bring those
cases back to the full service hospitals).

Refining the 500+ Medicare DRGs into many more strata will be a gargantuan
task that will take many years and much more clinical information to
determine which strata a given case belongs. The resulting system will be
more complicated and coding more difficult. The cherry pickers will game this
system so as to make the “up-coding” scams of the past seem minor. The
difference this time is that the doctors themselves will have a material
steak in the outcome. The problem is doctor ownership, not Specialty
Hospitals. An important part of CMS’ coding discipline is that they count on
the patient’s doctor to scrutinize and verify the Hospital's coding result. But
that relied on the doctor’s position as “onest broker”, that is the doctor has




no payment riding on the Hospital coding. From the standpoint of Internal
Control discipline, it is a “separation of duties” issue.

For some doctor-owned Specialty Hospitals’, clinical services are not large
Medicare “plays” and will not be materially affected (spine surgery,
neurosurgery, bariatric/general surgery). Their cherry picking will work fine
for the under-65 (non-Medicare) population. But there are major flaws that
make the above points inconsequential.

« Father Knows Best: No amount of Medicare billing data will ever come
close to matching what the heart surgeon knows about an elective
heart patient when the surgeon makes the hospital decision. Co-
morbidities may (or may not) be recorded but how severe are they?
How much scar tissue is present from the previous surgery? Is this a
compliant patient? Has the patient been compliant with the pre-
operative preparation therapies? Does the patient have a supportive
home situation for pre and post surgical support? Are there allergies
that eliminate the optimal medication regimes? What is the patient’s
family and social history? How severe are the effects of the patient's
prior ethanol abuse, drug abuse, smoking history and eating disorder?
Is there an “attitudinal family” in tow that will be litigious and fight over
end of life issues, (should they arise)? All of such factors (and many
more) paint a composite picture, known only by the surgeon, that is
highly predictive of a patient’s course, outcome, prognosis and
resource consumption. Refining the DRG payments will have little
effect on the surgeon’s ability to cherry pick the best cases for his/her
Specialty Hospital and take the worst cases to the Full Service
Hospital.

+ Averaging Still Hurts: To illustrate this flaw, let's use a stylized
example. Today, a given heart surgery DRG payment might be based
on an average resource consumption that typically varies by plus or
minus $10 thousand dollars. Full Service Hospitals have historically
experienced an equal number of these high and low resource cases o
achieve that DRG's average expense result, with a set relationship to
the payment. Obviously, cherry picking heart surgeons can divert the
$10 thousand lower expense “winners” to their Specialty Hospital and
continue to direct the $10 thousand higher expense “losers” to the Full
Service Hospital. Now let's say that CMS, in refining the payments,
breaks that DRG into two DRGs, each with a $5 thousand expense
swing. The Heart Surgeon still has the intimate knowiedge to cherry
picks the cases in the same way and the aggregate result doesn’t
change.

On the payment side, CMS could remove two thousand dollars from
this DRG “winner” (to increase the payment on another DRG “loser’, in
a budget neutral fashion) but that doesn’t change the amplitude of the
swings in resource consumption (real variable costs endured by the




Full Service Hospital and avoided by the Specialty Hospital). |f the
DRG is broken into two DRGs, the swings will be smaller but still
proportional and material. The two thousand dollar pick-up on the non-
heart DRG will help the full service hospital but not to the same degree
as the harm from the Specialty Hospital’s cherry picking.

e How Long will this take? Whatever CMS does, it will take between five
to ten years and the gutting of the Full Service Hospitals will be over
before it's completed. A six-month administrative extension of the
moratorium doesn’t come close to comporting with the years that will
be necessary to refine the CMS payments.

e The “Wallet Biopsy”: No amount of perfecting the DRG payments will
ever touch the cherry picking via the results of the wallet biopsy.
Uninsured, Charity Care and Medicaid Cases will continue to be
directed to the Full Service hospital while the Blue Cross and other
well-insured cases are diverted to the Specialty Hospital.

Cherry Picking Inside the Specialty: In choosing a well-paid specialty, the
Specialty Hospital avoids providing many other specialty services that don't pay
well but are vital to the community. But this iner-specialty cherry picking doesn't
stop there; it is also done within the chosen specialty. For example, Specialty
Heart Hospitals do not provide heart transplant and other end-stage heart
services because they have low to no profit margins, are resource intensive and
hard work. They also avoid congenital heart services for babies and children for
the same reasons. DRG payment changes will not touch cherry picking the
children’s heart services. If CMS increases the DRG payments on the adult
heart “losers”, it will result in the Specialty Heart Hospitals cherry picking these
new “winners”, still to the detriment of the Full Service Hospitals.
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Attachment to #412

Physician-owned Specialty Hospitals FAQ’s

in the public policy debate regarding physician-owned Specialty Hospitals,
proponents have advanced a number of options to placate regulators and policy
makers and avoid the prohibition of physician ownership. The following FAQs
deal with these options as well as general questions. In general, the options
consist of half measures cosmetic in nature, treating the symptoms rather than
the root cause and designed to change the subject and divert attention. There is
only one cure for a material conflict of interest: end it, prohibit it, and make
it clear that it is wrong. Only then can some of the options described below be
effective in deterring bad behavior and exposing and prosecuting subsequent
violations.

1. Rather than prohibit physician ownership, can’t we (as CMS proposes)
refine the Medicare payments to “re-level” the paying field?

Answer: There are plenty of good reasons to encourage CMS to find and
cure the imperfections in the Medicare payments. Medicare payments have
created financial “winners” and “losers” and you always find scam artists
gravitating to the winners (recall Home Health in the late ‘90s). In outpatient
surgery, for example, the advent of APCs in 2000 exposed the embarrassing
fact that Medicare was paying freestanding ASCs more than Hospitals for a
number of ambulatory surgery procedures. The Medicare Modernization Act
(MMA) of 2003 required CMS to fix those imperfections. In May of 2005, Dr.
McClellan announced, amid great fanfare, that CMS would have this job
completed by 2008! Five years to fix nine categories of well-defined
procedures whose resource consumption is quite predictable and with very
low variation. And will this dissuade the ASC cherry pickers? Not at all
because Medicare only accounts for about 20% of outpatient surgery and
ASCs cherry pickers are facile at gravitating toward newly created “winners”
and dropping newly created “losers” (the losing specialties will bring those
cases back to the full service hospitals).

Refining the 500+ Medicare DRGs into many more strata will be a gargantuan
task that will take many years and much more clinical information to
determine which strata a given case belongs. The resulting system will be
more complicated and coding more difficult. The cherry pickers will game this
system so as to make the “up-coding” scams of the past seem minor. The
difference this time is that the doctors themselves will have a material
steak in the outcome. The problem is doctor ownership, not Specialty
Hospitals. An important part of CMS’ coding discipline is that they count on
the patient's doctor to scrutinize and verify the Hospital’s coding result. But
that relied on the doctor’s position as “honest broker”, that is the doctor has




no payment riding on the Hospital coding. From the standpoint of Internal
Control discipline, it is a “separation of duties” issue.

For some doctor-owned Specialty Hospitals’, clinical services are not large
Medicare “plays” and will not be materially affected (spine surgery,
neurosurgery, bariatric/general surgery). Their cherry picking will work fine
for the under-65 (non-Medicare) population. But there are major flaws that
make the above points inconsequential.

» Father Knows Best: No amount of Medicare billing data will ever come
close to matching what the heart surgeon knows about an elective
heart patient when the surgeon makes the hospital decision. Co-
morbidities may (or may not) be recorded but how severe are they?
How much scar tissue is present from the previous surgery? s this a
compliant patient? Has the patient been compliant with the pre-
operative preparation therapies? Does the patient have a supportive
home situation for pre and post surgical support? Are there allergies
that eliminate the optimal medication regimes? What is the patient's
family and social history? How severe are the effects of the patient’s
prior ethanol abuse, drug abuse, smoking history and eating disorder?
Is there an “attitudinal family” in tow that will be litigious and fight over
end of life issues, (should they arise)? All of such factors (and many
more) paint a composite picture, known only by the surgeon, that is
highly predictive of a patient’s course, outcome, prognosis and
resource consumption. Refining the DRG payments will have little
effect on the surgeon’s ability to cherry pick the best cases for his/her
Specialty Hospital and take the worst cases to the Full Service
Hospital.

e Averaging Still Hurts: To illustrate this flaw, let's use a stylized
example. Today, a given heart surgery DRG payment might be based
on an average resource consumption that typically varies by plus or
minus $10 thousand dollars. Full Service Hospitals have historically
experienced an equal number of these high and low resource cases to
achieve that DRG's average expense result, with a set relationship to
the payment. Obviously, cherry picking heart surgeons can divert the
$10 thousand lower expense “winners” to their Specialty Hospital and
continue to direct the $10 thousand higher expense “losers” to the Full
Service Hospital. Now let's say that CMS, in refining the payments,
breaks that DRG into two DRGs, each with a $5 thousand expense
swing. The Heart Surgeon still has the intimate knowledge to cherry
picks the cases in the same way and the aggregate result doesn’t
change.

On the payment side, CMS could remove two thousand dollars from
this DRG “winner” (to increase the payment on another DRG “loser”, in
a budget neutral fashion) but that doesn’'t change the amplitude of the
swings in resource consumption (real variable costs endured by the




Full Service Hospital and avoided by the Specialty Hospital). If the
DRG is broken into two DRGs, the swings will be smaller but still
proportional and material. The two thousand dollar pick-up on the non-
heart DRG will help the full service hospital but not to the same degree
as the harm from the Specialty Hospital's cherry picking.

« How Long will this take? Whatever CMS does, it will take between five
to ten years and the gutting of the Full Service Hospitals will be over
before it's completed. A six-month administrative extension of the
moratorium doesn't come close to comporting with the years that will
be necessary to refine the CMS payments.

e The “Wallet Biopsy”: No amount of perfecting the DRG payments will
ever touch the cherry picking via the results of the wallet biopsy.
Uninsured, Charity Care and Medicaid Cases will continue to be
directed to the Full Service hospital while the Blue Cross and other
well-insured cases are diverted to the Specialty Hospital.

Cherry Picking Inside the Specialty: In choosing a well-paid specialty, the
Specialty Hospital avoids providing many other specialty services that don’t pay
well but are vital to the community. But this iner-specialty cherry picking doesn’t
stop there; it is also done within the chosen speciailty. For example, Specialty
Heart Hospitals do not provide heart transplant and other end-stage heart
services because they have low to no profit margins, are resource intensive and
hard work. They also avoid congenital heart services for babies and children for
the same reasons. DRG payment changes will not touch cherry picking the
children’s heart services. If CMS increases the DRG payments on the adult
heart “losers’”, it will result in the Specialty Heart Hospitals cherry picking these
new “winners”, still to the detriment of the Full Service Hospitals.
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TEXAS BACK INSTITUTE Attachment to #416

Friday, June 17, 2005

Centers for Medicare & Medicaid
Department of Health and Human Services
Attention: CMS-1500-P

P.O. Box 8011

Baltimore, MD 21244-1850

Re: CMS-1500-P Charité Artificial Disc New Technology Application

1 would like to introduce myself as a Spine surgeon of twenty-two years who is one of the
original founders of the Texas Back Institute. [ have been actively involved in the North
American Spine Society and currently serve as its’ Second Vice President. More importantly, |
have followed the advancement in spine surgery over the last 20 years, and have found that the
most important advance in the treatment of spinal disorders has been the development of the
artificial disc. My associates and I at the Texas Back Institute became first interested in this in
1990 when we learned of the Charite” artificial disc. As you well know, it took ten years for the
disc study to begin and finally was approved by the FDA in October of 2004.

Currently, for our patients with symptomatic degenerative disc disease, the treatment option has
been that of fusion. Not only does this entail a longer hospitalization, but also entails a much
longer recovery period in which activities are limited and the patients need to be braced until the
fusion is healed which can be as early as six months, but can be as long as twelve months or
more. The Charite” FDA prospective study showed that the artificial disc patients got out of the
hospital a half a day earlier and in the study at the Texas Back Institute we showed that these
patients returned to work and normal activities in half the time of the fusion patients. In addition,
it is our hope that the theoretical advantage of the artificial disc will be proven out, which is to
prevent abnormal stresses on the level above. There is strong 10 and 11 year data from Europe
that shows that these artificial discs continue to function after this pertod of time.

Although it has not been fully delineated, there are preliminary studies that show that the cost of
a fusion for degenerative disc disease can range up to twice as much as that for a disc¢
replacement. In fact, I reported this data at the Spinal Arthroplasty Society in May of 2005.

Currently, Ido not see a large number of Medicare-aged patients receiving the artificial disc.
With the excellent medical care the population is now receiving and the fact people are living
longer. [ believe that the numbers may increase. Still I would estimate the number of patients in
my practice that are Medicare age that are receiving the artificial disc would be somewhat less
than 5%. Medicare patients that have received the artificial disc have been as grateful as any
other patient, and, in fact, in many ways they benefit more from the accelerated and faster return
to activities which is beneficial to general well being.
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Attachment to #420
MONTEFIORE MEDICAL CENTER

The University Hospital 111 East 210th Street John D. Fisher, M.D.,FACC,FESC
for the Albert Einstein Bronx, New York 10467-2490 Director, Arrthythmia Services
College of Medicine Tel: 718-920-4291 Program Director CCEP
Fax: 718-547-2111 Professor of Medicine
Department of Medicine e-mail: jfisher @ montefiore.org Albert Einstein College of Medicine

Cardiovascular Division

Arrhythmia Service M‘S-M"

June 20, 2005

NN
NN

Re: File code CMS-1500-P

| understand that in the proposed inpatient rule for FY '08, Medicare is recommending removing
hospital procedure 37.26 from the current list of cardiac catheterization procedures leading to
DRGs 535 and 536. The removal of code 37.26 results in many more cases going to DRG 515;
the impact would be significant given the varying payment levels of the DRGs.

| SUPPORT THE HEART RHYTHM SOCIETY'S (HRS) RECOMMENDATIONS:

A change of this magnitude requires further study and analysis. Inform CMS that the 'bedside EP
testing' (CPT codes 93640-93642) the intraoperative EP study (during the implant before closing)
no longer maps to 37.26 (as of 2005) and therefore currently is not mapping to DRG 535/536.
CMS stated that this issue was still confusing to coders and was a primary reason for this
proposal. Additionally, the Heart Rhythm Society recommends the NIPS procedure be removed
from 37.26, which will prevent mapping to the higher DRG. However, HRS recommends that the
full comprehensive EP study 93620 continue to map to 37.26 and remain in DRG 535/536. The
resources and clinical similarity of an EP study and other catheterization procedures, as listed
above, are similar.

Sincerely,
John D. Fisher, MD

Former President
HRS (NASPE)
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PREMIER

Attachment To #422

Comments on data provisions of FY’06 Medicare Inpatient Prospective
Payment System (PPS) Proposed Rule

The ability of hospitals and their vendors to comply with the requirements for timely and
accurate data submission has been challenged by miscommunication over data edits,
technical ambiguities, and other issues. Therefore, Premier belicves that the final rule
governing the FY’06 Inpatient PPS should establish a clear documentation and
communications process for this purpose. Additionally, Premier believes that hospitals
should not be penalized when technical issues specific to the Centers for Medicare and
Medicaid Services (CMS) or Quality Improvement Organizations (QIOs) hinder their
ability to meet specific data requirements.

Data Submission

¢ The parameters of the data submission process should be stated explicitly and
documented. This includes exact specifications, all edits or audits to be applied,
and other related information. Hospitals and their submission agents (vendors)
must be privy to such parameters to ensure timely data submission. In addition,
CMS should communicate any changes o submission file requirements no less
than 120 days prior to the effective/implementation date. No changes should be
permitted once a submission quarter has begun, as this puts the integrity of the

process at risk.

¢ For greater reporting accuracy, Premier believes that a test process for validating
data file submissions and measuring calculations should be established. Hospitals
and submission agents should be provided with a test file in the appropriate file
specification format for internal verification prior to testing a submission. The
process should permit submission of test file(s) to verify file formats, accuracy of
data calculations, and other audit criteria related to data submission. An
appropriate test process should be permitted each time changes in data submission
or measure specifications are prescribed.

e In the proposed rule, there is no mention of a minimum sample size for hospitals
that elect to sample. Alternately, if hospitals that do not sample elect to submit all
of their qualifying cases for a given study (i.e., 425 pneumonia cascs for a given
quarter) and three get “rej ected,” will they still meet the data requirements—or,
must such hospitals correct the case errors so that every one gets into the
warehouse? Under our reading of the proposed rule, it appears that they do not—
so long as such hospitals have met the minimum number of cases required by the
“aligned” JCAHO/CMS sampling requirements, however they are established.




Data Validation

e The parameters of the validation process should be stated explicitly and
documented. This includes clear definitions, all applicable skip logic, all edits or
audits to be applied, and other related information. Hospitals must know exactly
what is being validated so they may adhere to the specifications during the data
collection process. Under the current process, by the time hospitals receive
feedback on one quarter’s validation, they have already moved onto the next
quarter’s data collection and can not make changes quickly enough to impact the
next quarter. If the validation specs and requirements were clear and well-
documented, hospitals could be proactive. Any changes must be communicated
clearly and within a timeframe sufficient for hospitals to react and changes their
attendant processes. Premier proposes that any modifications to the technical
processes be published 120 days prior to the effective/implementation date.

e Premier believes that the validation process should incorporate only data
associated with the ten specified measures. Under the current system, a hospital
that submits multiple data sets may earn an overall quality score of 80 percent;
however, if errors occur more frequently in the subset required for the annual
payment update, the quality of such data may be considerably lower. In this way,
payments risk being based on inconsistent calculations and inaccurate data.

e Further, Premier believes that hospitals should be notified of any validation rule
changes at least 120 days prior to the hospital data abstraction period. The
validation rules applied by CMS as of Junc 6, 2005 are, in fact, retroactive to the
July—September 2004 data. CMS validated the three test LDL measures for the
AMI clinical focus group. Consequently, hospitals are receiving mismatches for
not collecting this optional data. The validation documentation for the July 1,
2004 discharges is dated April 29, 2005. Since the data was submitted at the end
of January, hospitals have not had sufficient time to make the appropriate change.

e Under the proposed rule, CMS only allows ten days for a hospital to appeal its
validation; however, the agency fails to specify whether the reference is to
“business” or “calendar” days. Premier believes that neither case offers sufficient
time for hospitals to respond. Therefore, we propose allowing hospitals 30
calendar days to appeal their validation findings.

¢ Many Premier hospitals report having received inconsistent communications
relating to the “data reporting for annual updates” provision of the Medicare drug
law (MMA). Premier believes that all communications and directives regarding
this initiative should be centralized and disseminated to all stakeholders
(hospitals, vendors, and QIOs) simultaneously. Such a strategy would simplify
and standardize message generation. It would also eliminate the confusing and
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typical of the current process, which requires

often contradictory communications
unication before forwarding it to bospitals.

state QIOs to interpret a given comm
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st. Lukc's Hospital (SLH} in Columbus. N.C. has just filed for CAH status and occupics a facility that is over 30 years old. 6 m“

In its recently relcased Inpationt Prospective Payment System {IPPS) proposcd rule regarding the relocation of eritical aceess haspitals (CAH). the Centers for
Medicare and Medicaid Services (CMS) only provides continued € AH status for neccssary providers that arc building replacement Facilitics at another location and
can demonstrate their construction plans began before Decembes %, 2003. This arbitrary datc restriction is a broad overrcach of CMS authority. 1t puts in jeopardy
many CAH relocatin projects that were started in the year and a half since the pass of the MMA and those that will need to be started soon. This arbitrary rule
change lcaves no flexibility to rebuild or relocate SLH in the future.

The relocation language in the proposed 1PPS rule is inappropriate and harmful. SLH does not belicve that it is the mtent of Congress o reduce the number of
CAHs that serve the Statc’s volnerable and inaccessible comnmunitics simply because a small rural hospital has ta move its facility and campus across 1own. Indeed.
SLH belicves that Congress intended the Critical Access Hospital designation to support the development and long-tcrm viability of nceded and critical healthcare
scrvices for small rural hospitals serving rural, inaceessible communities. The [PPS proposcd tule for CAHs as written will irreversibly harm the vital and
continued development of SLH as a CAH.

SLH suggests that CMS regional offices should revicw reconstruction and rclocation plans on a case-by-casc basis as present. [ the CAH falls into the relocation
criteria. then CMS should determine if the CAH is serving the same population with the same staff and scrvices (the 75% rule that 1s proposed) in generally the
same area (maybe a milcuge critena like "within 5 miles of the previous location” could be developed). I the CAH meets the criteria, then the CAH should be able
1o reecive an expedited favorable decision from CMS approving the CAH's reconstruction or relocation plan. with continued approval 10 operatc as a CAHL Simply
determining whether or not 2 CAlH is 'under construction’ prior to December, 2003 is not adequate to preserve Congress’ intent in establishing the CAH program.
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Mark McClellan, M.D., Ph.D.

Administrator

Centers for Medicare & Medicaid Services
Attention: CMS-1500-P

Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW.
Washington, DC 20201

RE: CMS-1500-P, Medicare Program; Proposed Changes to the Hospital Inpatient
Prospective Payment Systems and Fiscal Year 2006 Rates; Proposed Rule.

Critical Access Hospitals

Dear Dr. McClellan:

On behalf of the Georgia Hospital Association (GHA), its 180 member hospitals, health

Lher
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walz

care systems and other health care organizations, we appreciate the opportunity to submit

comments on the fiscal year (FY) 2006 inpatient prospective payment system (PPS)
proposed rule.

While the GHA is supportive of many of the provisions in the proposed rule, we are
particularly concerned about the potential underestimation of the market basket, the

proposed expansion of the post-acute care transfer policy and the potential restrictions on

the relocation of Critical Access Hospitals (CAHs) with necessary provider status. The

proposed rule provides for a market basket update of 3.2%; however, current estimates of

the actual market basket increase for FY 2005 is 4.1%. We are concerned that CMS is

dramaticaily underestimating the market basket for FY 2006, and request that CMS
review and revise the methodology used to determine the projected FY 2006 market
basket, and make the details of the calculation available to the public. GHA is also

concermned that the post-acute care transfer policy will have an estimated negative impact
of $12.8 million (.5%) on all Georgia hospitals. If implemented as CMS proposes, the

effect will be a reduction of the net update factor to 2.7%, which is 1.4% less than the
current estimated market basket increase of 4.1%. GHA projections for current total
Medicare margins for FY 2006 is —6.4%, or a $238 million dollar loss.

Although GHA 1s concerned about the negative financial impact of the market basket

underestimation and the post-acute care transfer policy on all of our member hospitals,

this comment letter focuses primarily on the concerns of our members with respect 1o the

changes proposed for Critical Access Hospitals (CAHs).
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A state’s authority to grant necessary provider status, and thus waive the distance
requirement under the CAH program, expires January 1,2006. However, it includes a
provision allowing any CAH that is designated as a necessary provider in its state’s rural
health plan prior to January 1, 2006 to maintain its necessary provider designation.

CMS’ proposed rule would essentially bar necessary providers from ever rebuilding more
than 250 yards from their current location. Appropriate and necessary relocations to that
will undoubtedly result in higher quality care, better patient outcomes, and more efficient
service should be allowed. We urge CMS to rescind this overly restrictive policy and
allow necessary provider critical access hospitals to relocate as needed to improve
the care of and meet the needs of their communities.

Rural Hospital Redesignated as Urban

One of the requirements for CAH designation is that the hospital must be located in or
reclassified to a rural area. As a result of the most recent labor market changes, some
counties that were previously considered rural were redesignated as urban. In Georgia,
there are six hospitals that are potentially affected by this provision. Per the MMA, a
rural county that is adjacent to one or more urban counties is considered to be located in
the urban MSA to which the greatest number of workers in the county commutes, if
certain conditions are met. These are known as “Lugar Counties.” Thus, some CAHs are
now located in Lugar counties and are unable to meet the rural location requirement, even
though they were in full compliance at the time they were designated as critical access.

In response, CMS proposes that CAHs in counties that were designated Lugar counties
effective October 1, 2004 because of the new labor market definitions will be allowed to
maintain their CAH status until September 30, 2006. The GHA supports the continued
transition for these hospitals to give them the opportunity to reclassify.

Necessary Provider Status Relocations

Currently, a governor may certify a hospital as a “necessary provider,” which allows a
hospital to become a CAH even i it fails to meet the distance requirement of being more
than 35 miles (or 15 miles in mountainous areas or by secondary roads) away from a PPS
hospital or another CAH. The MMA terminates a state’s authority to grant necessary
provider status as of January 1, 2006; however, it includes a provision allowing any CAH
that is designated as a necessary provider in its state’s rural health plan prior to January 1,
2006 to maintain its necessary provider designation. CMS proposes that the current
designations as “necessary provider” only applies to a hospital’s current location. The
members of GHA believe that the “necessary provider” designation should be maintained
as long as the hospital is serving the same patient population. The date which a hospital
starts planning for construction should make no difference.

The GHA believes that CMS is exceeding its authority and independently developing a
policy that is in conflict with the law. The MMA clearly established the intent of
Congress to exempt current facilities from the expiration of the necessary provider
waiver. Yet, for FY 2006 and beyond, CMS proposes extremely restrictive guidelines
that are tantamount to barring CAHs with necessary provider status from relocating.
Specifically, the rule would allow hospitals to rebuild within 250 yards of their existing
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site or relocate onto a contiguous piece of property if it was purchased by December 8,
2003. For a hospital that moves any further, the hospital will have to show that it:

s Submitted an application to the state agency for relocation prior to January 1, 2006;

e Meets the same criteria for necessary provider status that it did when it originally
qualified (e.g., in a health professional shortage area (HPSA) and remains in a
HPSA);

e Serves the same community (75 percent of same population, 75 percent of same
services, 75 percent of the same staft);

e Complies with the same conditions of participation; and

e  Was “under development” as of December 8. 2003 using similar criteria as the
specialty hospitals guidelines (architectural plans, financing, zoning, construction
bids, etc).

The GHA believes that the date restrictions proposed by CMS are unrealistic and
unreasonable. Firstly, December &, 2003 is simply the date the MMA was signed into
iaw and has no connection to a CAH relocation deadline in law. The ability of governors
to newly approve necessary providers expires January 1, 2006, more than 2 years later
than the date arbitrarily chosen by CMS for the relocation deadline. Regardless, the law
expressly allows those existing providers to maintain their status after that date with no
articulated restrictions. Consequently, we insist that CMS remove the arbitrary date
restrictions for relocations that have no basis in law.

CAHs are often housed in old buildings that are in desperate need of renovations, but
prior to converting, these facilities could not gain access to capital due to their poor
financial situation. After stabilizing their finances, many CAHs are able to establish the
worthiness of investment in them and proceed with rebuilding their aged plants. Once
financially stable, CAHs can become creditworthy, not because of excessive profits, but
because of the stability of Medicare reimbursements covering allowed costs. In many
cases, CAHs are relocating to improve site safety and quality of care by adding fire and
smoke barriers, upgrading infrastructure to support utilities and air handling, modernizing,
telecommunications to support health information technology, or other essential
upgrades. Such improvements will undoubtedly result in higher quality care, better
patient outcomes, and more efficient service.

Many facilities need to, or choose, to rebuild on a new site to be closer to a highway,
connect to municipal water and sewer, because of seismic safety concerns, or other
reasons that again, will improve patient safety and the quality of care provided. In
addition, many CAHs are tandlocked with little or no room for expansion, thus they have
no choice but to relocate if they must rebuild. As a CAH hospital considering relocation,
this rule is unworkable. For many CAHs, any future move is almost prohibited. Many
have limited land and no place to construct a new facility. A burdensome requirement is
that a hospital’s plans to relocate have had to begin before December 2003. For thesc
hospitals to be viable they need to be able to relocate provided that they are still serving
the same patient population.
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Facilities that must relocate to make critical safety improvements should not be

penalized for circumstances beyond their control and barred from moving,.

The GHA believes CMS has gone too far in trying to paint hospitals that are moving a
few miles from their current location as having ceased business and reopened as a new
provider. This shows a general lack of knowledge about rural areas. These CAHs are
integral to their communities and often one of the biggest employers. Moving down the
road will not demonstrably change the population served. The 250 yards rule is a very
restricted number considering that in small towns hospitals might be land locked and they
might have to go a mile away, but still be in town. We further assert that CMS
automatically should consider any CAH that moves within five miles to be
rebuilding and not relocating and thus the same provider.

If a CAH moves further than five miles, and CMS 15 concerned about whether the same
population is being served, then we would recommend an approach similar to the 75
percent test described carlier. However, given that these criteria would have to withstand
the changing health care landscape for the indefinite future, we believe some
modifications to the test of whether the newly relocated provider is serving 75 percent of
the same population, with 75 percent of the same staff, and providing 75 percent of'the
same services are warranted.

For instance, natural changes in demographics and the practice of medicine will occur
over time that may necessitate a change in services when a hospital is rebuilt. Or, a
greater reliance on new technology may limit the number or type of staff needed ata
newly built facility. Some flexibility in the measures is needed to allow for such
expected changes in the needs of the community.

Therefore, the GHA recommends that CMS alter its criteria to allow three out of five to
be satisfied. In addition to the staff, services and population measures, CMS should
consider adding a needs assessment and cost comparison. For example, if a CAH can
show through a needs assessment that the change in services provided would be
appropriate, then the test of 75 percent of the services should not need to be met. 1fa
CAH has undertaken a cost comparison that shows that a new facility on another site
would be less expensive than rebuilding on the current location, then only two other
measures should need to be satisfied. A combination of criteria suggested would offer
C AHs some flexibility and allow for the natural development and maturation of the

CAH and the community.

We also encourage CMS to consider special provisions for hospitals that are merging.
Under these circumstances, the two hospitals may not be able to meet the criteria. In

these cases, CMS should make determinations on a case-by-case basis. If the merger
meets the needs of the communities, then CMS should consider it an appropriate and

allowable relocation.

Regardless of what criteria are chosen, CMS should clearly delineate them in advance.
For example, when counting the staff, how should the hospital ascertain if the staff would
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continue employment at the new location? How would a CAH compare the population
they serve to a hospital that has yet to be built? Would the services be considered based
on departments or actual individual services? s the fact that you plan to provide lab
services in general sufficient? Moreover, the comparison between the old facility and the
soon-to-be built facility should be a one-time comparison based on the facts at the time of
the application. CAHs need clear expectations and advanced warning of the
standards to which they will be held.

CAHs are the sole providers of inpatient acute-carc services in their communities and
often outpatient and long-term care services. Facilities that convert to CAH status do s0
because of their dire financial conditions under the prospective payment systems. It is
thus, unlikely that they would be able to successfully convert back to the inpatient PPS.
In addition to the lower reimbursement there would be other hurdles, such as getting
licensed for additional beds in certificate of need states, or hiring additional staff to
expand services when there are shortages in many areas, that would need to be
surmounted in an effort to build volume to survive under the PPS. For many of these
CAHs, loss of their status would force them to close. Given the role of these facilities
in their communities, such closures would have devastating affects on rural
healthcare access.

We urge CMS to rescind this overly restrictive policy and allow necessary provider
critical access hospitals to relocate as needed to improve the care of and meet the
peeds of their communities. Instead, CMS should expand and use the criteria
recommended above.

Pending Necessary Provider Status Applications

The GHA is concerned about the hospitals that are currently in the process of converting
to CAH status under the necessary provider program. We have heard reports from some
states that the queue to be surveyed is growing and despite a hospital’s best efforts and
advanced planning, the survey to obtain the new provider number may not occur by
January 1, 2006. It is also possible that the survey will occur, but the plan of correction
will not be accepted by the deadline if one is needed. States have an enormous survey
workload that is further exacerbated by EMTALA surveys that take priority. Providers
that have gotten to the stage of requesting a survey in advance of the January 1
deadline, but are unable to get the state to complete the survey have clearly
demonstrated a good faith effort and should be considered as meeting the deadline.

The GHA appreciates the opportunity to submit these comments on the proposed
inpatient PPS rule for FY 2006. If you have any questions about these comments, please
feel free to contact me or Robert Bolden, Director of Fiscal Services, at (770) 249-4505.

Sincerely,

Vi Naylor
Executive Vice President
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I OWA HOSPITAL ASSOCIATION

Attachment #429

June 20, 2005

Dr. Mark McClellan, Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS 1500-P

P.O. Box 8011

Baltimore, MD 21 244-1850

Ref: CMS—1500-P Medicare Program; Changes to Inpatient Prospective Payment System and FY
2006 Rates; Proposed Rule (70 Federal Register 23306), May 4, 2005.

Dear Dr. McClellan,

On behalf of lowa’s 1 16 hospitals, the lowa Hospital Association (IHA) is pleased to take this
opportunity to provide comments o1 the Centers for Medicare & Medicaid Services’ (CMS) proposed
rule for the FY 2005 inpatient prospective payment system (PPS) published the May 4, 2005 F ederal
Register.

IHA is supportive of the full market basket update for FY 2006, as mandated by Congress and
implemented in this proposal, for hospitals that participate in submitting data on a set of 10 quality
indicators. But while appreciated and much needed, a full payment update for this fiscal year does not
address many years of less than adequate inflation payments that has resulted in a -6.4% total Medicare
margin for lowa hospitals. And although the Medicare Prescription Drug, Improvement and
Modernization Act of 2003 (MMA) is estimated to bring an additional $258 million to Jowa hospitals
primarily from the equalization of the standardized amount and the lower labor share, policy changes that
have long been supported by {HA, the fact remains that the inpatient payment system underpays lowa
hospitals as evidenced by projections that margins will continue to be over -5.6% through 2009. Many
lowa hospitals are heavily dependent on Medicare as their primary source of revenue but given the
existing payment shortfalls, coupled with policies being proposed in this rule such as the expansion of the
post acute care transfer provision that will reduce already inadequate payments by over $6.8 million a
year, IHA once again is expressing its concerm that access to care is {hreatened when the program does
ot cover its share of the cost of providing services or implements unreasonable changes that don’t allow

facilities to meet the needs of their communities, as with the suggested change on the relocation of critical
access hospitals (CAHs).

Given the significant aumber of complex changes that have occurred in the Medicare inpatient payment
system Over the last several years as a result of legislative and regulatory actions, THA urges CMS to
closely examine the on-going effectiveness of the system. For over 20 years now, the system has been
pieced together through a series of legislative and regulatory changes and the result is a cobbled structure
that has a significant number of exceptions to address special circumstances which does little to promote
the efficient delivery of high quality care. Despite the inadequate reimbursement, lowa hospitals continue
to demonstrate value through the provision of efficient and quality health care services, as evidenced by
CMS rankings of lowa hospital quality at qumber six in the nation. For the Medicare program to become

100 EAST GRAND  DES MOINES, I0WA 50309-1835 515.288.1955 FAX 515.283.9366
www.ihaonline.org
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a purchaser of value, it must focus on improving the health outcomes for program beneficiaries and more
offectively manage the disperse resources that Congress provides. Moreover, this focus should be on the
entire array of Medicare payment systems and contemplate the value of care that is provided over a
continuum of services from an inpatient hospitalization to skilled care and services in other post-acute
care settings, as raised by CMS in the proposed FY 2006 SNF PPS rule in asking for feedback on the
integration of such systems that will be made possible with the advent of electronic medical records.

The following are [HA’s detailed comments regarding CMS’ proposed changes 1o the inpatient payment
system as well as our comments on proposed changes affecting critical access hospitals (CAHs).

FY 2006 Wage Index
In each year’s rule, CMS describes the method used to compute the wage index. However, in the

proposed FY 2006 rule, CMS changes a step of the calculation that is not addressed by the agency in the
preamble discussion. Specifically, in step four, lines 8 and 8.01 of worksheet §-3, Part 1l are included in
the calculation to determine the ratio of overhead hours to revised hours, yet these lines were not included
in the calculation as described by CMS in the FY 2005 final rule. The impact of the change increases the
ratio of overhead to revised hours and affects the overall wage index, thus impacting Medicare payments.
Before CMS makes such a change, the agency must identify the rationale for this adjustment and
communicate it to hospitals via a proposed rule prior to putting it into place. THA recommends CMS
return to the method of calculating the wage index prior to this proposed rule and omit inclusion of
lines 8 and 8.01 in computing the amounts of overhead wage-related costs to be allocated to
excluded areas.

Occupational Mix Adjustment

The Medicare, Medicaid and SCHIP Benefits Improvement and Protection Act of 2000 (BIPA) required
CMS to collect occupational mix data to be used In adjusting wage indices beginning October 1, 2004.
HA continues to support the intent of this legislative mandate based on the premise it would dull the
impact of staffing decisions by increasing the wage index for lower wage areas and decreasing wage
indices for higher wage areas. However, IHA does not support the methodology CMS has chosen to
implement this law, as it is clear it does not accomplish what the law intended.

Although CMS is again proposing to use the same CMS wage index occupational mix survey and Bureau
of Labor Statistics (BLS) data that was used for the FY 2005 wage index, THA opposes adjusting
hospital reimbursement, even by only 10 percent, based on flawed and incomplete data.

Using the information and data currently available, [HA believes the occupational mix adjustment will
not achieve the impact intended by Congress 1n implementing the adjustment as evidenced with many low
wage index areas experiencing an ¢ven further wage index decline while larger metropolitan arcas have a
lower occupational mix that results in increased Medicare payment. The explanation for the inverse
outcome of the adjustment appears 1o be due to the data collected by CMS and the assumptions the
agency is utilizing in the process. THA also has specific concerns surrounding the process CMS instituted
in collecting the occupational mix data, including vague and untimely instructions that lend themselves 10
further subjectivity within the wage index development; the lack of recognition of certain hospital
occupational categories, €.£., radiology; and, the short time frame by which hospitals had to respond to
the survey. Each of these issues intensifies concerns regarding the integrity of the data CMS collected
and is using in the adjustment.

Specifically, IHA recommends the following:
e CMS immediately begin re-collecting occupational mix data.
e Prior to re-collecting this data, CMS must issue complete, concise and clear instructions allowing
hospitals to complete the data submission leaving no room for interpretation or subjectivity.
e CMS include all occupational categories into the data collection tool.
CMS use only audited data when its intended use will affect Medicare reimbursement.
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percentages. However, IHA is concerned that CMS has been misinformed as to the availability of
established procedures to obtain information needed by hospitals in order to calculate their Medicaid
fraction.

In IHA’s experience, this process is either hit or miss, depending on the willingness of the individual at
the state or the contracted fiscal agent, t0 respond to the data request. THA recommends CMS provide
explicit direction the state Medicaid agencies 10 provide the eligibility information requested by hospitals
in order to support their DSH calculation for Medicare. This direction will eliminate the varying
processes and accountability depending on the state. Further, this instruction must also apply to the
health plans that contract with the state Medicaid agencies SO that hospitals can also have reasonablie

access to eligibility data on the population of Medicaid recipients enrolled in managed care.

Hospital Quality Data

Towa hospitals are fully supportive of the reporting of quality data through the CMS initiative, as
evidenced by the fact that 86 facilities ar¢ participating in the project, including 42 CAHs who are not
affected by the payment reduction. However, IHA is concerned about CMS$’ proposal for additional
requirements associated with chart validation in order to receive the full FY 2006 payment update.
Although audits and data validation are necessary to ensure that the information being reported 15 reliable,
THA opposes any attempt by CMS to link this validation process with the hospital update factor at
this time. CMS audits of 2004 data were often unreliable due to data problems and inconsistent
definitions. These issues were not completely resolved by third quarter of 2004 which is the period that
CMS is proposing to base the update on. Hospitals should not suffer a payment reduction due to technical
problems with the data submission and validation process. Therefore, IHA recommends CMS
withdraw its proposal for chart-audit validation until such time as all technical issues are resolved.

Critical Access Hosgpitals (CAHS)

In an agricultural state such as lowa, many communities are less than 35 miles apart so each of the CAHs
in Jowa used the state designation as a necessary provider to become a CAH. Among the criteria for this
designation are requirements that the hospital is Jocated in an ar<a with an elderly population (65 years Of
older) percentage greater than or equal to the state average; demonstration that the motor vehicle accident
rate or farm injury rate is greater than of equal to the state average; and, be an emergency medical
services (EMS) provider or demonstrate a cooperative relationship with the Jocal EMS provider. These
state-specific criteria in 11 general categories have been crucial in identifying 71 lowa hospitals as
necessary to their communities for their ability to provide accessible care to the state’s aged population as
well respond to emergency situations in the community.

The proposed policy change being set forth by CMS in the proposed rule will have the affect of not
allowing CAHs to replace the facility within or adjacent to the city limits of the community / population
(s) they serve. To limit replacement of a CAH to the existing campus and within 250 yards of the existing
building or to adjacent 1and purchased before December 8, 7003 hinders CAHs from making changes 10
address the evolution of medical care, technology, patient flow and needed community services and
programs. Concerns regarding the proposed replacement policy include:

v The date restriction of December 8, 2003 for the purchase of 1and adjacent to the CAH campus
has no link, importance or relation to when a CAH was certified and licensed, and when the CAH
determines the need for replacement and the purchase of land. In fact many CAHs were certified

and licensed by CMS after December 8, 2003 so this arbitrary date would prevent their
replacement at any point in the future. The December 8, 2003 deadline for purchase of land
adjacent to the CAH must be removed from the policy.

v Allowing replacement O the existing campus within 250 yards of the CAH or on adjacent land
purchased before December &, 2003 is far too resirictive and does not match the reality in rural
agricultural America. In many instances, these rural hospitals are located on small parcels of land

in the middle of residential nei ghborhoods with no room to expand, having been built at the
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outskirts of town when they were constructed 40-50 years ago but are now jandlocked due 10
community growth around the hospital. The proposed policy should be revised to reflect that
any CAH facility rebuilt within the city/town Jimits should be considered a replacement.
Any CAH replacement within these provisions would automatically retain the necessary
provider designation granted by the state where the CAH is located. Jowa CAHs are located
in communities ranging in size from a population of 891 covering 1.38 square miles to
community with 2 population of 12,803 that covers 8.93 miles. Regardless of whether the CAH
replaces Ol site, on adjacent propetty, Of within the city/town limits, it is clear because of the size
of the communities in which CAHs are located that the facility will continue to serve the same
population and community and they should not be required o demonstrate this fact if they are
relocating in accordance with this necessary change to the proposal.

The second part of the proposed policy defines relocations in such a manner a8 to preclude the relocation
of a CAH while maintaining their necessary provider designation if the CAH can not prove that plans
were begun prior 10 December 8, 7003. For those CAHs that can prove they began the relocation process
prior to December 8, 2003, the CAH must also make a relocation application to the state before January
1, 2006, meet the same state necessary provider criteria, assure the same population will be served, and
assure compliance with Medicare Conditions of Participation in the new location. Again, many CAHs
were designated after December 8, 2003 which will preciude them from ever replacing their existing
facility. Concerns with this proposed policy include:

¥ Thereisno relationship, importance of link to when a CAH s certified and licensed and
December &, 2003.

v Most CAHs certified and licensed by January 1, 2006 have not considered, discussed of begun 10
evaluate the need for replacement at another location. The application deadline of January 1,
2006 is unreasonable and again has no relationship to the evaluation of replacement in a different
location.

The proposed policy should be revised to remove any reference to dates, and to specify that
replacement of a CAH beyond the city/town fimits where the CAH was located should be
considered 2 relocation. 1n these instances, in order to retain the necessary provider designation,
the CAH would have to demonstrate that it is still serving the same population with the same staff
by meeting the 75% test as proposed by CMS.

The benefits of the CAH program, which are well understood by policymakers and the communities in
which CAH are located, include maintaining access 0 needed primary and emergency care services 11
rural locations 10 respond to agricultural-related and motor vehicle accidents; enabling rural hospitals to
update antiguated gacilities in order to meet licensure and life safety requirements and to replace outdated
diagnostic and other equipment; and, allowing rural communities t0 recruit and retain needed physicians.
nurses and other health professionals. Years and years of inadequate Medicare reimbursement 0 fowa
hospitals has created a situation where many facilities that were constructed during the Hill-Burton era
were not able 10 properly maintain their plant and equipment with Medicare revenue substantially less
than costs. The average age of plant for lowa CAHs is almost 12 years, compared 10 2 national figure of
10.09. Even with the transition to cost-based reimbursement, somMe Jowa CAHs have yet to address their
building and technology plans because of the need to establish a more favorable cash position prior to
taking on new debt. To restrict the replacement of these facilities pecause of arbitrary dates selected by
CMS is a disservice 1o the very program that has allowed hospitals to continue to bring a gignificant
economic benefit and vital health care services to the communities they serve.
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Thank you for your review and consideration of these comments. If you have questions, please contact
me or Heather Olson at the lowa Hospital Association at 515/288-1955.

Tracy Warner
Vice President, Finance Policy

cc: Towa Congressional Delegation
IHA Board of Trustees
fowa hospitals
CMS Kansas City Regional Office
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Attachment #430

June 20, 2005

Centers for Medicare & Medicaid Services

U.S. Department of Health and Human Services
Attention: CMS-1500-P

P.O.Box 8011

Baltimore, Maryland 21244-1850

Subject: Labor-Related Share

To Whom it May Concern:

I am writing on behalf of Trinitas Hospital to express our opposition to the changes that the Centers
for Medicare & Medicaid Services (CMS) has proposed in the FY 2006 Medicare inpatient PPS
regulation governing the labor-related share of Medicare payments to hospitals. The proposed
regulation calls for reducing the labor-related share from 71.1 percent to 69.7 percent for hospitals
located in areas with a wage index greater than 1.0 and would cost our hospital approximately
$480,000 annually in lost Medicare revenue.

Three years ago, CMS proposed increasing the labor-related share for all hospitals from 71.1 percent
to 72.5 percent. The agency, however, expressed concern over the harmful impact this would have on
rural hospitals and withdrew the proposal in favor of further analysis of the methodology it used to
compute this proposal. While CMS was performing this analysis, Congress passed legislation that set
the labor-related share at 62 percent for hospitals with a wage index of 1.0 or less to increase
payments 1o most rural hospitals.

In proposing to reduce the labor-related share for FY 2006 for hospitals with a wage index greater
than 1.0 — primarily urban hospitals — CMS now is using the same methodology it rejected three years
ago. We do not understand why a methodology rej ected three years ago is now considered valid. If
that methodology is now, in fact, considered valid, CM$’s decision not to raise the wage index as
originally proposed three ycars ago resulted in urban hospitals being underpaid by Medicare since

that time.

Since this change will decrease Medicare revenue for all affected hospitals — those whose wage index
is greater than 1.0 - CMS proposes achieving budget neutrality by redistributing this money by
increasing the standardized amount for all hospitals. This approach will result in a financial windfall
for all hospitals with a wage index of 1.0 or less — that is, for most rural hospitals. If CMS believes
that 69.7 percent is the true, appropriate figure for labor-related share and hospitals with a wage index
less than 1.0 are already, in effect, getting more generous payments than they should, we question the
decision to give these hospitals — that is, most rural hospitals — even more than they already receive.

This proposal also raises concerns about what we view as another attempt by the federal government
to penalize urban hospitals for the benefit of rural hospitals. In recent years, a number of new policies
have been adopted or rejected, both by Congress and the administration, based primarily on their




damaging impact on rural hospitals. They include CMS$’s decision of three years ago not to raise the
labor-related share because that action would hurt rural hospitals (and ignoring the benefits it offered
to urban hospitals); the enormous supplemental benefits directed to rural hospitals by Congress
through the Medicare Modernization Act of 2003 while that legislation virtually ignored the far
greater needs of urban hospitals; the FY 2005 regulatory change that steered residency slots to rural
hospitals and away from urban hospitals; and CMS’s failure in recent years to meet its statutory target
for outlier payments — a practice that disproportionately disadvantages urban hospitals.

These and other actions have been undertaken despite clear evidence that urban hospitals are in far
worse financial condition than rural hospitals. The cumulative effects of years of caring for
uninsured, under-insured, and Medicaid patients are taking their toll on urban hospitals: more and
more of us are losing money. In an industry in which a positive operating margin of four percent is
considered necessary to operate effectively, a 2003 study by the National Association of Urban
Hospitals found that among hospitals that qualify for Medicare DSH payments, the collective
financial performance of urban hospitals nation-wide is 25 times worse than that of rural hospitals.
Collectively, the operating margins of urban Medicare DSH hospitals in the U.S. is minus 5.7 percent
— a figure that suggests that without intervention, many of those urban safety-net hospitals may soon
be forced to close their doors. That same study found that large urban hospitals that provide at least
I3 percent of their services to Medicaid patients have an average operating margin of negative 8.52
percent. At the same time, there have been no credible studies that suggest that rural hospitals are
being underpaid by Medicare. Most, in fact, conclude that rural hospitals are adequately reimbursed
for the services they provide to Medicare beneficiaries.

For these reasons, we urge CMS not to reduce the labor-related share of the Medicare wage index.
Sincerely,

Paul Dabrowski
CFO
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NationaL Association oF Urean HospitaLs

Private Safety-Net Hospitals Caring for Needy Communities

Attachment #432

June 20, 2005

Centers for Medicare & Medicaid Services

U.S. Department of Health and Human Services
Attention: CMS-1500-P

P.O.Box 8011

Baltimore, Maryland 21244-1850

Subject: Outliers

To Whom it May Concern:

| am writing on behalf of the National Association of Urban Hospitals to express our opposition to the
increase in the outlier threshold that the Center for Medicare & Medicaid Services (CMS) has proposed for
the Medicare inpatient PPS system for fiscal year 2006. We believe this increase will result in Medicare once
again failing to pay out its statutorily required proportion of PPS funds as outlier payments for fiscal year
2006 and will cause serious harm to hospitals that incur significant costs from legitimate outlier cases.

Medicare Outliers: The Situation Today

Medicare recognizes that some hospital admissions fall so far outside the norms captured by its prospective
payment system (PPS) that they must be paid in an entirely different manner. Consequently, it employs a
system of what it calls outliers. Under this system, hospital cases involving selected medical services that
exceed a specific Medicare cost threshold are reimbursed by Medicare on a cost basis, through additional
payments above and beyond the Medicare PPS payment. These cases are known as outliers. While outlier
reimbursement is said to be on a cost basis, outlier payments do not actually reimburse providers for the full
cost of the care they provide in cases designated as outliers,

In the current fiscal year, the threshold for a qualified case to become a Medicare outlier is $25,000.

Medicare Outliers: The Proposed Change in Regulations

In the proposed fiscal year 2006 Medicare inpatient PPS regulation published in the Federal Register on May
4, 2005, CMS proposes raising the outlier threshold for the coming year from the current $25,000 to $26,675.

21351 Gentry Drive + Suite 210 » Sterling, VA 20166 = (703) 444-0989 + Fax: (703) 444-3029
www.nauh.org
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June 20, 2005

Medicare Outliers: NAUH’s Objections to the Proposed Policy Changes

NAUH believes that the proposed outlier threshold is too high and will resuit in Medicare failing, yet again, to
meet its statutory requirement of paying out between five and six percent of its PPS payments as outliers. In
2004, with the outlier threshold at $31,000, outlier payments amounted to only 3.5 percent of PPS paymenis —
well short of the statutory requirement. This year, with the threshold at $25,000, outlier payments are on a
pace to constitute only about 4.4 percent of PPS payments — again, well short of the statutory requirement. It
stands to reason, we believe, that if Medicare cannot fulfill its statutory minimum of five percent with a
threshold of $25,000 this year, it is likely to fall even further from its statutory minimum, not draw closer to
it, if that threshold is raised to $26,675 — even allowing for a generous increase in the overall cost of health
care services. NAUH believes the outlier threshold should be decreased below the current $25,000, not
increased.

Medicare’s failure to pay an appropriate level of outliers has serious implications for hospitals. Even when it
does pay out to an appropriate level, outlier payments themselves do not adequately compensate hospitals for
the extraordinary costs they incur providing care to patients with extraordinary medical problems; they only
help cushion the blow of such costs. Compounding this problem is that in today’s environment, hospital
margins are shrinking like never before, with more and more hospitals suffering negative margins. In some
situations, just a few outlier cases can mean the difference between a hospital breaking even or losing money.
This is especially true for large, private, non-profit urban safety-net hospitals such as those represented by
NAUH because they care for higher proportions of low-income elderly and uninsured patients than other
hospitals. Medicare’s failure to live up to its statutory requirernents has implications for hospitals nation-
wide, and NAUH believes that Medicare should live up to its legal obligation to pay out at least the legally
required minimum amount of payments as outliers. The threshold proposed for 2006 will not enable
Medicare to achieve this goal.

In failing to meet its statutory requirement for outlier payments, Medicare is failing: it is failing to meet its
obligation to Congress to spend an appropriate amount on outlier payments and it is failing to meet its
obligation to hospitals to pay them for the extraordinary - and extraordinarily expensive — care they deliver to
their seriously ill and severely injured outlier patients.

Medicare Outliers: NAUH’s Proposed Solution

NAUH believes that CMS’s current approach to calculating Medicare’s outlier threshold does not work.
While NAUH would welcome an opportunity to work with CMS officials to develop a better methodology,
we believe the agency’s first priority at this time should be to develop a more appropriate threshold for fiscal
year 2006 — a threshold that will enable Medicare to meet its statutory obligation. We all know that the
proposed threshold of $26,675 will not achieve this end and will keep Medicare out of compliance with the
statutory requirement yet again.

For this reason, NAUH suggests an interim approach: CMS should use a ratio, based on the current threshold
and its likely percentage of overall PPS payouts, (o revise the threshold and ensure that outliers constitute at
least 5.1 percent of overall PPS payments. This would enable CMS to use projections instead of a formula
that clearly is not working and would lead to a decrease, instead of an increase, in the FY 2006 threshold.

An alternative would be to calculate what the outlier threshold would need to be for the current (FY 2005)
year to enable outlier payments to account for at least 5.1 percent of Medicare PPS payments and then to use
that figure as the FY 2006 threshold.
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About the National Association of Urban Hospitals

The National Association of Urban Hospitals (NAUH) advocates for adequate recognition and financing of
private, non-profit, urban safety-net hospitals that serve America’s needy urban communities. These private,
urban safety-net hospitals differ from other hospitals in a number of key ways: they serve communities
whose residents are much older and poorer; they are far more reliant on Medicare and Medicaid for revenue;
they provide far more uncompensated care; and unlike public safety-net hospitals, they have no statutory
entitlement to local or state funds to underwrite their costs. NAUH’s role is to ensure that when federal
officials make policy decisions, they understand the implications of those decisions for these distinctive
private, urban safety-net hospitals. NAUH pursues its mission through a combination of vigorous, informed
advocacy, data-driven positions, and an energetic membership with a clear stake in the outcome of public
policy debates.

* * *

We appreciate your attention to the concerns we have expressed about the proposed increase in the Medicare
outlier threshold for fiscal year 2006 and welcome any questions you have about our organization, this issue,

or our rationale for the positions we have stated in this letter.

Sincerely,

Ellen J. Kugler, Esq.
Executive Director
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FLORIDA
HOSPITAL

601 East Rolling Shesd
Criando. Flonda 32803
4077866-6611

Attachment #433
June 20, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Aftention: CMS-1500-P

P.O. Box 8011

Baltimore, MD 21244-1850.

Re: Medicare Program; Proposed Changes to the Hospital Inpatient Prospective
Payment Systems and Fiscal Year 2006 Rates

Florida Hospital is a 1,785 bed acute care hospital located in Orlando, Florida. Florida Hospital has one of the
country’s largest electrophysiology programs and we expect to implant over 500 defibrillators in 2005 and
growing nearty 20% per year. Because inpatient electrophysiclogy services are a key component of what we
provide, | am writing fo express my concern with the proposed rule, " Medicare Program; Proposed Changes to
the Hospital Inpatient Prospective Payment Systems and Fiscal Year 2006 Rates”, published by the Centers for
Medicare and Medicaid Services (CMS) on April 25, 2005. My concern is on page 50 of the proposed rule
where CMS proposes to modify the DRGs for ICD implants.

On page 50 of the proposed rule CMS provides an analysis showing the three ICD DRGs with and without
hospital procedure code 37.26. The problem with the analysis is hospital procedure code 37.26 contains three
separate procedures, of varying intensity: electrophysiology study, intraoperative device interrogation and non-
invasive programmed stimulation. This means code 37.26 represents a coding problem (three very different
codes in one} — not a payment problem. Until the coding issue is addressed, the real impact on payment can
not be determined. Currently, there is no data on how the three procedures vary with respect to hospital
charges. In a meeting attended by industry, CMS coding experts acknowledged that the structure of hospital
procedure code 37.26 results in flawed charge data.

The payment change CMS proposes would have a financial impact on Florida Hospital of approximately $1.7
million. This DRG has continuously been a financial challenge to Florida Hospital and the proposed changes
would have a substantial effect on our electrophysiology program. This is particularly true for CRT-D devices
which are ICDs that addresses both Sudden Cardiac Death and heart failure and cost more than single purpose
ICDs. CMS says it is not appropriate to have all three procedures in code 37.26 drive to higher paying DRGs. It
is equally inappropriate to have all three drive to lower paying DRGs.

| respectfully request that CMS withdraw the proposed ICD DRG revision and address this coding problem, with
a coding solution, before attempting to make detrimental changes to the current defibrillator DRG structure that
would be devastating to Florida Hospital.
Thank you for your consideration.
Sincerely,
) - _ -",;‘." ::i'
A rg/y/a//
Randy Haffner
Chief Operating Officer/Orlando
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CMS only allows ten days for a hospital to appeal its validation; this 1s insufficinet time to deal with the data and validation issucs. we propose allowing hospitals

30 calendar days te appeal their validation findings.

Submission of data:

We usually clect not to submit sample sizes and submit data on the entire sample. If there are isssues with a small number of patient's data (<1%), will the ¢ntire
data smaple be rejected?
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June 21, 2005

Centers for Medicare & Medicaid Scrvices u |~L
Department of Health & Human Scrvices

Attention: CMS-1500-P

Room C5-14-03

7500 Sceurity Bhvd,

Baltimore. MD 21244-1850

RE: [('MS-1500-P] Mcdicare Program; Proposed Changes 1o the Hospital Inpatient Prospective Payment System and Fiscal ¥Ycar 2006 Payment Rates {42 Federal
Register 405, 412, 413, 415, 419, 422, and 485), May 4, 2005

To whom it may concern:

As a member of the resident teaching faculty of St. Jehn Health (SJH), a Southeast Michigan health system with cight hospitals and over 400 intems and residents
in allopathic. osteopathic. dental. and podiatry training programs. | appreciate the opportunity 1o comment on the Centers for Medicare & Medicaid Scrvices?
(CMS) propesed rule for the 2005 Inpaticnt Prospective Payment System (PPS), published May 4, 2005 in she Federal Register. The adequacy of Medicare
payments to cover the cost of training our future generation of physicians is cssential to maintain financiatly viable tcaching hespitals in Michigan and across the
United States to ensure the adequacy of future Medicare beneficiary access.,

My comment is regarding New Teaching Hospitals in Medicare GME Affiliated Groups (?413.79 () (1)) of the proposed rules beginning on page 23440 of the May
4, 2005 Federal Register,

CMS propescs to allow new urhan hospitals that qualify for an adjustment under 7413.79 (¢} (1) may ¢nter into a Medicare GME affiliation agrcement only if the
resulting adjustment 1s an inerease in the new teaching hospatal?s DGME and IME caps as a result of the affiliation agreement.

1 {ully concur with this proposed poticy update. New urban teaching hospitals should be provided with the flexibality 10 start new teaching programs without
jeopardizing their ability 10 count additional FTE residents training at the hospitat under an affiliation agreement. This flexibility will oceur if new urban teaching
hospitals are allowed w enter into affiliation agreements with other teaching hospitals to increase their DGME and IME FTE caps.

By definition, a new urban tcaching hospital would initially have a residem FTE eap of zero. (0). When residents from cxisting teaching hospitals rotate to the new
urban tcaching hospital, it is appropriate for the new urban teaching hospital to reccive a positive, increased, adjustment to their FTE cap allowing the new urban
teaching hospital to receive Medicare IME and DGME payments. These additional Medicare payments arc necessary for the new teaching hospital to cover the direct
and indircct costs the now urban teaching hespital will be incurring to train the ?in rotating? residents from other hospital teaching programs,

Thank you for considering my comment regarding your proposcd improvement to the Medicare program?s cxisting payment rules for graduate medical education.

Sincerely,

Ernest L. Yoder, MD. PhD. FACP
Chair. Department of Internal Medicine
Providence Hospital
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Attachment #440
June 21, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS—1500-P

P.O. Box 8011

Baltimore, MD 212441850,

Re: Medicare Program; Proposed Changes to the Hospital Inpatient Prospective
Payment Systems and Fiscal Year 2006 Rates

Yale-New Haven Hospital is a 944 bed acute care hospital located in New Haven, Connecticut. As a
major health care provider in our area, we implant medical devices and perform other procedures on a
significant number of Medicare beneficiaries, in the inpatient setting. Because inpatient services are a
key component of what we provide, I am writing to express my concern with the proposed rule,
"Medicare Program; Proposed Changes to the Hospital Inpatient Prospective Payment Systems and
Fiscal Year 2006 Rates”, published by the Centers for Medicare and Medicaid Services (CMS) on
April 25, 2005. My concern is on page 50 of the proposed rule where CMS proposes to modify the
DRGs for ICD implants.

On page 50 of the proposed rule CMS provides an analysis showing the three ICD DRGs with and
without hospital procedure code 37.26. The problem with the analysis is hospital procedure code
37.26 contains three separate procedures, of varying intensity: electrophysiology study, intraoperative
device interrogation and non-invasive programmed stimulation. This means code 37.26 represents a
coding problem (three very different codes in one) — not a payment problem. Until the coding issue is
addressed, the real impact on payment can not be determined. Currently there is no data on how the
three procedures vary with respect to hospital charges. In a meeting attended by industry, CMS
coding experts acknowledged that the structure of hospital procedure code 37.26 results in flawed
charge data.

The payment change CMS proposes would have a severe financial impact on Yale-New Haven
Hospital and all hospitals across the country — without data to justify the change. This is particularly
true for CRT-D devices which are ICDs that addresses both Sudden Cardiac Death and heart failure
and cost more than single purpose ICDs. CM$S says it is not appropriate to have all three procedures
in code 37.26 drive to higher paying DRGs. It is equally inappropriate to have all three driving ICD
related implant procedures to lower paying DRGs.

I'respectfully request that CMS withdraw the proposed ICD DRG revision and address this coding
problem, with a coding solution, before attempting to make detrimental changes to the current
defibrillator DRG structure that would hurt hospitals across the country.

Thank you for your consideration.

Sincerely,

R. Kyle Kramer
Executive Director
Cardiovascular Services
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Attachment #441

June 21, 2005

Centers for Medicare & Medicaid Services
Department of Health & Human Services
Attention: CMS-1500-P

Room C5-14-03

7500 Security Blvd.

Baltimore, MD 21244-1850

RE: [CMS-1500-P] Medicare Program; Proposed Changes to the Hospital
Inpatient Prospective Payment System and Fiscal Year 2006 Payment Rates
(42 Federal Register 405, 412, 413, 415, 419, 422, and 485), May 4, 2005

To whom it may concern:

As a member of the resident teaching faculty of St. John Health (SJH), a
Southeast Michigan health system with eight hospitals and over 400 interns and
residents in allopathic, osteopathic, dental, and podiatry training programs, |
appreciate the opportunity to comment on the Centers for Medicare & Medicaid
Services' (CMS) proposed rule for the 2005 Inpatient Prospective Payment
System (PPS), published May 4, 2005 in the Federal Register. The adequacy of
Medicare payments to cover the cost of training our future generation of
physicians is essential to maintain financially viable teaching hospitals in
Michigan and across the United States to ensure the adequacy of future
Medicare beneficiary access.

My comment is regarding New Teaching Hospitals in Medicare GME Affiliated
Groups (§413.79 (e) (1)) of the proposed rules beginning on page 23440 of the
May 4, 2005 Federal Register.

CMS proposes to allow new urban hospitals that qualify for an adjustment under
§413.79 (e) (1) may enter into a Medicare GME affiliation agreement only if the
resulting adjustment is an increase in the new teaching hospital's DGME and
IME caps as a result of the affiliation agreement.

| fully concur with this proposed policy update. New urban teaching hospitals
should be provided with the flexibility to start new teaching programs without
jeopardizing their ability to count additional FTE residents training at the hospital
under an affiliation agreement. This flexibility will occur if new urban teaching
hospitals are allowed to enter into affiliation agreements with other teaching
hospitais to increase their DGME and IME FTE caps.




By definition, a new urban teaching hospital would initially have a resident FTE
cap of zero, (0). When residents from existing teaching hospitals rotate to the
new urban teaching hospital, it is appropriate for the new urban teaching hospital
to receive a positive, increased, adjustment to their FTE cap allowing the new
urban teaching hospital to receive Medicare IME and DGME payments. These
additional Medicare payments are necessary for the new teaching hospital to
cover the direct and indirect costs the new urban teaching hospital will be
incurring to train the “in rotating” residents from other hospital teaching programs.

Thank you for considering my comment regarding your proposed improvement to
the Medicare program'’s existing payment rules for graduate medical education.

Sincerely,

Scott W. Eathorne, MD

Program Director

Providence Athletic Medicine Fellowship
St. John Health
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Attachment #443

June 21, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1500-P

P.O. Box 8011

Baltimore, MD 21244-1850

Gentlemen,

| am writing to make a public comment on your proposed recommendation to
deny a technology add-on payment for the IntraLuminal Therapeutics SafeCross
guidewire as an adjunct to crossing chronic totally occluded (CTQ) coronary
arteries. In that regard, | am a national expert in coronary intervention {(inciuding
approaches to CTO), and served as the national Principal Investigator of the
pivotal approval registry (GREAT) that led to FDA clearance of this device.

First, let me note that CTOs are one of the last unmet needs in coronary
intervention. They are commonly found in patients with coronary artery disease,
but the presence of one or more CTQOs biases therapy away from catheter
intervention (11%) and towards either medical or surgical therapy (Christofferson

et al, Am J Cardiol, 2005). This is because the success rate remains quite low
(60-70%) for being able to cross CTOs with conventional guidewires.
Second, the SafeCross device has been demonstrated (Baim et al, Am J Card,

2004) to increase the crossing success of CTOs where a conventiongl guidewire
had failed. With operator experience in the 2" half of that trial, 67% of such
conventional wire failures were crossed with SafeCross. This would turn a 60%
success rate with conventional wires into a 60 + (67%)*40 = 86% overall success
rate. This is a high enough success rate to encourage operators to gttempt and
spend the required time to get these CTOs open.




Third, once the CTO has been crossed with a guidewire, the chances of placing
a drug-eluting stent are nearly 100%, and the long-term patency of that
intervention is excellent (2 - 5% recurrence, versus 30% with bare metal stents in
CTOs) (Werner et al, J Am Coll Cardiol 2004; Nakamura et al, Am J Cardiol
2005). Moreover, a variety of clinical trials have demonstrated that successful
opening of a CTO is associated with improvement in 10-year survival r ates
{Suero et al, J Am Coll Cardiol, 2001) compared to leaving the vessel occluded.

From this perspective, | would argue that a device such as the SafeCross that
can increase the chance of crossing a CTO and thereby enable definitive drug-
eluting stenting does represent a “substantial clinical improvement” for treating
this most challenging clinical subgroup. On the other hand, it also increases the
cost of the procedure, since the cost of the wire ($1500) is more than 10-times
the cost of a conventional guidewire. To avoid penalizing Hospitals when
operators choose to “do the clinically correct thing “ by attempting to open CTOs
using the SafeCross guidewire when conventional wires fail, | feel that it would
be appropriate to offer a technology pass-through to cover the expense of the
SafeCross wire. The lack of such reimbursement should not be allowed to stand
as a disincentive for operators to withhold effective treatment for CTOs and
potentially refer these patients to bypass surgery when a percutaneous
procedure could have sufficed.

Please feel free to contact me if you would like to discuss this matter further.
With best regards,

) MR

Donald S. Baim, MD
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Mark B. McClellan, M.D., Administrator ﬂ LJ """"""
Centers for Medicare & Medicaid Services A (¢ A
Department of Health and Human Services P [56 ) N
Attention: CMS-1500-P 18
P.0. Box 8010 Had ctei
Baltimore, MD 21244-1850 pr €U

Mor =

RE: Provider-Based Entities -- CMS 1500-P-- Medicare Program; Changes to the Hospital
Inpatient Prospective Payment Systems and Fiscal Year 2006 Payment Rates; Proposed Rule (70
Federal Register 23305), May 4, 2005.

Dear Administrator McClellan:

Thank you for the opportunity to comment on the Centers for Medicare & Medicaid Services’
(CMS) proposed rule for the FY 2006 Inpatient Prospective Payment System (PPS), published
May 4, 2005 in the Federal Register. We represent the children and families served by
Children’s Hospital of Central California and are in support of the proposed changes in the
location requirement for off-campus facilities under the provider-based rules as applied to certain
Neonatal Intensive Care Units (NICUs.)

Children’s Hospital Central Califoria has operated offsite NICUs in Merced and Hanford for
many years but may be required to discontinue these essential services if a change in the current
rule is not made. We have reviewed the comment letter submitted by Children’s Hospital, we
are in full agreement with the facts and opinions as stated and we endorse the approach preferred
by Children’s Hospital.

As you may know, the Central Valley of California is unique from other areas of the state and
nation in its healthcare delivery system. Children’s Hospital provides high-quality, specialized
pediatric care to all children throughout the vast Central Valley, notwithstanding its highly
disproportionate share of Medicaid patients. The number of infants bom prematurely or with
serious complications requiring the specialty and sub-specialty care that is only available through
Children's Hospital would be significantly reduced 1f the services provided in Merced and
Hanford are discontinued. Furthermore, Chiidren’s would like to explore the possibility of
expanding offsite NICU services to other community hospitals in our districts in order to
improve access to care throughout the Valley, but this scenario cannot even be discussed without
the proposed change in the existing rule.

We respectfully encourage the adoption of the second option described in the request for
comment, that is, to change the national Medicaid regulations to exempt a hospital participating
in the Medicare program under Sec. 1886(d)(1)(B)iii) of the Act, the inpatients of which are
predominantly under 18 years of age, from the location provisions of Sec. 413.65(d)(7) where all
other provisions of Sec. 413.65 have been met.
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We appreciate the time and attention given to resolving this rare, if not unique, circumstance and
we thank you for your consideration of our views.

Sincerely,

g 2

Dennis Cardoza
Member of Congress

Z %7'7 A/ |
vin Nunes 4 Jim (Qosta y

Member of Congress Member of Congress
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Mark McClellan, M.D., Ph.D. —_ Le
Administrator jreivel
Centers for Medicare and Medicaid Services
200 Independence Avenue, S.W.
Washington, D.C. 20515

Dear Dr. McClellan,

We are pleased to submit our comments on the provisions on New Technology
Applications in the fiscal year 2006 Medicare hospital inpatient prospective payment system
(IPPS) proposed rule. In the interests of Medicare beneficiaries’ access to a breakthrough
improvement in hip replacement technology and savings to the Medicare program, we strongly
urge you to consider new technology add-on payments for the Trident Acetabular System for Hip
Arthroplasty.

We believe that Trident hip replacements hold particular promise for younger, active
Medicare beneficiaries because the system utilizes a patented alumina ceramic-on-ceramic
bearing surface rather than metal-on-plastic or metal-on-metal surfaces. Alumina is the hardest
material next to diamond. The patented Trident design also captures the ceramic insert ina
titanium sleeve. Taken together, it is our understanding that these innovations increase the
strength of the ceramic insert by 50 percent over other designs, make the device extremely hard
and scratch resistant, produce better lubrication, produce a low coefficient of friction and
excellent wear resistance, result in no potential for metal or ion release, and result in less alumina
particle release, thus significantly reducing the need for future hip replacements or revisions. It
is our understanding that these results demonstrating a substantial improvement over existing hip
replacement technologies come from extensive randomized, controlled clinical studies that meet
CMS’s high standards for evidence collection.

From reviewing your agency’s response to Trident’s add-on payment application, it
appears that the concerns were based primarily on Trident’s having been on the market for just
over two years, which means that the two-to-three year timeframe when CMS considers a
product to be “new” would end halfway through FY 2006. It is our understanding, however, that
CMS has approved add-on payments for other technologies, such as a cardiac resynchronization
therapy with defibrillator (CRT-D), when their period of “newness” also ended midyear. We
would ask that CMS apply similar flexibility in Trident’s case.

We believe that in doing so, your agency would be living up to Congress’s intent in
establishing IPPS add-on payments—to ensure that Medicare beneficiaries would have access to
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technologies that represent a significant improvement over existing technologies, and in the case
of Trident, may significantly reduce the need for and risks associated with a second hip
replacement or revision.

Thank you for your attention to our comments. We look forward to hearing from you.

Sincerely yours,

M

Senstor Carl Levin

Rep. Fred Upton

Rep. Dave Camp v

/4../4 S MG T

Rep. Thaddeus McCotter
M_%ié_eé_.’___
Feo. Vern ers
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[

Ms. Valerie Miller

Centers for Medicare and Medicaid Services
Center for Medicare Management

Hospital and Armbulatory Policy Group
Division of Acute Care

Mail Stop C4-07-07

7500 Security Boulevard

Baltimore, Maryland 21244-1850

Dear Ms. Miller:

This letter serves to notify the Centers for Medicare and Medicaid Services (“CMS™) of a
misclassification of wage data in the Miami-Miami Beach-Kendall, Florida and the West Palm
Beach-Boca Raton-Boynton Beach, Florida core based statistical areas (“CBSAs"). Specifically,
the wage data for St. Mary’s Medical Center, provider number 10-0288, has been erroneously
included in the Miami-Miami Beach-Kendall, Florida CBSA.

The wage data for St. Mary’s Medical Center should be included in the West Palm Beach-Boca
Raton, Boynton Beach, Florida CBSA since this hospital is physically located in Palm Beach
County (Exhibit 3). Exhibit 1 documents the misclassification of St. Mary’s Medical Ceater
wage data and Exhibit 2 illustrates the wage index factors for the aforementioned CBSAs when
St. Mary’s Medical Center is properly classified in the West Palm Beach-Boca Rator-Boynton
Beach, Florida CBSA.

We appreciate your prompt correction of this issue as it will affect payments to all hospitals in
Miami-Miami Beach-Kendall, Florida and the West Palm Beach-Boca Raton-Boynton Beach,
Florida CBSAs beginning October 1, 2004. If you have any questions, please call Mark Nichols
at (561) 838-4172, Mike Smith at (561) 653-3072, or Rick Kolaska at (614) 229-5016.

Very Truly Yours,

W*Mw

cc: Palm Beach County Hospitals

}‘59\{4 sdere
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Attention: CMS-1500-P
P.O. Box 8011
Baltimore, MD 21244-1850

TRANSFERS — VIALZ
HART

Re: Comments on Proposed Changes to the Hospital
Inpatient Prospective Payment Systems and
Fiscal Year 2006 Rates - - LTCH-DRGs

Dear Dr. McClellan:

The National Association of Long Term Hospitals
("NALTH") is pleased to present the following comments
on the Centers for Medicare & Medicaid Services ("CMS")
proposed rule on "Proposed Changes to the Hospital
Inpatient Prospective Payment Systems and Fiscal Year
2006 Rates" that was the subject of a notice of proposed
rulemaking ("NPRM") that appeared in the Federal
Register on May 4, 2006, at 70 Fed. Reg. 23305.

As threshold matters NALTH wishes to endorse the
proposal to rebase the excluded hospital market basket.
NALTH invites changes to the long-term care hospital
prospective payment system (LTCH-PPS), such as the
proposed rebase of the hospital market basket which
improves payment accuracy and predictability. For similar
reasons, explained below, NALTH strongly recommends
adjustments to the proposed LTCH-DRG weights. The
proposed rule, contains changes in LTCH-DRG weights
will result in an approximate 4.7% reduction in FY 2006
payments to LTCHs. A reduction in payments of this
magnitude exceeds the 3.4% LTCH-PPS update percentage
which was adopted by the Secretary on May 6, 2005.

NALTH has asked the Lewin Group to review the
proposed reduction in LTCH-PPS weights for FY 2006.
One finding of the Lewin Group is that the impact of using




the Version 23 DRG grouper is to reduce payments to LTCHs by 6.74% when the
December FY 2004 MedPAR data is used with both the Version 22 and Version 23
groupers." NALTH believes reduction in payment of the magnitude reported by the
Secretary in the preamble to the proposed rule and those found by the Lewin Group
results in an unacceptable level of instability in the LTCH-PPS. Prospective payment
systems are supposed to provide certainty in payment levels so that hospitals can engage
in a predictable financial planning process. We emphasis that in February of this year the
Secretary proposed an LTCH update rule which was approved on May 6, 2005. The
proposed LTCH-PPS update rule contained FY 2006 Medicare spending assumptions
based on LTCH-DRG weights which were no different than the FY 2005 weights.
LTCHs should, within reasonable parameters, be able to rely upon payment projections
set forth in the LTCH specific update rule. NALTH believes these factors, together with
the issues, created by CMS instituting a new billing system in FY 2004 which resulted in
an atypical leve!l of suspensions of LTCH claims should lead the Secretary to moderate
the reduction in LTCH-PPS weights contained in the Notice of Proposed Rulemaking.
NALTH believes the significant reduction in proposed LTCH-PPS weights results from
distortions in claims data which are reflected in the FY 2004 MedPAR file. During FY
2004 the Centers for Medicare & Medicaid Services (CMS) converted the Medicare
hospital billing system from the Arkansas Part A Standard System (APASS) to the Fiscal
Intermediary Shared System (FISS). Because the FISS system is not designed to reflect
LTCH-PPS adjustments a significant segment of payments to LTCH providers were
suspended. Payments and related charges for erroneously suspended claims are not
included in the December version of the FY 2004 MedPAR file used to calculate the
proposed FY 2006 proposed weights. Payment of these claims for some hospitals did not
occur until April of 2004, Accordingly, while NALTH endorses and recommends the use
of more currently available MedPAR data, a recalibration of LTCH-DRG weights based
on the March 2004 MedPAR file will not adequately address NALTH’s concerns.

NALTH also is expressing several concerns related to the proposal to broadly
expand the IPPS transfer rule.

Proposed LTCH-PPS Weights
A. FY 2004 MedPAR file issues

NALTH wishes to thank CMS for making available the FY 2004 MedPAR file it
used to calculate proposed FY 2006 LTCH-PPS weights. NALTH tested the accuracy of
this data on a NALTH member which has a relatively high level of Medicare discharges
(1,165) recorded in the data. The MedPAR data was of sufficient specificity that the test
hospital® could identify each Medicare beneficiary recorded in the MedPAR file and
compare this data with hospital financial records on a patient specific basis. Patients
listed in the MedPAR file also were compared with patients discharged through
December 2004 as the LTCH proposed weights are based on the December 2004

"NALTH will, upon request, provide CMS with all Lewin Group simulations referred to in this comment
letter.
? Medicare Provider No. 22-2027




MedPAR file. This review demonstrated that the proposed 2006 LTCH-DRG weights
exclude charges that should have been included, resulting in proposed weight calculations
that are lower than they should be. The 2004 MedPAR data fails to properly account for
the interrupted stay cases and cases where Medicare benefits have been exhausted
(“crossover” cases) through December of 2004. At least two major types of errors are
present in CMS' 2004 MedPAR file: 1) errors in the recording and calculation of cases
involving interrupted stays and 2) errors in the recording of cases where Medicare
benefits were exhausted.

B. Errors Related to Interrupted Stays

By way of example, the NALTH member hospital which tested MedPAR's fiscal
year 2004 data from which the proposed 2006 LTCH-DRG weights were derived found
that 102 interrupted stays were treated as follows in the FY 2004 MedPAR file.

1. 44 interrupted stays are correctly counted.

2. For 36 interrupted stays, CMS did not record the second admission. As a
result, the length of stay and related charges are erroneously recorded in the MedPAR
data and are lower than actual days and charges per discharge. Ten of the 36 cases were
erroncously recorded as less than a seven day stay. Accordingly, these cases were
erroneously excluded from the calculation of FY 2006 LTCH-PPS weights.

3. Twenty (20) interrupted stays who were discharged prior to December
2004 were not included in the MedPAR data.

4. For 2 interrupted stays the MedPAR data completely ignored interrupted
stay status and, reflects 4 cases although the hospital was paid for 2 Medicare cases.

Thus, only 43 % of the LTCH's interrupted stays are accurately recorded and calculated
in the MedPAR file. More than half or 57 % are not.

C. Errors Related to Medicare Benefits Exhausted

This same hospital had 35 Medicare beneficiaries for which Medicare benefits
were exhausted which were discharged by December 2004, Only 17 of these cases were
recorded in the MedPAR file. Sixieen were not recorded, even though the Medicare
program paid for these cases as discharges in 2004. The 35 cases for which Medicare
benefits were exhausted in 2004 represent cases in the higher range insofar as charges are
concerned. Thus, only 49 percent of the LTCH's discharges related to the exhaustion of
Medicare benefits in 2004 are accurately recorded in the 2004 MedPAR file.

* CMS records the exhaustion of Part A benefit days as “discharge” for payment purposes. See 42 C.F.R.
§413.40(a)3).
3




D. Errors in Recording Charges

For 84 cases, MedPAR data lists the charges incorrectly. The actual charges
recorded by the hospital were approximately $4,626,000 while MedPAR lists the charges
as only $4,390,000. Thus, $236,000 in charges are not recorded in the 2004 MedPAR
file. The average amount by which the MedPAR understates the LTCH's charges in 2004
is $2,800 per case or 5.38%.

E. Effect of Conversion from the APASS to FISS Billing System

During FY 2004 CMS transitioned fiscal intermediaries from the APASS to FISS
billing system. This transition was occurred on a staggered time basis during FY 2004.
In the Fall of 2003 NALTH advised CMS of a high level of suspended claims which were
occurring due to the transition. Claims appeared to be suspended as a result of the FISS
system not reflecting payment adjustments which are specific to the LTCH-PPS and
long-term care hospitals in general. NALTH conducted a survey of its members
concerning these issues and relayed notice of these issues to CMS, including NALTH’s
concerns that FISS was creating errors in calculating payments. NALTH specifically
requested the CMS address a high number of suspended claims related to interrupted stay
cases. On January 16, 2004, CMS responded to this issue by acknowledging the
problem, but stating it was an error in the common working file which was to be
addressed in January 2004. The hospital which analyzed MedPAR data for NALTH did
not receive payment for suspended claims until April of 2004. Thus, although Medicare
patients were discharged in and prior to December 2004 and should have had their
charges reflected in the December version of the 2004 MedPAR file. These charges were
not included until April of 2005.

F. Review and Recalculation of Weights by the Lewin Group

NALTH identified a peer group of 29 LTCHs with similar characteristics to its
test hospital, in terms based on a review of bed size, length of participation in the
Medicare program, freestanding status and our understanding of the level of participation
in the Medicaid program. The Lewin Group simulated the potential impact of incorrectly
captured interrupted stay and “crossover” case data on the proposed LTCH-PPS weights
assuming the same magnitude of error exists for all 29 hospitals. The Lewin Group
therefore assumed the FY 2004 MedPAR file reflected a 35% (36 of 102) error rate for
interrupted stay cases and a 46% error rate (16/35) for “crossover” cases for the 29
hospitals. The Lewin Group simulated the impact the errors affecting this small group of
LTCHs would have on the proposed weights by recalculating the FY 2006 weights to
correct for these errors. The Lewin Group also performed these same simulations for all
LTCHs and used the following methods to conduct these simulations.

Interrupted Stays

1. Calculate the percent of cases by DRG with interrupted stay problems for the
identifying hospital.




2. Calculate the impact on total charges and length of stay for the incorrect
mnterrupted stays for the identifying hospital. That is, determine the extent to
which charges and length of stay are under-reported on the MedPAR file, because
only part of the stay is captured.

3. For 29 similar hospitals, adjust the lowest-cost cases in the same DRGs and for
the same proportion of cases as found in Step 1. The adjustment to be applied to
the charges and length of stay for these cases was found in Step 2.

4. Recalculate the weights.

5. Conduct same analysis as described in Steps 1 through 4, except use all hospitals
instead of the 29 similar hospitals.

“Crossover” Stays

1. Calculate the percent of “crossover” cases by DRG omitted from the 2004
MedPAR file for the test hospital.

2. For crossover cases in the 29 similar hospitals, replicate these cases in the
MedPAR file until the total number of crossover cases equals the number of cases
that would have existed in the file had there not been any exclusions.

3. Recalculate the weights.

4. Conduct same analysis as described in Steps 1 through 4, except use all hospitals
instead of the 29 similar hospitals.

Findings by the Lewin Group indicate the impact of the omission of “crossover”
stays imputed to the 29 LTCHs is significant on the weights.

The impact of the omission of “crossover” stays is significant on the weights.
Tables 1 and 2 show the estimated impact on the weights for select high-volume LTC-
DRGs when applying the “crossover” problem to all LTC hospitals. Using a 2 percent
change in weights as a cutoff, the Lewin Group found more LTC-DRGs with reductions
in weights than with increases. Although the net effect across all LTC-DRGs is zero, the
impact of the “crossover” problem has a large redistributive effect for specific LTC-
DRGs and hospitals that specialize in specific cases.

Table 3 shows the impact of omitted crossover stays when the test hospital cases
are applied to only 29 similar hospitals. There are big changes in weights for a select few
LTC-DRGs. Therefore, the Lewin Group found a redistributive effect of the crossover
problem, which could destabilize payments for hospitals that specialize in treating
specific patients.

Table 4 shows the impact of the interrupted stay issue on those LTC-DRGs where
the change in weight was greater than +1% or less than -0.5%. The results shown in
Table 4 are based on the simulation where we used the test hospital’s experience and
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applied it to 29 comparable hospitals. In this case, there is also a redistributional impact
on high-volume LTC-DRGs, including 452 and 316.

Table 5 shows the impact of the omission to properly account for interrupted stays
problem when the extent of the problem observed for the test hospital extended to all
hospitals. Only a few LTCH-DRG weights change in a material way several change
significantly including high-volume LTCH-DRGs. For example, The LTCH-DRG
weight for LTCH-DRG 452 (1495 cases) is estimated to increase by almost 41%. LTCH-
DRG 130 (1438 discharges) is estimated to increase by 11 percent.

The foregoing analysis demonstrates that errors which NALTH found in the
December version of the 2004 MedPAR file when inputted to a small peer group of
hospitals has a distributive effect which is significant on FY 2006 LTCH-DRG weights.
As we have indicated above, we are not confident that basing the final weights on a later
version, i.e. March version of the 2004 MedPAR file will adequately address this issue,
as some LTCH payments which were suspended due to FISS system conversion issues
were not made until after that date.

G. Sound Equitable Bases Exists for the Secretary to Apply Principles of
Budget Neutrality or a “Dampening Policy”

The preamble to the proposed rule states the impact of proposed weights is to
reduce payments to LTCHs by 4.7%. The Lewin Group has estimated a higher negative
impact of 6.7%. NALTH believes that the interest of stability of payment under
prospective payment systems as well as apparent errors in the MedPAR data should point
the Secretary to moderating the effect of the proposed FY 2006 weights. With respect to
acute hospitals subject to IPPS the Secretary found that the proposed DRG grouper
(Version 23) would resulted in an average IPPS DRG weight of 1.47%. In order to
“normalize” payment rates and to conform to Section 1886(d)(4)(C)(iii) of the Act which
requires that [PPS weights be established in a budget neutral manner, in the proposed rule
the Secretary has multiplied all DRG weights by 1.47 so that the average weight is the
same under grouper Versions 22 and 23. In this manner the Secretary is proposing to
ensure that overall payments are the same under either DRG grouper. See 70 Fed. Reg.
23338. (May 4, 2005). NALTH understands that Section 1886(d)(4)(C)(iii) applies to
hospitals subject to the IPPS and not to LTCHs. With respect to the LTCHs the Secretary
has construed the two statutes which established the LTCH-PPS to authorize, but not
require, the establishment of LTCH-DRG weights in a budget neutral manner.

We do not believe that section 123 of the Pub. L. 106-113 requires that the annual
update to the LTC-DRG classifications and relative weights maintain budget
neutrality. . . . Under section 123 of Public Law 106-113 and section 307 of
Publicl [sic] Law 106-554, the Secretary generally has broad authority in
developing the LTCH PPS, including whether and how to make adjustments to
L.TCH PPS payments. Specifically, section 307(b)(1) of Public Law 106-554
provides that "the Secretary shall examine and may provide for appropriate
adjustments to the long-term hospital payment system, including adjustments to
DRG weights, area wage adjustments, geographic classification, outliers, updates,

6




and a disproportionate share adjustment [***]." We will consider whether it is
appropriate for use [sic] to propose a future revision to the LTCH PPS regulations
at subpart O of 42 CFR to maintain budget neutrality in the annual update of some
aspects of the LTCH PPS under our broad discretionary authority under the
statute to provide "appropriate adjustments to the long-term hospital payment
system."

69 F.R. 48999-49000 (August 11, 2004).

The Secretary has, in fact, exercised his perceived authority to act in a budget
neutral manner by establishing an annual budget neutrality adjustment which is applied
during the LTCH-PPS phase-in period. In discussing the potential of a geographic
reclassification procedure for LTCHs LTCH-PPS in this rulemaking the Secretary has
stated it would be necessary to “evaluate the effect of a reclassification provision in terms
of budget neutrality.” (emphasis added) 70 F.R. 24200 (May 6, 2005). In the instant
situation significant equitable considerations exist for the Secretary to exercise his
discretion in a manner which is consistent with the IPPS budget neutrality procedure.
These considerations include:

¢ The LTCH final update rule as proposed in February of 2005 and adopted on May
6, 2005 contained projected increased FY 2006 Medicare spending amounts
which LTCHs rightly should be able to rely upon in their financial planning.

¢ The proposed reduction of 4.7% exceeds the FY 2006 LTCH update percentage.
It therefore may destabilize LTCH financial planning process based on good faith
reliance on the LTCH-PPS update rulemaking process.

o It is appropriate to avoid significant instability in payment during the phase-in of
the LTCH-PPS.

In addition, NALTH wishes to note that its reading of the two relevant statutes
which established the LTCH-PPS point to a Congressional intention that LTCH-PPS
components, including the establishment of weights are to be established in a budget
neutral manner, similar to the way weights are recalibrated for hospitals which are subject
to the IPPS. The first of these laws is Section 123(a)(1) of the Balanced Budget
Refinement Act of 1999 (BBRA), Public Law 106-113. This law provides that the
L TCH-PPS shall include a DRG based patient classification system that, inter alia, “shall
maintain budget neutrality.” The second law, Section 307(b)(1) of the Medicare,
Medicaid and SCHIP Benefits Improvement and Protection Act of 2000 (BIPA), Public
Law 106-554, by its terms modifies Section 123 of the BBRA to, among other things,
provide the Secretary with authority to make adjustments to DRG weights. NALTH
reads Section 307(b)(1) as constituting an amendment to Section 123(a)(1) of the BBRA.
Whether these statutes are read as a single law or part of the same statutory scheme we
are of the view that the requirement to maintain budget neutrality attaches to each of the
adjustments supplied by Section 307(b)(1) of BIPA and for this additional reason the
Secretary should make a budget neutrality adjustment 1o the proposed FY 2006 weights
to assure the same level of payments projected in the FY 2006 LTCH update regulation.
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Alternatively, CMS should consider adopting a dampening policy similar to the
policy applied by CMS to APCs under the outpatient prospective payment system in the
2003 final outpatient prospective payment rule. CMS adopted a dampening policy to
moderate reductions in payments that otherwise would have occurred under the proposed
2003 outpatient prospective payment system rule. See 67 Fed. Reg. 66750 (November 1,
2002). The dampening policy adopted in the final rule mitigated the reduction in
payment rates as follows:

¢ If median cost of an APC would have fallen by 15 percent or more between
2002 and 2003, CMS decreased the reduction in the median cost by one half
of the difference between the value derived from the claims data and 15
percent.

+ APCS which contained procedures involving devices that represented a high
portion of the overall costs (80 percent or more) were adjusted to determine
the weighted average cost of the device, the adjusted cost of the device was
then added to the unadjusted cost of the procedure, to calculate the total cost
of the procedure.

In addition, CMS used more recent data and carefully selected claims to use in relative
weight calculations Id. at 66750 and 66764. A similar dampening policy easily could be
and should be considered for application to LTCH-DRG weights.

H. Postacute Care Transfers

NALTH is concerned about CMS' proposal to expand the number of DRGS that
are subject to the transfer policy from 30 DRGs to include approximately 223 DRGs.
Although technically the postacute transfer rule does not directly affect LTCHs, it
indirectly affects LTCHs where an acule care hospital appropriately transfers a patient to
an LTCH setting early in the patient’s stay based on medical necessity and the clinical
judgment of the patient’s treating physician as to the best setting for the patient at that
time.

The proposed expansion of the transfer policy presents a number of issues. First,
the proposed transfer policy is unfair because an acute care hospital would not know or
have any reason to know that a patient received postacute care such as SNF care or home
health services within 3 days of discharge if the acute care hospital did not include such
postacute care in its discharge planning for the patient. For example, an acute care
hospital may in good faith discharge a patient to his/her home without any orders or
recommendations for postacute care. A decision could subsequently be made by .., 2
family member or the patient's physician, to obtain homecare services within 3 days of
discharge or to admit the patient to a SNF for rehabilitation services, without any notice
of the same provided to the acute care hospital. The proposed rule creates an irrebuttable
presumption that the acute hospital knew or should have known about such postacute
care, where the acute hospital would not have known or had any reason to know. The
proposed rule presents serious due process concerns in a situation where an acute care
hospital would bill the full DRG for the patient and then be subject to an overpayment
action. In light of these considerations, because the acute hospital would not know or
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have any reason to know that the patient received postacute care subject to the transfer
rule where an acute hospital's discharge planning records show that the patient was
discharged to a site where the transfer rule does not apply, CMS should provide an acute
hospital with a waiver of liability in such situations. The waiver of liability should be
provided irrespective of whether the number of DRGs subject to the transfer rule remains
at 30 or the transfer rule is expanded to include additional DRGs.

Second, the proposed expansion of the postacute care transfer policy to include
223 DRS amounts to a penalty imposed on acute care hospitals for appropriately
discharging a patient to a postacute setting such as a LTCH, SNF, or home under a
written plan of care for home health services to be provided within three days of
discharge. All hospitals, whether acute or LTCHs engage in a discharge planning process
in accordance with federal and state law. CMS should not penalize acute care hospitals
by imposing a statistical methodology for the purpose of expanding the transfer policy
without any examination of the clinical basis for such transfers.

Third, CMS' proposed policy distorts the average of cases that are to be paid less
than costs by including cases that legitimately should be discharged to postacute care
settings in the postacute care transfer policy.

Finally, CMS' proposed methodology for changing the statistical basis on which
DRGs are selected to be subject to the postacute care transfer rule appears to be unrelated
to CMS' policy goal in adopting the postacute transfer rule -- to identify cases where
patients are transferred from an acute care hospital to a postacute care setting early in the
patients' stay for the purpose of minimizing costs while obtaining full payment of the
DRG. While the proposal would reduce payments to acute care hospitals by $880 million
dollars there is no indication that the proposed reduction in fact relates to inappropriate
transfers.

For the above reasons, NALTH urges CMS to refrain from expanding the

postacute care transfer policy. NALTH supports the position of the American Hospital
Association on the issue of the proposed postacute care transfer policy.

NALTH thanks the Secretary for his consideration of these comments.

Sincerely,

ooty

Edward D. Kalman
General Counsel
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GME/TRP  LEFKowiTZ deuUBER
Centers for Medicare & Medicaid Services Ruiz 551.1—7/
Department of Heath and Human Services dE
Aftention: CMS-1500-P HEFTEL A/
P.O. Box 8011 HART STES
Baltimore, MD 21244-1850 TRANSFERR = Walz.

HART

Re: File Code CMS-1500-P WIZ/gs - MiLEL

Comments to Proposed Rule 70 FR 23306, Medicare Program; Proposed Changes to the Hospital
[npatient Prospective Payment Systems and Fiscal Year 2006 Rates

We appreciate the opportunity to provide comments on the proposed changes to the Inpatient
Prospective Payment System (IPPS) that were published in the May 4, 2005 Federal Register.

DRG Reclassifications

We agree with the proposal to split DRG 209, Major Joint and Limb Reattachment Procedures of
Lower Extremity, into two new DRGs based on replacement or revision. As noted in the
proposed rule, the Provider’s data supports the referenced MedPAR data that hip and knee
revisions require more resources than the initial replacement procedure. The proposed change
reflects the disparity in required resources.

We agree with CMS’s intention to reimburse for multiple stents associated with DRGs 516, 517,
526, and 527 (516 and 526 proposed to be replaced with four new DRGs). Currently the DRG
classification of cases involving coronary stents does not provide adequate reimbursement
relative to the resources provided. As noted in the proposed rule, this 1ssue was addressed in the
FY 2005 IPPS rule. Accordingto CMS’s proposed plan, the earliest reimbursement for multiple
stents will occur is FY 2008—when FY 2006 MedPAR file is used to recalibrate weights.
During this three year period, hospitals will be inadequately reimbursed for multiple stent
procedures. We respectfully request the results of the proposed data collection be reviewed, and
incorporated into the FY 2007 recalibration of weights.

Post Acute Care Transfers

We respectfully disagree with CMS’s proposal to expand the DRG post-acute care transfer rule
and recommend that these changes not be made at this time. While we recognize the statutory
requirement for CMS to implement the policy, we firmly believe CMS’s proposal is outside its
statutory autherity provided under Section 1886(d)(5)(N)(iv)(ID) of the Social Security Act.
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CMS has proposed two options for expanding the current policy. Option 1 is to subject all DRGs
to the policy to provide consistent treatment to all DRGs. Option 2 is to modify the existing
criteria, which would increase the aumber of DRGs subject to the policy from 30 to 231. CMS
determined that these 231 remaining DRGs had three common characteristics that make them
appropriate for inclusion in the policy:

e At least 2,000 total post-acute care transfer cases
e At least 20 percent of all cases in the DRG were discharged to post-acute care settings

¢ (At least) 10 percent of all discharges to post-acute care were prior to the geometric mean
length of stay for the DRG

As a result of these characteristics, CMS proposes the following changes to the existing criteria
for inclusion of the policy:

o Decreasing the minimum number of post-acute care transfer cases from 14,000 to 2,000
o Adding the requirement that at least 20 percent of the cases in the DRG are discharged to
post-acute care

To determine the 231 of the possible 550 DRGs in the proposed rule subject to the policy, CMS
excluded certain DRGs that have been deactivated, reported no volume, maintained a geometric
mean length of stay less than 3.0 days, or had fewer than 100 short-stay transfer cases. In our
opinion, option 2 essentially applies the policy to all DRGs as the excluded DRGs have either
minimal or no impact upon the policy. Therefore, our comments are applicable to both options 1
and 2.

We disagree with the above revisions to the existing criteria. We believe these revisions are
contrary to statutory language and not within the intent of Congress. Section 1886(d)(5)(J)(iv) of
the Social Security Act provides the authority to expand the post-acute transfer rule as follows:
“The Secretary may include in the proposed rule (and in the final rule published under paragraph
(6)) for fiscal year 2001 or a subsequent fiscal year, a description of....diagnosis-related groups
described in clause (iii)(I) in addition to the 10 selected under such clause.” Further observation
of 1886(d)S)N(ii)I) provides the referenced criteria necessary 1o expand the post-acute
transfer rule.

Under section 1886(d)(5)(N)(ii)(D) of the Act, the DRGs subject to the policy are to be based
upon two distinct criteria: “a high volume of discharges... and (emphasis added) a
disproportionate use of post discharge services”. We believe CMS’s proposed changes do not
satisfy both of these statutory requirements collectively.

It is necessary to first qualify the statutory term of “high volume.” Since this term is not
explicitly defined in the statutory language, the argument can be made that the Secretary has the
authority to make this determination. In the selection of the original 10 DRGs for FY 1999,
CMS established a threshold of 14,000 cases with discharges to post-acute care (63 FR 40975).
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Although CMS was limited to identifying 10 DRGs in the original establishment of the policy,
CMS identified 20 DRGs that had a “relatively jarge number of discharges to post-acute care.”

The 14,000 cases were determined to be the lower limit established by CMS. We therefore argue
that CMS has established a measurable standard for the definition of “high volume” with these
14,000 cases. By decreasing the case requirement from 14,000 to 2,000, CMS has arbitrarily and
without justification significantly altered the definition for high volume of discharges and is not
in agreement with Congressional intent of the policy.

Secondly, it is also necessary to qualify the statutory term of “disproportionate use.” This term is
also not defined in the statutory language, but the determination of the previous 30 DRGs could
be used as a comparable basis. Of the initial 10 DRGs, excluding DRG 264 since it was paired
with DRG 263, the lowest percentage of cases with post-acute care utilization was 45.3 percent
(63 FR 40975). When the DRGs were expanded to 30, also ignoring the paired DRGs, the
lowest percentage was 34.86 percent (68 FR 45409). We therefore recommend that this
percentage be not less than 34.0 percent to be used as the threshold for determining a
disproportionate use of post discharge services. In response to previous comments, CMS has
stated that in many areas of Medicare program policy, a threshold of one standard deviation or
less is employed in order to qualify for inclusion to or exclusion from certain provisions. CMS
further stated that higher thresholds were deliberately chosen in order to ensure that only those
DRGs with the highest rate of short-stay post-acute care transfers would be included in the
policy. We believe that the proposed criterion to lower the threshold to 20 percent is a departure
from previous CMS policies and not in accordance with the objective of the post-acute care
transfer policy. Therefore, we believe that the common characteristic identified in this proposed
rule does not represent a “disproportionate use” of post-acute care services prior to the geometric
mean length of stay. By decreasing the threshold, CMS has arbitrarily and without justification
significantly altered the definition for disproportionate use of post discharge services and is not
in agreement with Congressional intent.

We also disagree with CMS’s proposal to remove the criteria for DRGs not already included
when there is at least a 7 percent decline in its geometric mean length of stay during the most
recent 5-year period. In the proposed rule, CMS states that not all DRGs that experience an
increase in post-acute care utilization also experience a decrease in the geometric mean length of
stay, and some have even experienced an increase in the geometric mean length of stay. We
believe the removal of this requirement is not within the intention and objective of the policy.
Based upon the language in the FY 1999 Final Rule, the objective of the policy is to adjust
inpatient PPS payments to account for reduced hospital lengths of stay due to a discharge to
another setting. Therefore, if data demonstrates that post-acute care utilization for a specific
DRG does not contribute to a significant decrease in the geometric mean length of stay, the DRG
should not be subject to the policy.

Under section 1886(d)(S)(I)(iv)(ID) of the Act, the Secretary is given authority to expand beyond
10 DRGs. We believe this section only authorizes the Secretary to add DRGs to the policy that
meet the qualifications of high volume of discharges and disproportionate use of post discharge

services as originally defined by the Secretary. This allows flexibility to include additional
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DRGs based upon changes in hospital discharge patterns and use of post-acute carc. We
disagree with CMS that the intent of this section was to allow the Secretary to arbitrarily re-
define the criteria. We request CMS to satisfactorily justify its proposed decision to re-define
“high volume” of discharges from 14,000 to 2,000 (86 percent decrease) and “disproportionate
use” of post discharge services from 34.86 percent to 20 percent (43 percent decrease).

As stated in MedPAC’s 2003 report to Congress concerning the post-acute transfer payment
policy, one of the factors that probably entered into Congress’ decision to expand the inpatient
transfer payment policy to post-acute care settings was the substantial decrease in the average
length of stay (22 percent) for Medicare beneficiaries between 1990 and 1995." The report
further stated that the decrease in average length of stay was also accompanied by a dramatic
growth in use and spending of post-acute care by Medicare beneficiaries. In addition, hospitals’
Medicare inpatient margins had risen to record levels. An analysis by MedPAC and ProPAC
demonstrated that “declines in inpatient lengths of stay were greatest for DRGs in which post-
acute care use was most prevalent.”

It is our belief, based upon the language in the statutes and reports from ProPAC, that Congress
created the post-acute care transfer policy for those DRGs where there was a significant
utilization of post-acute care settings upon discharge from a hospital. The mere presence of post-
acute care discharges within a DRG does not constitute a significant utilization. While we
understand that the Secretary believes CMS is given broad authority to expand the DRGs subject
to the policy, we believe this does not provide a basis to arbitrarily include all DRG’s without
meeting the statutory criteria.

CMS estimates the impact of the proposed changes to be a 1.1 percent decrease in payments to
hospitals overall or $880 million (70 FR 23661). In comparison, the estimated impact for FY
1999 related to the initial 10 DRGs was $480 million (63 FR 40977}, and the FY 2004 expansion
to 30 DRGs was $205 million (68 FR 45660). Cumulatively, this represents an overall impact in
excess of $1.57 billion to hospitals in FY 2006 as a result of the post-acute care transfer policy.
We understand expansion to the policy for those DRGs that meet statutory criteria. However, we
believe the current proposal is beyond CMS’s statutory authority, and the impact of the changes
proposed by CMS will have substantial ramifications to fiscal policy for hospitals.

We also recommend CMS modify its current policy regarding the inclusion of both DRGs in a
CC/mon-CC pair. CMS’s rationale for including the paired DRGs is to “preclude an incentive for
hospitals to code cases in ways designed to avoid triggering the application of the policy, for
example, by excluding codes that would identify a complicating or comorbid condition in order
to assign a case to a non-CC DRG that is not subject to the policy.” (70 FR 23416) By including
all paired DRGs when one of the paired DRGs meets the criteria for inclusion in the policy, CMS
is making the assumption that transfer payments for the CC DRG are always lower than the full
payment for the non-CC DRG. Many of the CC DRGs that are subject to the special payment
methodology have a greater transfer payment for a length of stay of one than the full payment for

! The Medicare Payment Advisory Commission, Report to the Congress: Medicare Payment Policy, March 2003,
Page 44
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the non-CC DRG. Under the special payment methodology, the DRG payment is based upon 50
percent of the full DRG plus the single per diem for the first day and 50 percent of the per diem
for the remaining days up to the full DRG amount.

For example, paired DRGs 442 and 443 would be subject to the special payment methodology
under the proposed rule. For DRG 442, the GMLOS is 6.0 with a relative weight of 2.5647. 1If,
for example, a case has a length of stay of only one day (the lowest possible transfer payment),
the transfer weight for DRG 442 (CC) would be 1.7098. However, this transfer weight is greater
than the full relative weight for DRG 443 (non-CC) of .9911. As such, there is no incentive for
hospitals to downcode this case to avoid triggering of the policy, as the hospital would have
received a greater payment by using DRG 442. Therefore, if the CC DRG meets the criteria for
inclusion in the policy, we recommend that CMS only include the non-CC of paired DRGs when
the transfer weight of the CC DRG would be greater than the full DRG payment of the non-CC
DRG. This recommendation would make the policy agree with CMS’s rationale for the
inclusion of paired DRGs and also exclude those DRGs that do not meet criteria.

Therefore, we provide the following recommendations to CMS with regards to the post-acute
care transfer policy:

e Do not proceed with implementation of option 1 to apply the policy to all DRGs

e Do not modify the existing criteria under option 2 to determine DRGs subject to the
policy

e Clearly define “disproportionate use” criteria to be at least 34.0 percent of the cases
within the DRG are discharges to post-acute care. This definition is consistent with
previous CMS policy.

e Modify the current policy of including paired DRGs if to only include the non-CC of
paired DRGs when the transfer weight of the CC DRG would be greater than the full
DRG payment of the non-CC DRG.

Wage Data

We disagree with the described formula used to calculate the wage index, described on page 23373.
The formula used to allocate overhead costs to excluded areas (described in step four) has been
changed from prior years to include line 8 and 8.01 in the denominator. The formula, while budget
neutral from CMS’s standpoint, has material impacts on the individual facility.

This formula change is not explained in the rule, and was not formally proposed. Without providing
a better explanation of the formula change, we recommend the wage index calculation not reflect the

revised formula stated in the proposed rule.

Hospital Quality Data

Although we agree that submission of electronically produced data for hospital quality reporting,
as proposed in section V.B.1,1s 2 Jaudable goal and has the potential to reduce the medical
records review labor requirements; as submission requirements and data standards are created,
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the perspective of the primary use of the data needs to be maintained. Will the primary focus of
the electronic medical record be to collect data for reporting? Will it be to generate data for
internal quality improvement? Or will the primary focus be to document care to best meet the
needs of the patient. Unless one envisions only collecting measures that are applicable to a broad
class of patients, condition-specific measures could clearly complicate data systems. With the
current reliance on diagnosis codes for principal diagnoses derived from discharge abstracts to
identify patients for measurement, many patients who are discharged with congestive heart
failure may not present with this condition as the only problem at admission and may not be
prospectively identified to capture all the detail to be reported in some collection format.
Similarly, there is an implicit assumption that all acute myocardial infarction patients will
present at admission with “classic”, unambiguous symptoms. On the other hand, the
requirements for community acquired pneumonia include the qualification that pneumonia was a
working diagnosis at admission. Accommodation for exceptions needs to be included in the
design of measurement requirements.

It is our understanding that many J CAHO-approved vendors had a difficult time meeting the
timeframes for redesigning their data collection systems to meet the specification changes for
calendar year 2005 discharges with only five months notice of the CMS-JCAHO requirements.
Furthermore, system specifications were different for discharges in early 2004, late 2004, early
2005 and late 2005. In moving to direct electronically produced data at the hospital level, the
number of entities developing these systems will expand substantially. CMS would need to make
changes and expansions to the requirements at a much less frequent schedule (every 2-3 years?)

and give longer advanced warning (release specifications one year in advance).

The specifications of the reliability criteria for the chart audit validation process are unclear. In
section V.B.2 it states, “We will estimate the percent reliability based upon a review of five
charts and then calculate the upper 95% confidence limit for the estimate.” A 95% confidence
limit for a sample size of five units will always be large. Is the intention to actually consider each
data element of each chart to be an individual assessment of reliability? Does this mean that
acute myocardial infarction will be given more weight in the process than pneumonia or
congestive heart failure because there are more elements collected? Is there any differential
weighting used for elements that are more subject to interpretation and innately have higher
interrater variability? For example, more patients have potential contraindications for ACE-
inhibitors than for aspirin. Therefore, one would expect that more disagreements will occur upon
audit of the reasons for not providing ACE-inhibitors. Similarly, congestive heart failure
discharge documentation, although not currently publicly reported, will have lower rates of
interrater reliability due to the nature of the documentation requirements. Clarification is
necessary. An example of the process would be helpful.

Graduate Medical Education

We request clarification on the simultaneous match concerning the initial residency period.
CMS proposes to revise 41 3.79(a)(10} to state “‘when a hospital can document that resident
matched in an advanced residency training program beginning in the second residency year prior
to commencement of any residency training, the resident’s IRP will be determined based on the
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period of board eligibility for the specialty associated with the advanced program, without regard
to the fact that the resident had not matched for a clinical base year training program.” What
supporting information will be needed to provide the documentation? We are concerned that
there may be confusion during audits if there is not an identified documentation standard.

For simultaneous matching through the National Resident Matching Program (NRMP),
documentation can be acquired with some ease. However, for the San Francisco match, what
documentation can be used? We feel this matching process should have available some type of
documentation or reports that are consistent with the NRMP documentation.

The following topics related to GME were not addressed in the proposed rule, but we believe
further comment or instruction is appropriate:

CMS did not address the topic of unused resident cap or the redistribution of residents FTE in the
proposed rule. Guidance or information should be addressed for the providers who have applied
for the unused resident cap redistribution. CMS stated that this would be effective July 1, 2005,
however, no direction has been communicated to providers for these changes. Providers need to
know what type of documentation of the redistribution slots will be needed, and how will these
additional slots be applied. We feel these changes will complicate the already complex
calculation and reimbursement formulas for Indirect Graduate Medical Education and Direct
Graduate Medical Education and would like some type of communication for our cost reporting
filings and our Affiliation Agreements that are submitted yearly.

Council on Graduate Medical Education (COGME) recommends gradually increasing the cap
over the next decade, as increasing numbers of both osteopathic and allopathic graduates enter
residency training from our US medical schools. All recent studies point to an increasing
physician shortage over the next 15-20 years. Medicare should be involved in the process, since
the increased need for physicians will be driven in large part by the growing number of elderly.
Multiple bodies have changed their recommendations recently based on these data, including the
Association of American Medical Colleges (AAMC) and COGME, reversing earlier
recommendations to the contrary.

The AAMC and COGME are recommending a 15% increase in the number of US graduates over
the next decade, with no further restrictions on International Medical Graduates entering
residency training. They recommend a parallel increase in the cap, which would be a 15%
increase over 10 years. Because many metropolitan-based GME programs will likely not benefit
from the one time cap increase to be announced shortly, there still will be a demand for further
cap expansion. We recommend an analysis to determine the validity of these recommendations,
and appropriate action in a future rule.

We also recommend a review of the current formulas to determine IME and GME payments.
We suggest a more simplified approach be created for IME and DME reimbursement and cost
report settlement. The current formulas require documentation efforts that are burdensome to
maintain, and are one of the primary reasons for dispute between the Fiscal Intermediaries and
Providers.
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Although not addressed in the proposed rule, we would like to comment on the removal of pass
through payments for second year pharmacy students that occurred two years ago. With all due
respect to the CMS program, we believe that CMS’s assumption of pharmacy programs is
incorrect and does not reflect the merits of the accredited pharmacy program. In a pharmacy
residency program the pharmacist learns advanced skills to enhance medication safety and to
maximize the benefits of medication therapy. The majority of hospitals look only to hire
pharmacists that have the completed a pharmacy residency program. The person who has that
certification is a better-trained practitioner, is more equipped to handle the expectations of 2
hospital pharmacy, and can more quickly adapt to the changing environment of the health care

field.

Removing this pass-through reimbursement and replacing it with reimbursement wrapped up in
the administrative operating costs of the DRG payment conflicts with the January 12, 2001 final
rule. In those rules CMS maintained that Medicare would generally provide reasonable cost
reimbursement for “programs of long duration and designed to develop trained practitioners in a
nursing or allied health discipline.” Discontinuing reasonable cost reimbursement for accredited
pharmacy programs will probably cause a number of programs throughout the nation to
discontinue their pharmacy residencies, as it would be too costly to maintain. If that should
happen, we would expect patient care outcomes to drop as has been documented that pharmacists
who complete accredited residencies save money and improve patient outcomcs. It should also
be noted that a number of certification agencies look to the education levels of the clinical staff
to ascertain the ability to provide quality and safe patient care. The accredited pharmacy program
is part of that education.

Thank you for the opportunity to comment on this proposed rule and for consideration of our
comments. If you have any questions, please contact Chris Tholen at 507-284-0940 or
me at 507-284-4627.

Sl s %

Ronald Grousky
Medicare Coordinator

bec:  Michael Troska, Mayo Foundation
Chris Tholen, Mayo Foundation
Bruce Kelly, Mayo Foundation
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Mark B. McClellan, M.D., Ph.D. MARTETEN

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1500-P

P.O. Box 8011

Baltimore, Maryland 21244-1850

Dear Dr. McClellan:

This letter responds to the May 4, 2005 Federal Register call for comments
regarding the validation specifications for Requirements for Hospital Reporting of
Quality Data: Issue Identifier: Hospital Quality Data. The Healthcare Association
of New York State (HANYS) and the hospitals in New York State strongly support
the Hospital Quality Alliance (HQA) and the Centers for Medicare and Medicaid
Services (CMS) Hospital Quality Tnitiative. HANYS and our members concur that
valid data is paramount in this initiative. However, in our opinion, the current
validation process fails to meet a reasonable threshold for accuracy, reliability, and
consistency. Until improvements are made, HANYS finds that it must oppose, at
this time, the proposal to link the validation requirements to receive the full
Medicare marketbasket Annual Payment Update (APU).

HANYS, in conjunction with our hospital members, has identified several significant
areas of concern. These concems pertain to the data validation process, appeals
process, and vendor issues. In our opinion, there is some ambiguity and a legitimate
need for information regarding the Clinical Data Abstraction Center (CDAC)
abstraction process. Moreover, the appeals process does not sufficiently address
many of the issues that have arisen during the initial phases of data submission.
Finally, there are noteworthy vendor issues that call for a systemic solution. Our
specific comments regarding each of these areas follows.

Transparency and Information Needs

To provide valid data, clear, comprehensive, and adequate definitions and
documentation are needed. The process and element documentation must be clear
and easily available for reference.

waik nEapquakters: One Empire Drive / Rensselaer, New York 12144 / (5181 431-7600 / fax (518) 431-7915 / www.hanys.org
WASHINGTON, 0.C. OFFICE: 499 South Capitol Street SW, Suite 405 / Washington, D.C. 20003 / (202) 488-1272 / fax (202) 488-1274
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Unclear Element Definitions: Unfortunately, there are many examples where clear,
comprehensive, and adequate definitions and documentation are lacking. The most notable
example occurs in the CDAC abstraction reports. CDAC references “QIOSC” in its educational
comments, whereas vendors and hospitals refer to the Hospital Data Collection: Specification
Manual for National Hospital Quality Measures Version 2.1 Dala Dictionary or Pneumonia
Abstraction definitions. The QIOSC reference refers to QNet Quest, an online questions and
answers database, part of Process Improvement Quality Improvement Organization Support
Center. Most hospitals are unaware of the QIOSC reference. In fact, neither the hospitals nor
vendors that HANYS contacted were aware of QIOSC. Further, it is unclear who at QIOSC
answers posted questions and whether there is final resolution of issues. The QIOSC questions
and answers are not ordered by date, are hard to search, and some contain old (invalid)
information. Likewise, the CDAC Helpdesk does not refer content experts to assist hospitals
with the validation process. CDAC and hospitals should have access to the same information
and element documentation. Further, we find some information in the available data dictionaries
regarding elements to be confusing and difficult to interpret. There should be no ambiguity
regarding the sources of element definitions to ensure valid submission of data.

Double Jeopardy: In many validated charts, when the parent element is incorrect or not
answered, the subsequent child elements are considered wrong as well, which constitutes double
jeopardy. For example, if a chart has a working diagnosis of pneumonia, a series of follow-up
child elements are validated. If a hospital abstractor does not identify a working diagnosis and
CDAC does, the chart appears to be penalized for ail 16 or 17 elements. In fact, most vendors
following the Joint Commission on Accreditation of Healthcare Organizations/CMS3 algorithm
will not allow hospitals to complete these child elements. Hospitals should not be penalized for
the missing child elements, when the hospital abstractor considered the parent element to be
missing or not available. Further, the parent clements are not clearly described as such in many
vendor products.

Ineligible Charts: In some cases, CMS/CDAC have requested charts that are not eligible (e.g.,
age, recoded, or discharged to hospice). The impact of these charts on the validation process is
unclear and seems to be handled on an individual basis. Given that many hospitals are providing
less than one percent of their eligible charts for validation, the impact of one such chart could be
catastrophic, if it is counted against the hospital. HANYS suggests that charts be carefully
reviewed for eligibility and accepted into the warehouse only if a relevant measure can be
calculated.

Validation Reports: Validation reports should be clear and contain all the relevant information
that pertains to the elements included in the percentage agreement reported for both the HQA
and the APU. Currently, the summary results do not provide the numerator and denominator of
the APU elements; nor are the clements included clearly documented.
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Appeals Process

Given the lack of clarity previously noted in the available documentation, it is important that
hospitals be provided adequate opportunities to appeal all mismatches. It is important for
hospitals to understand the logic behind each element, if hospitals are to use the information to
improve and provide the best care possible. It is also valuable for CMS to understand where
better guidance can be provided.

We urge CMS to provide a succinct summary report on how it assesses “inter-rater” reliability.
For example, it is important to evaluate whether CDAC abstractors ar¢ consistent across
hospitals, using real hospital charts (especially complicated and/or failing charts). Tt is not clear
that such evaluations of inter-rater reliability are currently conducted. It is difficult to justify
deference to the CDAC review process as the “gold” standard without this documentation.
HANYS believes that CDAC inter-rater reliability studies should be ongoing, published
regularly, described thoroughly, and communicated in a timely manner.

Vendor Issues Beyond Hospital Control

HANYS understands that the data reporting vendors have contractual agreements with hospitals
to perform services, not with CMS. Hospital/vendor contracts generally include a range of
products and services, of which the CMS/HQA initiative is one. Vendors have continuously
communicated to hospitals and HANYS that instruction from CMS on this multi-faceted project
has been confusing, untimely, and contains unrealistic expectations. Further complicating
matters is the fact that the CDAC abstractors accessed by hospitals through Quest and the QNet
Helpdesk can be different than those advising vendors on the same issues. It is important for
CMS to standardize data submission algorithms and provide guidance (if not recourse) for
hospitals adversely affected by vendor issues beyond their control. The following two situations
are examples of vendor issues that are outside the immediate control of hospitals.

Unstandardized “Skip Logic™ Algorithms: Vendors do not have a consistent approach to the use
of skip logic. One vendor provides skip logic that turns off child elements based on the parent
clement response. Another does not have any skip logic. Others have a combination of both. In
the instance of a working diagnosis of pneumeonia, it is evident that a chart’s validation results
will depend on the vendor and its use of skip logic. When tied to validation, these discrepancies
can mean the difference between a hospital passing validation or failing. The process must be
consistent at the vendor level.

Timeliness: Recently, due to an unexpected staffing constraint, one vendor was unable to submit
data in a timely manner for many hospitals to have complete data at the CMS warehouse by the
deadline. Hospitals were not aware of the problem until the data submission deadline had past.
Although this situation was resolved, this experience clearly shows how vulnerable hospitals are
to vendor problems.
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Additional Concerns

During the first week of June 2005, CMS posted the validation results for the third quarter of
2004. The hospital-specific reporting was incorrect and included information from other states,
including patient health information. The posting caused significant confusion and concern
among hospitals. Subsequently, CMS modified this methodology, corrected the error, and
reposted validation results. At that point, we were advised that all New York State hospitals
passed validation. One week later, one hospital that was initially told it had passed validation
was verbally informed that it had actually failed. The hospital has been unable to reconstruct
how the validation elements passed one review, but failed another. There was no educational
explanation attached to the updated report.

These examples are provided as examples to underscore the current inadequacies and frailties of
the CMS validation process. These areas must be addressed before hospital reimbursement can
be fairly linked to the validation process.

HANYS recognizes the significant efforts that CMS has invested in developing the validation
process and appreciates the improvements that have been made to date, such as the 95%
confidence interval calculation. However, our experience with the validation process leads us to
conclude that hospital reimbursement will be unfairly and randomly jeopardized based on
inconsistencies in the current process. HANYS opposes using the validation process as it is
currently designed to determine marketbasket APU updates.

HANYS appreciates the opportunity to comment on the proposed rules regarding hospital quality
data. Please contact me at (518) 431-7757 or at mtherria@hanys.org with any questions or

comments.

Sincerely,

T Tl

Mary Thérriault, B.S.N., R.N.
Director, Quality Indicator Project
Quality and Research Initiatives
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June 13, 2005 Overnight Mail Tracking No: 70032260000117987706

Centers for Medicare and Medicaid Services i gsyﬂ's’ -

Department of Health and Human Services y

Attention: CMS-1500-P HEFTES
P.O. Box 8011 SARTSTE N

Baltimore, MD 21244-1850

RE: Comment on the FY 2006 proposed Inpatient Prospective Payment System
regulation regarding “Geographic Reclassifications — Urban Group Hospital
Reclassifications”. ~

Dear Sir or Madam: : faz

i

TS T
The purpose of this letter is to comment on the FY 2006 proposed Inpatient Prospeetive- L
Payment System (IPPS) regulation regarding geographic wage index reclassificationgjandn ==

urban group hospital reclassifications. = e

RS
Glades General Hospital is a JCAHO accredited, 73-bed acute care facility locate% in
Palm Beach County Florida. 24 percent of our patient population consists of Medicare
beneficiaries and adequate Medicare reimbursement is critical to our continuing ability to
meet their needs.

Last year when the proposed wage index classification rule was published, we thought we
had, for the first time, qualified for the opportunity to reclassify for wage index purposes,
because the proposed rule had been broadened to allow more areas to qualify. We joined
with all other Palm Beach County hospitals to evaluate this possibility and then applied
for re-designation. The final rule, however, changed the proposed criteria and ultimately
left us disqualified when the CBSA category was completely dropped.

We request that CMS revise the urban group reclassification eligibility criteria
contained in the proposed FY 2006 IPPS regulation as follows (requested revisions are in
bold print):

1. “Hospital’s must be in counties that are in the same Core-Based Statistical
. Area (CBSAs) that comprise metropolitan divisions or located in counties
that are in the same Combined Statistical Area (CSA) as the urban area to which

GLADES GENERAL HOSPITAL 1201 SOUTH MAIN STREET ¢ BELLE GLADE, FL 33430 ¢ 561-996-6571
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they seek redesignation to qualify as meeting the proximity requirement for
reclassification to the urban area to which they seek redesignation”

2. “Areas will qualify as a CSA if the OMB designated the area as a CSA orif
the area had qualified to elect to be designated a CSA, whether or not the
area made that election”.

3 The FY 2006 proximity criteria will be effective for urbam group
reclassifications beginning on October 1,2005 if the urban area:

o Filed an application for urban group reclassification by September 1,
2004 for reclassification beginning on October 1, 2005;

e Met all of the non-proximity urban group reclassification criteria
published in the FY 2005 final regulation;

e Had the application denied only because the urban area did not meet
the FY 2005 proximity criteria;

e Meets the FY 2006 proximity criteria (described above items 1 and 2);
and

e Would have had the application approved had the FY 2006 proximity
criterion been published in the FY 2005 final regulation.

We request that CMS include the revisions, as written above, in the FY 2006 final IPPS

regulation.
2. BACKGROUND
A.  The Prior Year Federal Fiscal Year End September 30, 2005 (F Y 2005) Proposed

Inpatient Prospective Payment System (IPPS) Regulation

The FY 2005 proposed inpatient prospec ive payment system (IPPS) regulation
issued on May 18, 2004 supported allowing urban hospital groups located within a
Core-Based Statistical Area (CBSA) to seek reclassification to another area within
the same CBSA (that is, to another Metropolitan Division) (see Federal Register,
May 18, 2004, page 28354). The eleven CBSAs, established by the Office of
Management and Budget (OMB) in June 2003, eligible for this reclassification were
Boston, Chicago, Dallas, Detroit, Los Angeles, San Francisco, Philadelphia, New
York, Seattle, Washington D.C., and Miami. The Miami CBSA consists of the
West Palm Beach, Fort Lauderdale, and Miami, Florida Metropolitan Divisions.

GLADES GENERAL HOSPITA
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Therefore, the hospitals within this CBSA could reclassify from one Metropolitan
Division to another if they met the remaining application criteria. These new
CBSAs, created in 2003 by OMB, had replaced Consolidated Metropolitan
Statistical Areas (CMSAs) previously established by OMB in 1990. '

The Prior Year FY 2005 Final IPPS Regulation

In response to public comments regarding the proposed regulation and that the
adoption of CBSAs as the criterion for reclassification would disadvantage certain
hospital groups, CMS expanded the number of areas eligible for reclassification in
the final FY 2005 IPPS regulation (see Federal Register, August 11, 2004, page
49105). The reclassification eligible areas were expanded to include:

¢ counties located in the same Combined Statistical Area (CSA), a new category
created by the OMB; and

¢ hospitals in counties located in the same CMSA, (a reinstatement of the
previous OMB designation).

As a result, the final FY 2005 IPPS regulation expanded the number of reclassification
eligible areas from the proposed eleven CBSAs to approximately one-hundred and
twenty CSAs and CMSAs.

C.

The Impact the FY 2005 Final IPPS Regulation had on the West Palm Beach
Metropolitan division

Although the hospitals in the West Palm Beach Metropolitan division (West Palm
Beach-Boca Raton-Boynton Beach, Florida area) were eligible for reclassification
to another metropolitan division within the Miami CBSA under the FY 2005
proposed regulation, those same hospitals became ineligible for reclassification
under the final FY 2005 regulation.

The hospitals located in the West Palm Beach Metropolitan division were ineligible
for reclassification because:

e the West Palm Beach Metropolitan division is not currently automatically
considered a CSA by the OMB;

e the West Palm Beach Metropolitan division was not previously considered a
CMSA; and

GLADES GENERAL HOSPITA
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e the final regulation removed allowing urban hospital groups located within a
CBSA to seek reclassification to another area within the same CBSA (that is, to
another Metropolitan Division).

The hospitals in the West Palm Beach Metropolitan division, based on the FY 2005
proposed regulation, submitted an application to CMS for a reclassification beginning
October 1, 2005. CMS denied the application citing that the hospitals in the West Palm
Beach Metropolitan division did not meet the criteria contained in the final regulation.
The hospitals have appealed the CMS denial to the Medicare Geographic Classification
Review Board (MGCRB).

We understand that the change in criterion between the FY 2005 proposed and final
regulation (from the eleven CBSAs that comprise metropolitan divisions to CSAs and
CMSAs) was to be more inclusive regarding what areas qualified. However, the West
Palm Beach metropolitan division did not qualify under the final FY 2005 regulation but
did under the proposed regulation {not more inclusive for the West Palm Beach
metropolitan division). We do not believe CMS intended to exclude the West Palm Beach
metropolitan division from eligibility in the final FY 2005 regulation; it was likely an
oversight. In fact, it is our understanding that the other ten CBSAs that comprise
metropolitan divisions qualified as CSAs or CMSAs and were not harmed by the change
from the proposed FY 2005 to the final FY 2005 regulation. Only the West Palm Beach
metropolitan division was harmed.

We believe it was the intent of CMS to also include the new CBSAs that comprise
metropolitan divisions in the final FY 2005 regulation eligible criterion (along with CSAs
and CMSAs). The OMB, in 2003, created the new CBSAs that comprise metropolitan
divisions to replace the outdated CMSAs previously established by the OMB in 1990. We
feel CMS intended to include both of the new OMB area definitions in the final FY 2005
regulation (CSAs and CBSAs that comprise metropolitan divisions) not the one outdated
CMSA area definition. At the very least, CMS should have included all three area
definitions (CSAs, the outdated CMSAs, and the new CBSAs that comprise metropolitan
divisions) in the final FY 2005 regulation eligible criterion.

Also, the application for urban group reclassification was due to be filed by September 1,
2004. The final FY 2005 regulations were not published until August 11, 2004. The
hospitals in the West Palm Beach Metropolitan Division could not have waited until the -
final regulations were published on August 11, 2004 to organize the entire county
knowing that the application was due to be sent only 20 days later, on August 31, 2004.
It is a very complex process to organize what are normally competitive organizations to
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join a common initiative. It takes much longer than 20 days. Therefore, based on the FY
2005 proposed regulations and the fact that the hospitals in the metropolitan division
were eligible for an urban group reclassification, tremendous efforts and costs were
invested by the hospitals in the West Palm Beach Metropolitan Division to achieve a
county-wide reclassification.

3. THE FEDERAL FISCAL YEAR END SEPTEMBER 30, 2006 PROPOSED
IPPS REGULATION

A.  Urban Group Hospital Reclassifications

The FY 2006 proposed IPPS regulation proposes to delete the reference to the
CMSA urban group reclassification criterion. The regulation states in part that
“peginning with FY 2006, it is proposed to require that hospitals must be located in
the counties that are in the same Combined Statistical Area (CSA) as the urban area
to which they seek redesignation to qualify as meeting the proximity requirement
for reclassification to the urban area to which they seek redesignation”.

4. REQUESTED REVISIONS TO THE FY 2006 PROPOSED IPPS
REGULATION AND ISSUES TO BE CONSIDERED IN THE FY 2006
FINAL IPPS REGULATION

A.  Allow hospitals that are located in counties that are in the same Combined
Statistical Area (CSA) OR IN THE SAME CORE- BASED STATISTICAL
AREA (CBSA) THAT COMPRISE ME TROPOLITAN DIVISIONS as the urban
area to which they seek redesignation to qualify as meeling the proximity
requirement for reclassification 1o the urban area to which they seek
redesignation. -

The FY 2006 proposed regulations regarding urban group reclassifications and the
removal of CMSAs as urban group reclassification criterion state in part that “based
on our experiences now that the new market areas are in effect and since we revised
the urban county group regulations, we no longer think it is necessary to retain the
use of a 1990-based standard as a criterion for determining whether an urban county
group is eligible for reclassification. We believe it is reasonable to use the area
definitions that are based on the most recent statistics; in other words, the CSA
standards”. The proposed regulation goes on to state that “we believe that this
proposed change would improve overall consistency of our policies by using a
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single labor market area definition for all aspects of the wage index and
reclassification”.

We disagree that the CSA standards alone are the most recent statistics and
standards. It is clear throughout the proposed FY 2006 and FY 2005 regulations and
the final FY 2005 regulations that the eleven CBSAs that comprise metropolitan
divisions are also the most recent standards and statistics, as recent as CSAs. In fact,
the eleven CBSAs that comprise metropolitan divisions were intended by the OMB
to replace the outdated CMSAs. The same CMSAs that CMS proposes to remove
from the criterion as outdated; yet, CMS does not propose to replace the CMSAs in
the criterion with the most recent standard and statistic recognized by the OMB for
like areas, the eleven CBSAs that comprise metropolitan divisions.

We believe that CMS should include both CSAs and the eleven CBSAs that
comprise metropolitan divisions in the qualifying criterion in order to consider all
of the most recent and appropriate area designations, statistics and standards as
CMS intends in the proposed regulation.

We also disagree that this proposed change to include only CSAs in the criterion
provides and improves the overall consistency of the CMS policy by using a single
labor market area definition for all aspects of the wage index and reclassification.
We believe that the CSA designation and standard is only utilized for purposes of
this urban reclassification proximity criterion and not for any aspects of the wage
index or other type of reclassification or redesignation. Therefore, including the
cleven CBSAs that comprise metropolitan divisions in the qualifying criterion will
not have a negative impact on the overall consistency of the CMS policy.

If CMS intends to use the area definitions that are based on the most recent statistics
and to improve the overall consistency of their policies to determine the proximity
criterion, as the proposed regulation states, then both CSAs and CBSAs that
comprise metropolitan divisions must be considered in the proximity criterion.

Allow areas to qualify as CSAs if the OMB designates the area as a CSA or if the
area has the ability to elect to be designated a CSA, whether or not the area made
that election.

We understand, through review of the August 22, 2000 Federal Register and
discussions with OMB staff, that the criteria for an area to "automatically” be
considered a CSA is when the employr_nent interchange (commuting) measure
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between adjacent CBSAs is at least 25%. Also, adjacent CBSAs that have an
employment interchange measure of at least 15% and less than 25% will combine
as a CSA if local opinion, as reported by the congressional delegations in both
areas, favors combination. The Federal Register states that the OMB will seek local
opinion regarding the CBSA combination (CSA). The Federal Register also states
that after a decision has been made regarding the CBSA combination (CSA), the
OMB will not request local opinion again on the issue until the next redefinition of
CBSAs.

We also understand, through discussions with OMB staff, that although the OMB is
to seek local opinion regarding CSA combination, no formal OMB policy for
seeking local opinion through congressional delegates is or was in place.

By allowing only adjacent CBSAs that antomatically qualify as CSAs to meet the
urban group reclassification criterion, CMS has taken the position that adjacent
CBSAs that qualify for CSA election were contacted by the OMB (as the Federal
Register states) to seek local opinion and the local opinion did not elect CSA
combination. We believe the adjacent CBSAs that could elect CSA combination
were never informed and local opinion never obtained.

We believe that because their was no formal OMB policy to seek local opinion on
CBSA combination to elect CSA designation and the fact that there was opportunity
for two adjacent CBSAs to be considered a CSA through an election, CMS should
allow areas to qualify as CSAs if the OMB designates the area as a CSA
automatically or if the area has the ability to elect to be designated a CSA, whether
or not the area made that election.

CONCLUSION

Based on the aforementioned information we request that CMS incorporate the
revisions, as written in section one of this document, in the FY 2006 final IPPS
regulation. The requested revisions are critical to the financial stability of the
hospitals located in the West Palm Beach Metropolitan Division and will effect
payments to all hospitals in the West Palm Beach Metropolitan Division beginning
October 1, 2005.

We appreciate your consideration of this comment to the FY 2006 proposed IPPS
regulation.
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Respectfuily,
Dan Aranda
CEO
Glades General Hospital
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June 23, 2005 (-}/ZO Keelass - kf/\/l)/
Centers for Medicare & Medicaid Services MEFTEL
Department of Health & Human Services
Attention: CMS-1500-P WARTSTE;N
7500 Security Boulevard
Attention: CMS-1500-P
P.O Box 8011

Baltimore, Md 21244-1850

Re:  Provena United Samaritans Medical Center
Provider Number 14-0093, Danville, Vermilion, [llinois

Dear Sir or Madam:

There seems to be once again an error in the Proposed Regulations regarding the
Medicare Geographic Reclassification of Provena United Samaritans Hospital. This
same error was made last year and finally corrected in the Revisions to the Final
Regulations. Provena United Samaritans Medical Center applied for and received
approval for reclassification to MSA 1400 (05C0159) for FY’s 2005-2007 as per Case
Status Listing dated 4/29/2004. Due to the general confusion regarding the error made in
the prior years Proposed and Final Regulations, another application for FY 2006 was
filed and then withdrawn before any board ruling (06C0048). Please correct this major
error in the final requlations to be published in September of 2005. If you have any
questions or require any further documentation, please call me at (217) 443-5000, ext
4614. Many thanks for your assistance in this matter.

Sincerely,

Little )
Regional Director, Reithbursement
Provena Health-Central IL Region
812 North Logan Avenue
Danville, IL 61821
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MEDICARE GEOGRAPHIC CLASSIFICATION REVIEW BOARD
CASE STATUS LISTING BY YEAR

Run Date:  April 29, 2004

CASE PROVIDER DEC. FORM FROM TO
NUMBER NUMBER PROVIDER NAME CODE NO. MSA MSA

05C0139 26-0017 Phelps County Regional Medical Center DEC F170

05C0140 30-0003 Mary Hitchcock Memorial Hospital DEC F170 30 1123
05CO141 39-0052 Clearfield Hospital DEC F170 39 0280
05C0142 52-0088 Agnesian HC, Inc. fka 5t. Agnes Hosp. DEC F170 52 5080
05C0143 36-0002 Samaritan Regional Health System DEC F173 36 1680
05C0144 44-0192 White County Community Hospital DEC F170 44 5360
05C0145 39-0013 Evangelical Community Hospital DEC F170 39 3240
05C0146 01-0150 L.V. Stabler Memorial Hospital DEC F170 01 5240
05C0147 01-0143 Woodland Medical Center DEC F170 o 1000
05C0148 01-0126 Edge Regional Medical Center DEC F170 01 5240
05C0148 18-0139 Kentucky River Medical Center DEC F170 18 4280
05C0150 42-0036 Springs Memorial Hospital DEC F170 42 1520
05C0151 44-0185 Cleveland Community Hospital DEC F170 44 1560
05C0152 45-0653 Scenic Mountain Medical Center DEC F170 45 5800
05C0153 03-0033 Payson Regional Medical Center DEC F170 03 2620
05C0154 32-0006 Eastern New Mexico Medical Center DEC F170 32 7490
05C0155 19-0164 Byrd Regional Hospital DEC F170 19 0220
05C0156 18-0132 Lake Cumberiand Regional Hospital DEC F170 18 4280
05C0157 19-0131 River West Madical Center DEC F170 19 5560
05C0158 44-0067 Lakeway Regional Hospital DEC F170 44 3840
05C0159 14-0093 Provena United Samaritans Medical Center DEC F176 14 1400
05C0160 23-0054 Marquette General Hospital, Inc. DEC F170 23 3080
05C0161 44-0151 River Park Hospital DEC F170 44 5360
05C0162 27-0003 St. Peter's Hospital DEC F170 27 3040
05C0163 26-0116 Mineral Area Regionai Medical Center DEC F170 26 14
05C0164 26-0183 Saint Francis Medical Center DEC F170 26 7040
05C0165 44-0035 Gateway Health System, Inc. DEC F175 1660 5360
05C0166 18-0117 Parkway Regional Hospital DEC F174 18 26
05C0167 18-0104 Westemn Baptist Hospital DEC F170 18 1660
05C0168 16-0089 Ottumwa Regional Health Center DEC F170 16 2120
05C0169 26-0110 Southeast Missouri Hospital Association DEC F176 26 7040
05C0170 18-0124 Greenview Hospital, Inc. DEC F170 18 5360
05C01 71 11-0168 Redmond Park Hosp. d/b/a Redmond RMC DEC F170 11 0520
05C0172 36-0010 Union Hospital DEC F170 a8 0080
05C0173 45-0098 East Texas Medical Center-Pittsburg DEC F170 45 4420
05C0174 34-0127 Granville Medical Center DEC F170 34 6640
05C0175 45-0194 East Texas Medical Center - Jacksonville DEC F170 45 1920
05C0176 24-0018 Fairview Red Wing Hospital DEC F176 24 5120
05C0177 14-0160 Freeport Memorial Hospital DEC F170 14 6880
05C0178 18-0018 St. Claire Medical Center DEC F170 18 4280
05C0179 14-0058 Passavant Area Hospital DEC F170 14 7880
05C0180 18-0027 Murray-Calloway County Hospital DEC F170 18 1660
05C0181 26-0094 Skaggs Community Health Center DEC F170 26 7920
05C0182 05-0045 El Centro Regional Medical Center DEC F173 05 7320
05C0183 36-0259 Bay Park Community Hospital DEC F173 8400 2160

05C0184 01-0118 Vaughn Reg Med Center Parkway Campus DEC F170 01 5240




L1

MEDICARE GEOGRAPHIC CLASSIFICATION REVIEW BOARD
CASE STATUS LISTING BY PROVIDER

Run Date:  February 18, 2005

PROVIDER CASE DEC. FORM CURRENT REQUESTED

NUMBER NUMBER PROVIDER NAME CODE NO. AREA AREA

14-0040 06C0185 Galesburg Cottage Hospital REQ F184 37900
14-0058 06C0057 Passavant Area Hospital DEC F170 14 41180
14-0061 068C0167 Red Bud Regional Hospital DEC F170 14 41180
14-0064 06C0189 Saint Mary Medical Center DEC F170 14 37900
14-0084 06G0023 Victory Memorial Hospital AOAA F175G 29404 16974
14-0093 06C0048 Provena United Samaritans Medical Center  REQ F120 19180 45460
14-0100 06G0023 Midwestern Regional Medical Center AOAA  F175G 29404 16974
14-0110 06C01562 Community Hospital of Ottawa DEC F170 14 16974
14-0130 06G0023 Lake Forest Hospital ADAA F175G 29404 16974
14-0161 06C0188 Saint James Hospital DEC F170 14 16974
14-0202 06G0023 Condell Memorial Hospital AQAA  F175G 29404 16974
14-0233 06C0191 St. Anthony Medical Center DEC F170 40420 16974
14-0291 06C0154 Good Shepherd Hospital Advocate DEC F170 29404 16974
14-0291 06G0023 Good Shepherd Hospital Advocate ADAA  F175G 29404 16974
15-0011 06C0125 Marion General Hospital REQ F184 14 26900
15-0035 06C0140 Porter Memorial Hospital DEC F174 23844 16974
15-0048 06C0120 Reid Hospital and Health Care Services REQ F184 15 17140
15-0088 06G0035 Saint John's Health System DEC F172G 11300 26900
15-0089 06C0127 Ball Memorial Hospital DEC F174 34620 26900
15-0096 06C0117 LaGrange Community Hospital DEC F174 15 21140
15-0113 06G0035 Community Hospital of Anderson & Madison |DEC F172G 11300 26900
15-0133 06C0136 Kosciusko Community Hospital DEC F170 15 23060
150146 06C0049 Comm. Hosp. of Noble County, Inc. dba PNHDEC F170 15 23060
16-0001 06C0166 Marshalltown Medical & Surgical Center DEC F170 16 11180
16-0147 06C0032 Grinnell Regional Medical Center DEC F170 16 19780
17-0033 06C0024 Central Kansas Medical Center DEC F170 17 48620
17-0058 06C0050 Mercy Health System of Kansas, Inc. DEC F170 17 28140
17-0068 06C0008 Southwest Medical Center DEC F170 17 11100
170116 06C0111 Allen County Hospital REQ F120 17 28140
17-0142 06C0082 Mercy Regional Health Center DEC F170 17 28

18-0017 06C0163 T.J. Samson Community Hospital DEC F170 18 21060
18-0019 06C0135 Meadowview Regional Medical Center DEC F170 18 17140
18-0020 06C0197 Middlesboro Appalachian Regional Hosp. AOQAA  F112 18 28940
18-0024 06C0155 Spring View Hospital DEC F170 18 31140
18-0043 06C0104 Merorial Hospital DEC F174 18 28940
18-0048 06C0038 Ephraim McDowell Regional Medical Center DEC F170 18 30460
18-0080 06C0132 Baptist Regional Medical Center DEC F170 18 28940
18-0116 06C0173 Jackson Purchase Medical Center DEC F170 18 14

19-0025 06C0081 Savoy Medical Center DEC F174 19 10780
19-0060 06C0112 Lake Charles Memorial Hospital DEC F174 29340 13140
19-0078 06C0177 Eunice Regional Hospital DEC F184 19 20180
19-0090 06C0020 Winn Parish Medical Center DEC F174 19 10780
19-0099 06C0122 Avoyelles Hospital DEC F170 19 12940
19-0106 06C0101 Oakdale Community Hospital DEC F170 19 10780
19-0144 06C0172 Minden Medical Center DEC F184 18 43340

19-0191 06C0171 Doctors Hospital of Opelousas DEC F170 19 12940




2 G

ECEIVE;
Center JUN 2 4 2005 ﬂ

Gale

Hospital & Healthcar

BY: e
4 /
June 21, 2005 Chr Aeloe, - %ﬁi
Center for Medicare & Medicaid Services ,5’ 1 TH
Department of Health and Human Services
Attention CMS-1500-P HEFTER
P.O. Box 8011 e T STEN

Baltimore, MD 21244-1850

Subject: Proposed Rules for Critical Access Hospital — Determination of the
Relocation of a CAH

The Galena-Stauss Hospital & Healthcare Center is a 25 bed necessary provider, critical access
hospital, with an attached medical office building, community fitness center, 57 bed nursing
home, 24 apartment assisted living and adult day care center. All of our long term care services
are operating at capacity and have waiting lists. Galena Stauss Hospital is the largest employer in

.

the city of Galena with 153 employees and an annual payroll of over three million dollars.

The current hospital was built in 1962 and today provides us with a plethora of challenges
including inefficient design, only semi private patient rooms, no in room shower or bathing
accommodations, HVAC inadequacies, ADA issues, asbestos abatement challenges, suboptimal
fire protection (not sprinkled), an antiquated mechanical infrastructure and no surgical, dialysis or
obstetrical services. Our current campus is landlocked, topographically challenging and does not
allow for critically needed current and future expansion of services. The hospital is located in a
residential area that presents visibility and accessibility issues particularly for emergency services
for which Galena Stauss Hospital is the sole provider in our county of 23,000 people. We suffer
from community image problems associated with the out-dated facility and recruitment
challenges particularly as related to physicians. This lack of physicians results in the inability to
provide progressive patient care to our community. The construction costs for replacing our
current facility on the present campus would be significantly higher than rebuilding on a new site,

due to the multi-year phasing required in demolishing and rebuilding the existing facility.

After a thorough and in depth strategic planning process it has been determined that a
replacement hospital is required to allow for continued delivery of adequate emergency, acute in-
patient, outpatient and long term care services. A new campus will accommodate the
replacement hospital, wellness center and medical office building. By “opening up™ our current
campus we will be able to provide for much needed future expansion and enhancement of the
long term care services for a growing and aging community.

215 Summit Street * Galena, 1finois 61036 * (815) 77 7-1340 * FAX (815) 776-7274
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To date we have completed the land due diligence, preliminary zoning discussions, team selection
(architects, construction firm, project management firm, investment banker, financial advisors.
programming, block plans/site design, total budget estimate, schedule, and a financial proforma.
We plan to begin detail programming, full design, financing arrangements and a certificate of
need (CON) application in August of 2005 with a scheduled ground breaking the first quarter of
2006 and estimated occupancy in the second quarter of 2007.

We have negotiated a purchase option agreement on approximately 35 acres northwest of our
current campus 2.4 (two and four tenths) miles. Reasons for selection include: appropriate
topography (we are located in a very hilly glaciated corner of northwest [linois), site consistency
with the city and county’s comprehensive growth plans, proximity to a proposed city bypass
exchange, major highway frontage with good visibility and accessibility, property size (allowing
for future growth) and reasonable land price.

I am writing today on behalf of Galena Stauss Hospital and the communities we serve to express
our strong opposition to the proposed inpatient hospital rule that would prevent most Critical
Access Hospitals (CAHs) from rebuilding their facilities more than 250 yards from their current
location. While we understand the need to maintain CAH facilities in specific service areas, we
believe the 250-yard rule is arbitrary and should be replaced with a more flexible rule that allows
CAH hospitals to modernize.

The proposed rule also explicitly grandfathers existing CAH programs with construction projects
under development before December 8, 2003. While Galena Stauss Hospital can demonstrate
this, we believe CMS should consider other options that allow more flexibility for CAHs that did
not meet this deadline. Maintaining the current 250-yard requirement is not appropriate to meet
the needs of CAHs or the patients they serve. Necessary provider CAHs should be allowed to
relocate as appropriate to improve the care of their communities. We urge CMS to remove the
proposed restrictive date requirements and establish reasonable criteria to ensure that the hospitals
are moving within their services areas.

The ability to build a replacement hospital with enhanced services on a site that is visible and
accessible is crucial for the Galena Stauss Hospital to remain a viable, rural, provider of
healthcare services and to continue to meet the growing healthcare needs of our community.

Sincerely,

Kurt “Jeff” Hill

Chief Executive Officer

Galena Stauss Hospital & Healthcare Center
215 Summit Street

Galena, llinois 61036

815-776-7266
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June 23, 2005 pﬂé/ ey - Bevors Fax: 865.544.6801
Centers for Medicare and Medicaid Services - FACAN '
Dept. of Health and Human Services
Attention: CMS-1500-P G/ﬂ/lgff&
PO Box 8011 Kely
Baltimore, MD 21244-1850 HUE.
Dear Sirs, HE FIEL
Wﬁ‘?’é/d

As the Executive Director of the Brain and Spine Institute at the University of Tennessee
Medical Center in Knoxville, Tennessee, I am requesting you consider increasing the
Medicare reimbursement for advanced stroke treatment provided in acute care hospitals.

In 2004, the University of Tennessee Medical Center treated 498 patients with stroke
related diagnoses. Because of the high volume of patients seen from our eighteen county
region, we have created a multidisciplinary team to address the needs of the patient
suffering from stroke. We are also in the process of seeking designation as a primary
stroke center. It is our goal to reduce mortality and morbidity from stroke in the region
we serve.

Key to achieving this goal is the provision of reperfusion therapy. Community education
continues to focus on early presentation to the Emergency Department. This early
presentation offers an opportunity for reperfusion which demonstrates the ability to
improve patient outcomes, reduce life altering impairments, and save health care dollars.
Despite the savings to the patient and the community, it is expensive for hospitals to
provide the quick diagnostic and therapeutic modalities related to reperfusion. The high
cost serves as a disincentive to develop systems and services to provide this stroke care.

I would encourage CMS to investigate the long term savings to Medicare by creating a
new DRG for reperfusion of strokes.

Thank you for your attention to this important issue impacting the Medicare beneficiaries
you represent. Please contact me if I can be of assistance or provide you with additional
information.

Sincerely,

O Aol

Ann Giffin, PT, MS
Executive Director

7
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Expanding the Frontiers of Medicine.” A part of University Health Systemg-
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National Stroke Association

Dedicated to reducing

the incidence and

impact of stroke ?/{ t

1-800-STROKES (800-787-6537)
9707 East Easter Lane * Englewood, Colorado * 80112 » Fax 303-649-1328

June 23, 2005
JUN 2 4 s
) S KELLy
Centers for Medicare and Medicaid Services MY E
Department of Health and Human Services
Attention: CMS-1500-P SEFTERS
P.O. Box 8011 /./79‘7;572/,\)

Baltimore, Maryland 21244-1850
RE: Stroke DRG 14/15
Dear Colleagues,

The National Stroke Association (NSA) wants to thank you and your colleagues at the Centers for
Medicare and Medicaid Services (CMS) for being receptive to our support of changes to Medicare
hospital inpatient reimbursement for advanced stroke treatment.

Stroke is a devastating disease that affects more than 750,000 people annually in the United States, and as
you are aware, costs the U.S. medical system more than $52 billion annually in post-acute care. NSA, as
the leading, independent national nonprofit organization devoting 100 percent of its efforts and resources
to stroke, firmly believes the administration of reperfusion therapies has been proven to reduce the poor
outcomes in stroke patients thus, reducing the burden of post-acute and rehabilitative care.

By changing the current structure of stroke DRGs 14 and 15, CMS can make a significant impact on
stroke treatment while also reducing the long-term costs to Medicare. There are two primary ways that
the coding could be changed, either by redefining the two current codes to include reperfusion therapies
or by creating a new DRG for the administration of reperfusion therapies.

Since CMS’ request for additional data last spring, there has been additional review of several sources
including the MedPar Database, the Premier Perspective Database and survey results from NSA's Stroke
Center Network members. This additional data indicates a higher administration of thrombolytic therapy,
as much as two to three times than is reported by the ICD-9 code 99.10.

This is an exciting time for stroke with the development of new programs nationwide for prehospital
providers, stroke center development and data review. Changes to the reimbursement for stroke would be
timely and historical in the coalition’s objective to improve care of stroke patients.

Regards >

4

im Bdranski
hief Executive Officer / Executive Director
National Stroke Association
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www.stroke.org
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Mary Hitchcock Memorial Hospit ” Shared Services
One Medical Center Drive
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603-653-1210 fax 603-653-1111
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June 22, 2005
TRwsIRS — WALZ
Centers for Medicare & Medicaid Services mr

Department of Health and Human Services :
Attn: CMS-1500-P

o ocont DRG ey -~ Beworh
Baltimore, MD 21244-1850 MEFTEL
HARTTEN

RE: Postacute Care Transfers

The purpose of this letter is to comment on the Medicare proposed rule concerning the Hospital
Inpatient Prospective Payment System as published by CMS in the Federal Register of
Wednesday, May 4, 2005.

By way of background, the Dartmouth-Hitchcock Medical Center (DHMC) is comprised of Mary
Hitchcock Memorial Hospital, a 300 bed teaching hospital, the Dartmouth-Hitchcock Clinic, a
large academic group practice, Dartmouth Medical School, and the Veterans Administration
Hospital. Mary Hitchcock is the only academic tertiary care hospital in the state of New
Hampshire, and is one of only a few major rural teaching hospitals in the country.

We are writing to comment on CM5’ proposed expansion of the Post-Acute Care Transfers to an
additional 223 DRGs. We strongly urge CMS to eliminate the post acute care transfer policy as the
DRG based payment system was designed on averages. Providers tend to lose money when
patients are discharged after the geometric mean length of stay, and now CMS is seeking to
expand the transfer policy to further penalize hospitals for transferring patients prior to the
geometric mean length of stay. In addition, we contend that CMS has significantly reduced the
financial incentive, of transfers, by implementing prospective payment systems in the post acute
care setting.

Though we feel strongly that the post acute care transfer policy should be eliminated, we ask CMS
to consider the following options:

1. Remove Home Health Agencies - We are confused as to how CMS could compare the intensity
of care provided in an acute care setting to the level of care provided by home health agencies.
The transfer payment formula basically equates the intensity of care between an acute care
hospital and home health care. We propose that CMS remove home health agencies from the post
acute care transfer policy.

2. DRGs that qualify for Special Payment - We propose that CMS expand the number of DRGs that
qualify for the special payment. CMS has made a distinction that if a DRG exhibits an even higher
share of costs very early in the hospital stay that it should be reimbursed at a higher rate early in
the stay (50% of DRG rate). We agree with CMS and contend that all surgical DRGs, in addition to
certain medical DRGs, should qualify for this payment. The cost of care is front loaded into the
patient stay for all surgical DRGs.




We would like to conclude by proposing that CMS eliminate the post acute care transfer policy.
However, if a transfer policy is to remain, we strongly recommend that home health agencies be
removed from the policy and that CMS increase the number of DRGs that qualify for the special

payment.

Thank you for consideration of these comments.

Sincerely,

A . Kellbans

ohn G. Kelleher
Director, Shared Services

JGK/kjn
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Mr. Mark B. McClellan, Administrator Q Dﬂ’Tav WT'

Centers for Medicare & Medicaid Services s FTE £
Department of Health and Human Services /’L F72

Attn: CMS -1500-P, P. 0. Box 8011 SRTSTEN
Baltimore, MD 21244-1850 @ | @ sdden
Dzar Mr. McClellan, I'Y\i K s )"‘ GLf"

On behalf of the Peninsula Regional Health Care System, we are strongly
opposed to any expansion of the transfer policy and we support the establishment of an
explicit process for the submission and validation of quality data.

‘Specifically for the post-acute transfer policy proposal, we believe it would limit
hospital reimbursement, undermine clinical decision-making, and penalize hospitals for
ensuring that patients get the most appropriate care in the most appropriate setting. We
believe that any expansion of the inpatient transfer policy would fundamentally weaken
incentives inherent in the inpatient PPS and disrupt the continuum of care typical of
guality delivery.

With respect to processes for data submission and validation. the ability of hospitals
and their vendors to comply with the requirements for timely and accurate data
submission is challenged by miscommunication, technical ambiguities, and other issues.

“Therefore, we belicve that the (inal FY 06 inpatient PPS should establish a clear
documentation and communications process for this purpose. Further, we behieve
hospitals should not be penalized when technical jssues specific to the CMS or Quality
Jmprovement Organizations (QIO3) hinder their ability to meet specific data
requirements.

For Eixample:

e An esplicit, step-by-step process for data submission should be cstablished-—
including exact specifications, all cdits or audits to be applied, and other
related information. Hospitals and vendors must be privy to such parameters
to ensure timely data submission. Further, CMS should communicate any
changes to submission file requirements no less than 120 days prior tq the

. effective/implementation date. ‘No changes should be permitted once a
submission quarfer has begun, as this puts process integrity at risk.

100 East Carroll Street = Salisbury, MD 21801-5493 = 410-546-0400 = www.peninsula.org
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o For greater reporting accuracy, we believe that a test process for validating
data file submissions and measuring calculations should be established.
Hospitals and submission agents should be provided with a test file in the
appropriate format for internal verification prior to testing a submission. The
process should permit submission of test file(s) to verify file formats, accuracy
of data calculations, and other audit criteria related to data submission. An
appropriate test process should be permitted each time changes in data
submission or measure specifications are prescribed.

¢ In the proposed rule, there is no mention of a minimum sample size for
hospitals that elect to sample. Consequently, if hospitals that do not sample
elect to submit all of their qualifying cases for a given study (i.e., 425
pneumonia cases for a given quarter) and three get “rejected,” will they still
meet the data requirements—or, must such hospitals correct the case Srrors so
that every one gets into the warehouse? Under our reading of the proposed
rule, it appears that they do not—so long as such hospitals have met the
minimum number of cases required by the “aligned” J CAHO/CMS sampling
requirements, however they are established.

s An explicit, step-by-step validation process should be established—including
clear definitions, all applicable skip logic, all edits or audits to be applied, and
other related information. Hospitals must know exactly what is being
validated so they may adhere to the specifications during the data collection
process. Under the current process, by the time hospitals receive feedback on
one quarter’s validation, they have already moved onto the next quarter’s data
collection and can not make changes quickly enough to impact the next
quarter. If the validation specs and requirements were clear and well-
documented, hospitals could be proactive. Any changes must be
communicated clearly and within a timeframe sufficient for hospitals to react
and change their attendant processes. We propose that any modifications to
the technical processes be published 120 days prior to the
effective/implementation date.

e We believe that the validation process should incorporate only data associated
with the ten specified measures. Under the current system, a hospital that
submits multiple data sets may eamn an overall quality score of 80 percent;
however, if errors occur more frequently in the subset required for the annual
payment update, the quality of such data may be considerably lower. In this

way, payments risk being based on inconsistent calculations and inaccurate
data.

e TFurther, we believe that hospitals should be notified of any validation rule
changes at least 120 days prior to the hospital data abstraction period. The
validation rules applied by CMS as of June 6, 2005 are, in fact, retroactive to
the July-—September 2004 data. CMS validated the three test LDL measures
for the AMI clinical focus group. Consequently, hospitals are receiving
mismatches for not collecting this optional data. The validation
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documentation for the July 1, 2004 discharges is dated April 29, 2005. Since
the data were submitted at the end of January, hospitals have not had
sufficient time to make the appropriate change.

¢ Under the proposed rule, CMS only allows ten days for a hospital to appeal its
validation; however, the agency fails to specify whether the reference 1s to
“business” or “calendar” days. We believe that neither case offers sufficient
time for hospitals to respond. Therefore, we propose allowing hospitals 30
calendar days to appeal their validation findings.

e Many hospitals report having received inconsistent communications relating
to the “data reporting for annual updates” provision of the Medicare drug law
(MMA). We believe that all communications and directives regarding this
initiative should be centralized and disseminated to all stakeholders (hospitals,
vendors, and QIOs) simultaneously. Such a strategy would simplify and
standardize message generation. It would also eliminate the confusing and
often contradictory communications typical of the current process, which
requires state QIOs to interpret a given communication before forwarding it to
hospitals.

Thank you for this opportunity to express our views on these important matters.

Sincerel

Dougafs H. Wilson, Ph.D.
Director, Planning, Business Development and Govermnment Relations

DHW/ddfw
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Attention: CMS-1500-P

P.O. Box 8011
Baltimore, MD 21244-1850 MOAQE‘{
SMITH

To Whom it May Concern: /fgf'réle
mew

Ungder the Medicare Prescription Drug Improvement and Modernization Act (MMA), enacted 12/3/03, as of
1/1/06, new necessary provider Critical Access Hospitals (CAHs) will no longer be granted and all future
CAHs must meet federal eligibility tests (including mileage). While the MMA permitted necessary
providers to retain their CAH status, it appeared to only deal directly with those remaining at their present
location. As such, the healthcare industry in general, lacked a consensus in its interpretation of the MMA
and its impact on necessary providers planning to relocate after 1/1/06. A common belief was regional
CMS offices had the authority to approve the relocation of necessary providers after 1/1/06 on a case-by-
czee basis,

The new CMS proposal seeks to clarify the issue of relocations and offers the stark reality that only
a few CAHs will be grandfathered prior to the cut-off date of 1/1/06, with no other exceptions. To maintain
their CAH status, all necessary providers must submit an application to CMS for relocation prior to 1/1/06
and be able to: (1) demonstrate at the new location they will continue to meet the necessary provider criteria
that was used to originally receive a State waiver, serve at least 75% of the same service area, offer 75% of
the same services, utilize 75% of the same staff, maintain compliance with ali conditions of participation
(42 CFR 485), and (2) demonstrate that construction plans were under development prior to the enactment
of the MMA. CAHs moving within 250 yards of their current building, or to contiguous land that was
owned prior to 12/3/03 will be exempted from the relocation rules.

Our concern is that the CMS Hospital Inpatient Prospective Payment System (IPPS) Proposed
Rule (FY 2006) prohibits any CAH operating with a Necessary Provider Designation from relocating its
hospital and maintaining its CAH status unless the move is completed by January 1, 2006, or
grandfathered. Necessary provider CAHs which had construction plans already under development as of
December 3. 2003 and can demonstrate this in their application for relocation to be submitted to CMS prior
to January 1, 2006 is the only exception proposed.

With the exception of a select group of CAHs which may receive grandfather status under the
relocation sunset provision, this proposal makes it virtually impossible for any CAH operating, including
Tennesse Christian Medical Center — Portland, with a Necessary Provider Designation to ever afford an
off-site replacement facility project, as it would immediately become ineligible for cost-based
reimbursement.

If the Proposal is approved as-is, the impact would derail the modernization of a major percentage
of Amarica's antinuated CAHs that face limited on-site renovation or replacement options. If enacted,
many small rural hospital’s will be faced with the choice of either undertaking often more costly, space-
constrained, operationally inefficient on-site construction projects, or relinquish their cost-based
reimbursement, the “financial life preserver” necessary to offer quality healthcare to their communities.
This would put rural hospitals at a major disadvantage in competing with larger more financially secure
hospitals in attracting physicians and patients in order to preserve market share and remain operationally

viable.

Sigegrely, a

-E‘dward ATSmith

Administrator

Tennessee Christian Medical Center - Portland

105 REGBUD DRIVE » PORTLAND, Th 37148 » (R15] 325-7307 » Fax 5151 323-5416

an Adventist Health System / Sunbelt, tnc. facility
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Dear Sir:

The ability of hospitals and our vendors to comply with the requirements for timely and
accurate data submission is challenged by miscommunication, technical ambiguities, and
other issues. Therefore, the final FY 06 inpatient PPS should establish a clear
documentation and communications process for this purpose. Further, hospitals should
not be penalized when technical issues specific to the CMS or Quality Improvement
Organizations (QIOs) hinder our ability to meet specific data requirements.

* An explicit, step-by-step process for data submission should be established—
including exact specifications, all edits or audits to be applied, and other related
information. Hospitals and vendors must be privy to such parameters to ensure
timely data submission. Further, CMS should communicate any changes to
submission file requirements no less than 120 days prior to the
effective/implementation date. No changes should be permitted once 2
submission quarter has begun, as this puts process integrity at risk.

* For greater reporting accuracy, a test process for validating data file submissions
and measuring calculations should be established. Hospitals and submission
agents should be provided with a test file in the appropriate format for internal
verification prior to testing a submission. The process should permit submission
of test file(s) to verify file formats, accuracy of data calculations, and other audit
criteria related to data submission. An appropriate test process should be
permitted each time changes in data submission or measure specifications are
prescribed.

e In the proposed rule, there is no mention of a minimum sample size for hospitals
that elect to sample. Consequently, if hospitals that do not sample elect to submit
all of their qualifying cases for a given study (i.c., 425 pneumonia cases for a
given quarter) and three get “rejected,” will they still meet the data
requirements—or, must such hospitals correct the case errors so that every one
gets into the warehouse? Under our reading of the proposed rule, it appears that
they do not—so long as such hospitals have met the minimum number of cases
required by the “aligned” JCAHO/CMS sampling requirements, however they are
established.

¢ An explicit, step-by-step validation process should be established—including
clear definitions, all applicable skip logic, all edits or audits to be applied, and
other related information. Hospitals must know exactly what is being validated so
they may adhere to the specifications during the data collection process. Under
the current process, by the time hospitals receive feedback on one quarter’s
validation, they have already moved onto the next quarter’s data collection and
can not make changes quickly enough to impact the next quarter. If the validation




specs and requirements were clear and well- documented, hospitals could be
proactive. Any changes must be communicated clearly and within a timeframe
sufficient for hospitals to react and changes their attendant processes. Any
modifications to the technical processes be published 120 days prior to the
effective/implementation date.

e The validation process should incorporate only data associated with the ten
specified measures. Under the current system, a hospital that submits multiple
data sets may earn an overall quality score of 80 percent; however, if errors occur
more frequently in the subset required for the annual payment update, the quality
of such data may be considerably Jower. In this way, payments risk being based
on inconsistent calculations and inaccurate data.

» Further, we believe that hospitals should be notified of any validation rule
changes at least 120 days prior to the hospital data abstraction period. The
validation rules applied by CMS as of June 6, 2005 are, in fact, retroactive to the
July—September 2004 data. CMS validated the three test LDL measures for the
AMI clinical focus group. Consequently, hospitals are receiving mismatches for
not collecting this optional data. The validation documentation for the July 1,
2004 discharges is dated April 29, 2005. Since the data was submitted at the end
of January, hospitals have not had sufficient time to make the appropriate change.

e Under the proposed rule, CMS only allows ten days for a hospital to appeal its
validation; however, the agency fails to specify whether the reference is to
“business” or “calendar” days. Neither case offers sufficient time for hospitals to
respond. Allowing hospitals 30 calendar days to appeal their validation findings
would be adequate.

e Many hospitals report having received inconsistent communications relating to
the “data reporting for annual updates” provision of the Medicare drug law
(MMA). All communications and directives regarding this initiative should be
centralized and disseminated to all stakeholders (hospitals, vendors, and QIOs)
simultaneously. Such a strategy would simplify and standardize message
generation. It would also eliminate the confusing and often contradictory
communications typical of the current process, which requires state QIOs to
interpret a given communication before forwarding it to hospitals.

Andrea K. Serra, CHE
Vice President

" Gaston Memorial Hospital

2525 Court Drive
Gastonia, N. C. 28054
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Centers for Medicare and Medicaid Services

Department of Health and Human Services
Attn.: CMS-1500-P NT - af 2
P.0. Box 8011 —0
Baltimore, MD 21244-1850 1rel \'(e' /
CTERS
Re: Patient: Emerson M. Thompson, 111 MEF f, TEN
Procedure: L4-5 Charite Artificial Disk Replacement HARTE

Date of Operation: February 14, 2005

Insurance Carrier: The Guardian (through MedCost)

Treating Physician: Dr. Daniel Murrey-OrthoCarolina

Hospital: Presbyterian Orthopedic Hospital-Charlotte, NC

To Whom It May Concern:

I had the Charite artificial disk implanted in my spine at L4-5 approximately four months
ago. This was the third operation that I had undergone at the L4-5 level. My first procedure
occurred in June of 1999 and involved bilateral foraminotomies and a diskectomy. The second
surgery was in August of 2002 and involved laminectomies at L4-5 and L5-S1. Both of these
operations were performed by a neurosurgeon, Dr. Michael Hagland, of Duke University
Medical Center. During the entire year of 2004, I experienced continued problems at the L4-5
level and was beginning to undergo diagnostic testing for a boney fusion using the BAK device
at Duke. However, [ was closely monitoring the FDA’s approval of the Charite artificial disk
during 2004, and I was extremely pleased when I Jearned that the FDA finally approved the use
of this device at the end of October 2004. Because the neurosurgeon who had operated on me
twice before at that level was not trained to implant this device, I started seeing an orthopedic
surgeon in Charlotte, Dr. Dan Murrey at OrthoCarolina, for consideration as a candidate for this
surgery.

When I was undergoing all of the diagnostic testing, Dr. Murrey pointed out several
important things to me that he had learned through his specialized training in implanting artificial
disks. First, he told me that patient selection was critical in this process. He pointed out that the
manufacturer of the artificial disk, DePuy Spine, had trained him to look for other signs of
instability around the spine other than the diseased disk, and he also felt like age played a factor
in patient selection. In my case, there was some instability in the facet joints at that level of my
spine and he wanted to ensure that the disk would work for me notwithstanding the instability.
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Secondly, he said that physician training and the physician’s intimate knowledge of all of the
aspects of this artificial disk were critical in this type of procedure. When I first saw Dr. Murrey,
he had not undergone the training in Ohio that DePuy Spine requires of any physician before he
or she is certified to implant the Charite artificial disk. He subsequently obtained that training in
December of 2004 and notified me that 1 would be a candidate for the procedure because the
trainers at the site in Ohio felt like my facet instability would not be an issue. Also, along these
lines, Dr. Murrey told me that the physician responsible for implanting this artificial disk has to
place it perfectly in the spine or there is a chance that the plastic core of the disk may dislodge. 1
was very confident with Dr. Murrey’s abilities and, based on the fact that he had been involved in
a clinical study for the implantation of the ProDisk artificial disk in the cervical spine, I was
absolutely confident that he knew what was involved in this type of procedure.

As a defense lawyer who practices primarily in the area of insurance defense and health
care, I see a number of disabled individuals who have back problems, who are young, who are
dependent upon either Medicaid because they are too poor to afford any type of health insurance
coverage, or they are qualified as being disabled by Medicare and therefore receive Medicare
benefits. [ am absolutely certain that if these patients meet the criteria that I have generally
outlined above, and particularly if they are in the hands of a qualified surgeon who has been
certified by DePuy Spine to implant the Charite artificial disk, this would allow these disabled
individuals to have an outstanding recovery with a goal that they return to work as productive
citizens and lead a healthy normal life.

I think it is important for you to understand my situation and how bad I had become prior
to the artificial disk replacement (ADR) operation this past February in order to appreciate how
well the artificial disc has worked for me. Prior to this surgery, I had lost my ability to
completely walk up a flight of stairs in my home. I simply had no strength left in my legs and I
was having various problems with pain at the L4-5 level where I had been previously operated
on. Because I am a lawyer, and | needed my mind to be able to work during the days, I never
sought prescription drugs from my physicians to help me deal with pain issues. Quite frankly,
though, my bigger problem was the loss of use of my muscle and function in my legs, and there
was no medicine that could repair that. My problem with my legs dates back to 1984, more than
twenty years ago, when I helped my parents move from one home to another. We had rented a
U-Haul, and my father and I moved almost all of the furnishings and the articles in our home. 1
immediately had back pain at the L4-5 level. Within a year after that, I noticed a problem in my
gait, and one year after that, I had lost my ability to stand up on my right toes. Following that, I
developed a very noticeable limp, I leaned forward, my toes were downgoing as I would walk,
and I had tingling down the backs of my legs and into the bottom part of my feet. I also had a
noticeable sensation problem in the right front aspect of my right leg. Within the year prior to
the ADR operation, I had complete tingling in my bottom left foot, I had lost the ability to stand
up on my left toes so that I was completely flatfooted. 1 had no desire to walk more than two
blocks. In fact, at the time of my operation, my right calf measured 2" smaller than my left calf
3" below each kneecap.
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Following the ADR procedure, I have now regained 3/4" of muscle in my right calf over
a period of only four months, I am standing up straighter, I have absolutely no back pain at L4-5,
and T am regaining my strength to be able to walk up and down stairs. I also now have the desire
and ability to walk two to three miles. 1 returned to work on a limited basis after 2 1/2 weeks
following the surgery, and I have slowly worked my way back into a full time work week.

Prior to my ADR procedure, my doctor’s office had submitted all of the appropriate forms
with my insurance company, The Guardian, through its PPO provider, MedCost. Two weeks
prior to the operation, I was notified by MedCost that the procedure was not certified, and it
would not be covered by insurance. They could not give me a reason to support the denial and
they had an emergency room doctor review my case. I wrote a number of letters to The
Guardian, I involved our law firm’s insurance broker, and my doctor spoke to a number of
physicians who were panel physicians for The Guardian about this procedure. Two weeks after
my operation, The Guardian notified me that it would be covering the entire procedure and that it
would be paying for all other appropriate candidate’s artificial disk replacement operations using
the Charite artificial disk in the future. The problem was that The Guardian did not understand
or appreciate this new procedure even though it had been approved by the FDA. My insurance
broker told me that once the higher-ups got involved in my case and understood the procedure,
they covered it without any further questions. I am still amazed and astounded that professionals
in the medical and insurance industry have not taken the appropriate time to understand the
remarkable success that this disk has had and will continue to have on the appropriate patients
through properly trained physicians. While I clearly understand that there are risks involved
with this procedure, 1 certainly believe that the benefits far outweigh the risks for any patient
who has suffered from back problems related to a diseased disk.

While I have read several articles relating to various concems about the wear and tear on
the artificial disk, my physician pointed out to me that the spine has 1/ 100™ of the movement of
the hip or knee, and he believes that this artificial disk will still be in my body and functioning
even if I live a normal life span. [ would also point out that the Charite disk provides movement
in all planes that mimics the movement of a natural disk. As I have undergone physical therapy
following this procedure, I have noticed the natural movement that is allowed by this disk, and I
have actually regained more of my natural movement than I had before this surgery.

My hope and desire is that professionals in the medical field ranging from private health
insurance companies to Medicare to primary physicians out in the field will focus and pay
attention to this wonderful new procedure that is going to provide much needed relief and
recovery to numerous back patients. While I do not believe that this artificial disk is right for
every patient nor do I believe that any surgeon should be able to implant it, I believe that through
certain guidelines, this disk should be covered as a totally insured event. Otherwise, the
insurance industry is acting in bad faith and looking away from a procedure that could provide
remarkable results now and in the future.
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1 am more than happy to meet with anyone to discuss my recovery and my thoughts about
this procedure. 1 have no financial interests in Johnson & Johnson, DePuy Spine or any other
entity connected with them. I am giving you this recommendation for the coverage of the ADR
procedure because 1 have had an unbelicvable result, and I feel like those people who are
responsible for whether others can undergo this procedure in the future need to know about the
success of this device.

With kind regards, [ am
Sincerely yours,

(<l

Emerson M. Thompson, I
FOR THE FIRM

EMT/pac
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Centers for Medicare & Medicaid

Department of Health and Human Services W{‘q Z_,
Attention: CMS-1500-P , 5 . Le
P.O. Box 8011 | ] re| L
Baltimore, MD 21244-1850 -

/'I']I"
Re: CMS-1500-P Charité Artificial Disc New Technology Application

1 would like to introduce myself as a Spine surgeon of twenty-two years who is
one of the original founders of the Texas Back Institute. I have been actively
involved in the North American Spine Society and currently serve as its’ Second
Vice President. More importantly, I have followed the advancement in spine
surgery over the last 20 years, and have found that the most important advance in
the treatment of spinal disorders has been the development of the artificial disc.
My associates and I at the Texas Back Institute became first interested in this in
1990 when we learned of the Charite” artificial disc. As you well know, it took
ten years for the disc study to begin and finally was approved by the FDA in
October of 2004.

Currently, for our patients with symptomatic degenerative disc disease, the
treatment option has been that of fusion. Not only does this entail a longer
hospitalization, but also entails a much longer recovery period in which activities
are limited and the patients need to be braced until the fusion is healed which can
be as early as six months, but can be as long as twelve months or more. The
Charite’ FDA prospective study showed that the artificial disc patients got out of
the hospital a half a day earlier and in the study at the Texas Back Institute we
showed that these patients returned to work and normal activities in half the time
of the fusion patients. In addition, it is our hope that the theoretical advantage of
the artificial disc will be proven out, which is to prevent abnormal stresses on the
level above. There is strong 10 and 11 year data from Europe that shows that
these artificial discs continue to function after this period of time.

Although it has not been fully delineated, there are preliminary studies that show
that the cost of a fusion for degenerative disc disease can range up to twice as
much as that for a disc replacement. In fact, I reported this data at the Spinal
Arthroplasty Society in May of 2005.

Plano Office: 6020 W. Parker Road, Suite 200 W Plano, Texas 75093-7016 M 972-608-5000
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Currently, I do not see a large number of Medicare-aged patients receiving the
artificial disc. With the excellent medical care the population is now receiving
and the fact people are living longer, I believe that the numbers may increase.
Still I would estimate the number of patients in my practice that are Medicare age
that are receiving the artificial disc would be somewhat less than 5%. Medicare
patients that have received the artificial disc have been as grateful as any other
patient, and, in fact, in many ways they benefit more from the accelerated and
faster return to activities which is beneficial to general well being.

Finally, because of the current DRG assignment, I believe that Medicare patients
will be denied access to such care due to the fact that current reimbursement does
not take into account the magnitude of the surgery and the cost of the implant.

Hopefully, you and your committee will look favorably upon the reassignment of
the Charite’ to the fusion DRG’s of 497/498.

Sincerely,
Richard D. Guyer, M.D.
ce:

Mr. Marc Hartstein

Deputy Director of the Division of Acute Care
Centers for Medicare and Medicaid Services
7500 Security Bivd

Room C4-25-11

Mail Stop C4-03-06

Baltimore, MD 21244-1850

(410) 786-4539

Marc.hartstein@cms.hhs.gov
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Dear Sir or Madam,

I am President and CEO of Disc Dynamics, an emerging medical device company which
has developed an implantable device called the DASCOR™ Disc Arthroplasty System (a
partial spinal disc prosthesis). DASCOR™ is a minimally invasive surgical procedure
for the relief of chronic back pain often caused by degenerative disc disease, (ICD-9-CM
84.64, insertion of partial spinal disc prosthesis, lumbosacral). We did offer comments
on the DRG assignment for this code last year (CMS-1428-P) and are asking CMS to
reconsider the DRG classification for this year.

The DASCOR™ is currently seeking an IDE approval by the FDA and we believe the
procedure will be granted a Category B designation by the FDA (there is a total disc
prosthesis that has FDA approval). However the DRG assignment for the cases that
would qualify for the clinical trial would fall into DRGs 499 and 500 which do not have
any surgical procedures with implantable devices.

The clinical trial for the partial spinal disc prosthesis randomizes patients with
degenerative disc disease who would normally be candidates for spinal fusion into the
control group (spinal fusion or total disc replacement) or the test group (non-fusion,
partial spinal disc prosthesis). Last year CMS would not consider grouping the partial
disc prosthesis procedure into the “fusion” DRGs because they said these are not
“clinically cohesive” procedures. Unfortunately, there are nc “non- fusion” DRGs that
reimburse for a procedure and an implantable device. The difference between these
fusion and non-fusion procedures are the devices, but the consumption of resources at the
hospital is the same (see Figure D).

Because of the similarities in charges between the partial disc prosthesis procedure and
spinal fusion procedures (see Figure II), we are requesting that CMS reconsider the
suggested DRG placement for ICD-9-CM code 84.64 and group this procedure nto
DRGs 497 or 498, “spinal fusion except cervical with complications or without
complications.” DRGs 497 and 498 more closely reflect the cost to the hospital and
include the cost of an implantable device. If these ICD-9 codes are not reassigned to
more appropriate DRGs such as DRG 497 and 498, Medicare Beneficiaries may not have
access to these new technologies.

9500 West 74th Street » Svite T - Eden Prairie, MN 55344 « PH 952-345-2999 + FAX 752-345-2990 » www. discdyn.com
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Figure I
DRG 498 Spinal Fusion w/o Partial Spinal Disc
Complications Except Prosthesis Estimated
Cervical Charge Data**
2003 MedPar Charge Data*
General Care $3,126 $3385
Special Care $405 $855
OR $9,681 $4553
Anesthesia $1,545 $1608
Lab $1061 $56
Radiology $795 $1304
Medical Supplies $21,123 207N
Pharmacy $2,851 $1605
Other $1,433 $1024
Total $42.017 $14,360

*Source: Solucient
** Source: Clinical trial site estimated charges

Figure I1

2003 MedPar Charge Data* for DRG 498

75" percentile 50" percentile 25" percentile ]
$58,383 $39,998 $27,385

*Source: Solucient

Thank you for the opportunity to comment on the proposed rule. We look forward to
continuing to work with CMS to ensure Medicare Beneficiaries will benefit from this
new technology.

Sincerely,

D thesbny

Steven J. Healy
President and CEO
Disc Dynamics
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Medicare Program; Proposed Changes to the Hospital Inpatient Prospective
Payment Systems and Fiscal Year 2006 Rates; Proposed Rule

Dear Sir or Madam:

On behalf of the University of Pittsburgh Medical Center (UPMC) we are submitting
one original and two copies of our comments regarding the Centers for Medicare and
Medicaid Services (CMS) proposed rule (70 FR 23305-23774, 5/04/2005) "Medicare
Program; Proposed Changes to the Hospital Inpatient Prospective Payment Systems

and Fiscal Year 2006 Rates.”

The following is a summary of UPMC concerns and issues with the FY 2006
proposed rules.

L Postacute Care Transfer Payment Policy

The proposed expansion of the postacute care transfer policy would increase the
number of DRGs covered by this policy from the current 30 to 223. The changes in
the proposed rule limit clinical decision making and will penalize hospitals for
providing care in the most appropriate setting. Furthermore, it is contrary to the PPS
payment system that is based on average payments that potentially provide adequate
payment for low cost as well as high cost cases. Another factor to be considered is
that cost reductions associated with discharging patients to postacute care facilities
are reflected in the annual recalibration of DRG weights and average lengths-of-stay.
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IL Outlier Payment Threshold

CMS is proposing a new methodology to calculate the outlier fixed-loss threshold for
FY 2006. The proposed rule would result in the fixed-loss outlier threshold for FFY
2006 to be equal to the DRG payment plus IME and DSH payments and new
technologies, plus $26,675. The threshold for FFY 2005 was equal to the DRG
payment plus IME and DSH payments and new technologies, plus $25,800. An
increase in the threshold for FFY 2006 appears questionable considering that outlier
payments for the past two years were less than the target of 5.1 percent of operating
payments. We urge CMS to reevaluate this proposal.

111. Medical Education Issues

A.) Direct GME Initial Residency Period (IRP) — Simultaneous Match Issue. CMS
historically held the position that the IRP for residents in specialties that require a
general clinical training year (for example, radiology, anesthesiology, and
dermatology) is determined based on the specialty of the first residency program they
enter, rather than the second year program, which reflects their intended specialty of
training. CMS’s proposed rule broadens current policy for hospitals that can
document that a resident simultaneously matched for one year of training in a
specialty program and for a subsequent period of training in a different specialty. We
believe an IRP should be assigned based on the specialty the resident enters in the
second year of training, regardless of when the resident matches to the advanced
specialty program.

B.) New teaching hospitals currently do not participate in a Medicare GME affiliated
group — CMS believes these facilities should be part of an affiliated agreement only if
there is a positive adjustment that is higher than the hospital’s base year resident cap.
We urge CMS to consider including adjustments both positive and negative to the
affiliated caps for new urban teaching facilities with a temporary exclusion for the
first three to five years to satisfy any circumventing of existing or proposed
regulations.

C.) Resident caps for hospitals changing geographic status — CMS is proposing that
providers rescinding the rural status should forfeit any IME cap adjustment it received
during its rural status. We believe that urban teaching hospitals that reclassify to rural
status for a significant period of time before returning to urban status (3-5 years, for
example) should be permitted to retain any upward IME cap adjustments that
occurred during the rural period.

D.) IME adjustments for TEFRA hospitals converting to IPPS hospitals — CMS is
proposing that the (FI) will determine an IME FTE cap for TEFRA hospitals
converting to IPPS, but does not specify applicability to excluded units that convert to
IPPS. CMS should clarify the applicability of excluded units in the final rule.

E.) IME resident caps for formerly inpatient PPS-excluded hospitals and units — CMS
proposes that for PPS-excluded hospitals that subsequently become subject to the
inpatient PPS, the IME cap that will be established for them will equal the resident
count that was used to establish their DGME cap. We believe a more appropriate
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solution may be to incorporate the IME cap that CMS calculates as part of the
psychiatric and rehabilitation facility prospective payment systems. Using the same
cap would maintain consistency across payment systems.

IV. Wage Index

There continues to be significant concerns with the current wage index methodology.
Recently, CMS has made amendments to the wage index such as the One-Time Wage
Index Classification, Section 508 of the Medicare Improvement and Modernization
Act (MIMA), the Wage Index Adjustment Reclassification Reform, Section 505 Of
MIMA; and the wage index changes in the final IPPS rule published August 11, 2004.
As opposed to the amendments published in the August 11, 2004 final rule, the
Centers for Medicare and Medicaid Services (CMS) should consider major reforms to
the Medicare wage index system since it does not fairly distribute the available funds
based upon the provider’s cost, labor market, and geographic location. In addition,
the data within the wage index is not based upon consistent data nationwide. The
Medicare wage index is the starting basis for the Medicare Inpatient Prospective
Payment System (IPPS). Since the Medicare wage index is budget neutral, alterations
to the wage index calculations result in the shift of dollars among IPPS facilities
nationwide. This shift not only impacts the base Medicare DRG, but also impacts the
Medicare Indirect Medical Education (IME) and Disproportionate Share (DSH).

Below please find detailed comments for your consideration. We appreciate
your review and consideration of our comments prior to the completion of the
final guidelines.

Postacute Care Transfer Issue: Expansion of Postacute Care Transfer Policy
from the Current 30 DRGs to 223 DRGs (Pages 23411-23424)

Proposed Rule: In this year’s proposed rule CMS indicated they conducted an
extensive analysis of the data on the number of postacute care transfers across all
DRG’s. As a result of this analysis, CMS believes that substantial revisions to the
criteria for including a DRG in the postacute care transfer policy is warranted.
Therefore, CMS is considering two options for revising current criteria. Option 11s
to include all DRGs in the postacute care transfer policy in order to provide consistent
treatment to all DRGs; and Option 2 that excludes DRGs that have a small number or
proportion of cases transferred to postacute care. Option 2, which is being formally
proposed by CMS, includes 223 DRGs that have a relatively high volume and a
relatively high proportion of postacute care utilization. CMS evaluated these 223
DRGs to determine common characteristics that were then used to develop new
proposed selection criteria for postacute care transfer cases. CMS is inviting
providers to comment on these two options.

Response: We do not support the expansion of the postacute care transfer
policy beyond its current level of 30 DRGs, nor do we support the change in
qualifying criteria. We urge CMS to withdraw both options discussed in this
proposal, as well as the proposed criteria change. While we recognize that section
1886(d)(5)(J)(iv) of the Act authorizes the Secretary to expand the postacute care
transfer policy beyond the initial 10 DRGs, it is not required to do so. We believe
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this proposed policy expansion limits clinical decision-making and penalizes
hospitals for providing the most appropriate care in the most appropriate setting.

The proposals to expand postacute care transfer policy to all 550 DRGs, or 223
DRGs, is contrary to the fundamental principles of the PPS system which is based on
the methodology of average payments with some stays greater than the geometric
length-of-stay (GLOS) and others less. Under both of these proposals, hospitals will
be financially penalized when the patient is discharged to a postacute setting with a
length-of-stay shorter than the average LOS. The elimination of potential margins on
the shorter stay cases penalizes hospitals, as there would be no offset to costs that
exceed the average on longer-stay cases. We also believe the annual recalibration of
DRG weights and average lengths-of stay reflects these postacute care transfers.

Qutlier Payment Threshold Issue: Increase in Fixed-Loss Cost OQutlier

Threshold (Pages 23469-23470)

Proposed Rule: The proposed rule would increase the fixed-loss cost threshold for
outlier payments to be equal to a case’s DRG payment plus any IME and DSH
payments, and any additional payments for new technologies, plus $26,675. The
threshold would be applicable for both operating and capital outlier payments. In FFY
2005, the threshold was the DRG payment plus any IME and DSH payments, plus
new technology payments, plus $25,800.

Response: The FFY 2006 proposed cost threshold is 3.4 percent higher than the level
in FFY 2005. Outlier payments are funded through a 5.1 percent reduction in the PPS
standardized payment amount. Consequently, CMS sets the outlier cost threshold at a
level that it believes will result in outlier payments that equal 5.1 percent of total
DRG payments. However, CMS estimates that outlier payments represented only 3.5
percent of total DRG payments in FFY 2004. Further, CMS believes that outlier
payments for FFY

2005 will be approximately 4.4 percent of actual total DRG payments, 0.7 percentage
point lower than the 5.1 percent projected in setting the FFY 2005 outlier threshold.
Because outlier payments were less than the 5.1 percent reduction to the standardized
amount, the result is less total Medicare payments to hospitals.

Considering that the outlier threshold was set 100 high during the last two years
resulting in total outlier payments that were less than the target of 5.1 percent of
operating payments, we believe your proposed FY 2006 outlier threshold should be
reevaluated. Tt is unclear whether the threshold should be further increased, or
potentially decreased for FFY 2006.

Graduate Medical Education — Direct GME Initial Residency Period (IRP)
Limitation: Simultaneous Match (Pages 23438-23440)

Proposed Rule: The proposed rule broadens the current CMS policy regarding
“simultaneous match”. In last year’s FY 2005 IPPS final rule, CMS stated that
effective for portions of cost reporting periods beginning on or after October 1, 2004,
if a hospital can document that a resident “simultaneously matched” for one year of
training in a particular specialty residency program and for a subsequent period of
training in a different speciaity program, the resident’s IRP will be determined based
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on the period of board eligibility associated with the second program. This proposed
rule broadens this CMS policy by allowing hospitals that can document that a resident
matched to an advanced residency program beginning in the second year prior to the
commencement of any training, the resident’s IRP will be determined based on the
advanced specialty, even if the resident had not matched for a clinical base year
program.

Response: This proposal would broaden the current CMS policy, which allows for
only “simultaneous match” situations. However, we believe that a much more
straightforward, and administratively less burdensome, solution is that for residents
whose first year of training is completed in a program that provides a general clinical
year of training, an IRP should be assigned based on the specialty the resident enters
in the second year of training, regardiess of when the resident matches to the
advanced specialty program.

Graduate Medical Education — New Teaching Hospitals Participation in
Medicare GME Affiliated Groups (Pages 23440 — 23441)

Under current regulations, existing teaching hospitals that meet specified criteria may
enter into Medicare GME affiliation agreements by which they combine their
respective resident caps and then redistribute them according to their agreement—
with the provision that the sum of the new caps cannot exceed the aggregate
combined cap. Currently, 42

C.F.R. §413.79(e)(1)(iv) specifies that new teaching hospitals that are located in
urban areas cannot be part of Medicare GME affiliated groups. New rural teaching
hospitals may enter into these agreements but only if the rural hospital provides
training for at least one-third of the FTE residents in all of the joint programs of the
affiliated hospitals.

CMS states that its rationale for the new teaching hospital provision is to prevent
“gaming” by current teaching hospitals that might encourage non-teaching hospitals
to become teaching hospitals, receive a resident cap, and then enter into a GME
affiliation agreement in which they would transfer many of their cap slots to the
existing teaching hospital. A more flexible standard is provided for new rural
teaching hospitals because rural hospitals may not have sufficient patient volume to
support residency training programs.

Proposed Rule: The proposed rule would allow new urban teaching hospitals to
enter into GME affiliation groups but only if there is a “positive adjustment” to 1ts
direct GME and/or IME cap; that is, the new teaching hospital’s revised cap pursuant
to the affiliated agreement must be higher than its base year cap.

Response: While we appreciate that a positive action has been made, we continue to
believe this policy is unnecessary. Hospitals do not decide to become teaching
institutions and go through the rigors of the accreditation process without extensive
thought and analysis. So the proposed recognition of only “positive adjustments™ in
an affiliation agreement for new urban teaching providers still seems excessively
restrictive, without allowing for unforeseen future circumstances. Therefore we
would urge CMS to alleviate their concerns by considering replacing the permanent
exclusion of negative adjustments for new urban teaching facilities with a temporary
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exclusion for the first three to five years. This would ultimately provide new urban
teaching facilities the same training program flexibility that is currently allowed new
rural teaching providers.

Graduate Medical Education — Resident Caps for Hospitals Changing
Geographic Status (Pages 23441-23443, and 23433-23434)

Currently, under the resident cap provisions, rural hospitals’ resident caps equal 130
percent of their base year (generally 1996) resident counts and their resident caps are
increased if the rural hospital starts a new residency program. These provisions do not
apply to urban teaching hospitals.

Proposed Rule: As a result of labor market definitional changes, some rural teaching
hospitals are now considered urban. Under the proposed rule, these hospitals would
retain their 130 percent cap determination, as well as any new program cap
expansions that occurred while they were classified as rural.

Also, urban hospitals that received cap increases for rural training track programs
may retain those increases even if the rural “track” has been re-designated as urban
due to new labor market definitions.

The situation is different for an urban hospital that had applied and been approved to
be reclassified as rural under section 1886(d)(8)(E) (codificd at 42 C.F.R. §412.103)
and then returns to being urban. First, according to CMS, urban hospitals that
reclassify to rural under this section may receive the rural cap adjustments (130
percent and new program expansions), but only for their IME cap. This is because
under the statute the reclassification affects only payments made under section
1886(d) of the Medicare statute. While IME payments are authorized under this
section, DGME payments are authorized under section 1886(h). Consequently, CMS
states that only the IME cap is affected by the change to rural status.

If the hospital subsequently rescinds its rural reclassification status and returns to
being urban, CMS proposes that the hospital would forfeit any IME cap adjustment
that it received during its rural status.

Response: CMS believes it is appropriate to allow rural hospitals that become urban
due to labor market definitional changes to retain permanently any upward cap
adjustments that occurred while they were considered rural because the labor market
changes were not within their control. This is in contrast to those urban hospitals that
voluntarily chose to change their status to rural under section 1886(d)(8)(E) and then
return to urban status. CMS is concerned that some hospitals would seek rural status
for a short period only to receive the upward cap adjustment. If this is the concern, it
seems that urban teaching hospitals that reclassify to rural status for a significant
period of time before returning to urban status (for example, 3-5 years), should be
permitted to retain any upward cap adjustments that occurred during the rural period.
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IME Adjustment - IME Adjustment for TEFRA Hospitals Converting to IPPS

Hospitals (Pages 23432 - 23433)

Proposed: CMS is proposing to adopt into regulation that a fiscal intermediary (FI}
will determine an IME FTE cap for TEFRA hospitals converting to IPPS, since no
IME count was originally required for exempt hospitals. So beginning with the
hospital’s payments under the TPPS, the FI will base the IME FTE count on residents
during the cost reporting period(s) used to determine the hospital’s direct GME FTE
Cap. The new IPPS hospital’s IME FTE cap would be subject to the same rules and
adjustments as any IPPS hospital’s IME FTE Cap per section § 412.105(f).

Response: While the proposed rule indicates its application to TEFRA hospitals that
convert to IPPS it does not state it’s applicability to excluded units that convert to
IPPS. We believe the same policy should apply, and that CMS should clarify this in
the final rules.

IME Adjustment — IME Resident Caps for Formerly Inpatient PPS-Excluded
Hospitals and Units

Proposed: CMS proposes that for PPS-excluded hospitals that subsequently become
subject to the inpatient PPS, the IME cap that will be established for them will equal
the resident count that was used to establish their DGME cap.

Response: If CMS ultimately chooses this option, we believe it also should be the
method for determining the IME cap for units. We believe a more appropriate
solution may be to incorporate the IME cap that CMS calculates as part of the
psychiatric and rehabilitation facility prospective payment systems. Under the
inpatient psychiatric facility (IPF) PPS, which includes an IME adjustment, an IME
cap is established based on the number of residents training in the IPF as reported by
the hospital or unit in its most recently filed cost report before November 15, 2004
(See IPF PPS Final Rule, 69 Fed. Reg. at 66955). If a psychiatric PPS-excluded
hospital or unit subsequently becomes subject to the inpatient acute care PPS, using
this same cap would maintain consistency across payment systems.

In the 2006 inpatient rehabilitation facility (IRF) proposed rule, CMS proposes that
an IME adjustment be added. It also proposes that an IRF resident cap be established,
based on the number of residents reported by the IRF on its most recent cost reporting
period on or before November 15, 2003. Depending upon the policies that are
determined in the 2006 IRF final rule, we believe consistency dictates that for those
IRFs, which lose or change their status and become subject to the acute care inpatient
PPS, the IME cap which should be utilized should be that which was used under IRF
PPS.

Wiage Index — Proposed Decrease to the Labor-Related Share (Pages 23391-
23394)

CMS defines labor-related share as the national average proportion of operating costs
that are related to, influenced by, or vary with local labor markets. We believe that
the operating cost categories that are related to, influenced by, or vary with local labor
markets are wages and salaries, fringe benefits, professional fees, contract labor, and
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Wage Index — Proposed Decrease to the Labor-Related Share (Pages 23391-
23394)

CMS defines labor-related share as the national average proportion of operating costs
that are related to, influenced by, or vary with local labor markets. We believe that
the operating cost categories that are related to, influenced by, or vary with local labor
markets are wages and salaries, fringe benefits, professional fees, contract labor, and
labor intensive services. Currently, for hospitals with wage indices above 1.0, the
labor telated share that is adjusted by the wage index is 71.1 percent. The labor share
for hospitals with wage indices less than 1.0 is 62 percent, as dictated by the
Medicare Modemization Act (MMA).

Proposed Rule: CMS proposes to decrease the labor related share from 71.1 percent
to 69.7 percent. Because of the MMA mandate, the labor share for hospitals with
wage indices below 1.0 will remain at 62 percent.

Response: As noted in our summary, major reforms should be considered to the
current Medicare wage index methodology as opposed to amendments to the current
system. However, absent sweeping changes in the Medicare wage index
methodology, in addition to decreasing the labor related share from 71.1 percent to
69.7 percent for hospitals with wage indices above 1.0, we request that CMS decrease
the labor related share from 62 percent to 50 percent for hospitals with wage indices
under 1.0.

Conclusion

We appreciate the opportunity to submit these comments on your proposed changes
to the Acute Care Hospital Inpatient Prospective Payment System for fiscal year
2006, and request that our concerns be considered before final regulations are
published.

If you have any questions regarding our comments please contact Christine
Lewandowski, Director of Reimbursement at (412) 647-2306.
Sincerely,

S L

Edward T. Karlovich
Chief Financial Officer
Academic and Community Hospitals

ce: P. Castillo
C. Lewandowski
T. Nigra
P. Stimmel
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Re:  File Code CMS-1500-P; Medicare Program; Proposed Changes to the Hospital Inpatient
Prospective Payment Systems and Fiscal Year 2006 Rates; Comments on New Technology Applications

Dear Dr. McClellan:

On behalf of Members of the New Jersey Congressional Delegation, we are pleased to submit comments on the
Fiscal Year (FY) 2006 Medicare hospital Inpatient Prospective Payment System (“IPPS”) proposed rule. In
particular, we wish to express our serious concerns about the Centers for Medicare and Medicaid Services’
(CMS) continued frustration of Congressional intent in implementing add-on payments for new technologies.

Congress established these add-on payments to encourage medical technology innovation; provide relief to
hospitals that take advantage of such innovation; and thereby ensure access 10 new technologies for Medicare
beneficiaries. While Congress gave CMS significant flexibility to design and structure the specifics of the add-
on payments, CMS’s unfortunate lack of consistency in implementing the law, and its narrow reading of it,
threatens to render the payments meaningless. The proposed denial of an add-on payment for the Trident®
Acetabular System for Hip Arthroplasty (Trident®) is an example of such inconsistency and narrowness of
interpretation.

Trident® holds the promise that younger, active Medicare beneficiaries who require hip replacements could
receive hip implants that would last for the rest of their lives, without the need for costly revisions after 10-1 5
years. It is the type of medical device Congress envisioned when it created add-on payments to guarantee
Medicare patient access to breakthrough technologies. We therefore urge CMS to fully reconsider Trident’s®
new technology application prior to drafting the final rule.

Background and Legislative History

To help compensate for the period of time during which medical procedure costs are not fully reflected in

Medicare’s data, and to ensure that Medicare patients have access to the latest medical technologies and

procedures, Congress created the Medicare inpatient new technology add-on payment as part of the “Medicare,

Medicaid, and SCHIP Benefits Improvement and Protection Act of 2000.” As implemented by CMS,

technologies receiving the add-on payment must meet the following criteria:

1) The technology must be “new” (according to CMS, a technology is deemed “new” during the two- to
three-year period immediately following its market introduction),

2) The existing Diagnosis Related Group (DRG) payment must not adequately reflect the costs of the new
technology, as determined by a formula (i.e., a charge threshold) developed by CMS; and

3) The technology must represent a “substantial improvement” in patient diagnosts or treatment over
existing technologies.

PRINTED ©N RECYCLED PAPER




Implementation of the Law

Since the inception of the add-on payments in FY 2003, only 26 applications have been filed. This is a
relatively low number, as CMS appropriately has set high standards for meeting the new technology definition,
including conducting randomized, controlled clinical trials to prove that the product is a “substantial
improvement” over existing technologies. However, despite the low number of applications filed, CMS has
approved only four of them. Of the eight new applications filed under this year’s proposed rule, none were
approved. CMS proposed to deny five applications and postponed decisions on the other three pending further
analysis prior io the final rule.

As stated above, while Congress gave CMS the flexibility necessary to implement the add-on payments,
Congress did intend for the payments to be used to encourage medical technology innovatiorn; provide relief to
hospitals that take advantage of such innovation; and ensure beneficiary access to new technologies.
Unfortunately, CMS’s lack of consisiency in implementing the law and narrow reading of it threaten to
undermine congressional intent.

CMS’s Preliminary Denial of an Add-On Payment for Trident®

In the FY 2006 IPPS proposed rule, CMS made a preliminary decision to deny an add -on payment for Trident®.
While it does not disagree with the applicant’s assessment that Trident® exceeds the charge threshold, CMS
argues that the technology is neither “new” nor a “substantial improvemen t” over existing technologies.

Determination of “New”

Since Trident® was available on the market in April 2003, CMS asserts that the product will fall outside of the
three-year “new” window halfway through FY 2006. However, on multiple other occasions in the past, CMS
has approved add-on payments for products when the “new™ cutoff date also fell halfway through the given
payment year. Last year, for example, CMS approved add-on payments for cardiac resynchronization therapy
with defibrillator (CRT-D). One of the CRT-D devices in question received Food and Drug Administration
(EDA) approval in May 2002. CMS deemed this device 1o be “new” since the FY 2005 add-on payment year
would represent the third year of the two-to-three year “new” window after the date of FDA approval.
Moreover, as CMS states in this year’s proposed rule, “We also noted that we would extend new technology
add-on payments for the entire FY 2005 even though the 2-3 year period of newness ended in May 2005 for
CRT-D since predictability is an important aspect of the prospective payment methodology and, therefore, we
believe it is appropriate to apply a consistent payment methodology for new technologies throughout the fiscal

Ty

year.

It is difficult io find a distinction between the timeframe at issue in the cas e of Trident® and the timeframe that
existed in the case of CRT-D. Trident® was available on the market in April 2003 and is being considered for
an FY 2006 add-on payment. As with the CRT-D device, Trident’s® two-to-three year period of newness
would end in the middle of the third and final year of eligibility for an add -on payment. Using CMS’s
interpretation of its own regulations, not only is Trident® still within the two -to-three period during which a
technology can be considered “new,” it is eligible for an add -on payment for the full fiscal year. Moreover, it is
puzzling that while CMS identifies predictability and consistency as “important aspect[s] of the prospective
payment methodology,” the agency does not apply these same principles to the way in which it counts the
months after FDA approval for every new technology application it evaluates.

Determination of “Substantial Improvement”
CMS additionaily asserts that Trident® represents only an “incremental advance™ over similar technologies,

despite the fact that there are no peer-reviewed, published studies about the increased longevity and decreased
wear allegedly produced by the “similar” products to which the agency alludes. Unlike these other products,

2




Trident® has been subjected to extensive randomized, controlled ¢ linical studies that meet the high standards for
evidence collection that CMS has set. It is inconsistent for CMS to set a gold standard for the quality of clinical
tria] design and data collection and then give a failing grad e to an add-on payment application that has met that
standard by comparing it to a product that has not.

If properly implemented, new technology add-on payments have the potential to harness the benefits of
breakthrough medical technologies for Medicare beneficiaries. A consistent and appropriate reading of the
statute would go a long way toward helping patients live longer, heatthier, and more productive lives.

We therefore strongly urge CMS to carefully reconsider Trident’s® application for a new technology add-on
payment before drafting the FY 2006 final IPPS rule. We look forward to your response.

Sincerely,

Aete -

Rep. Scott Garrett Rdp. Frank Pallone
Eep. Steve Rothman ep. Bob Menendez

Rep. Rush Holt

0 s St

Rep. Chris Smith ~

ThA Bt

Rep. Frank LoBiondo Rep. Bill Pascrell v

Rep. Rob Andrews
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Trident Hew Technology Add-Cn Appilcation &
CMS Response

Dear Dr. McClellan:

T oam writing in response 1o cME proposed rusing O deny an
add-on  payment for ceramic on ceramic nip prosthesls.
Ceramic bearing asurfaces offer the oppcrtunity to
potentially eliminate the need for future irevision; hip
crocedures.

I am experienced in total hip replacement surdery, having
~crved as president of the Hip Society and devoting the tax
majority of my practice cver the iast 37 vears 10O Surgery
ot the nip. I am personally disa ppeinted with the CM5’
croposed  ruling  TO deny new tech mology  2¢  an  add-on
assignment for tne Trident implant. I was o0& of the

initial investigators of the Trident impLant Ifor its FDA
study and have z5llowed patients clesely as te their

functional and radiographic outcomes. They <ontinue TO
enioy unl imited activities anad  no evidence ~f wezr,
migraticon or detericration. 1f it is the wisn of CM5 o
u]L1ma~e.y asslan the tTechnolcgy 5f ceramics te a higher
naying DRG, 1 would reconmend that change However, 1n the
inrerip, while charge data S peing gat“bred o suppert A
R4 reassignment, bthere neads to be an avenue for né:pltals




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

6-23-05
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to financially finance this new technclogy. Qur hospitals
w%%%ﬁgg'substantially underpaid for this rescurce intensive
hip arthroplastic technology. The advantages of the

ceramic on ceramic bearing are that the material has
undergone the scrutiny of an extensive prospective,
randomized control clinical study and the Trident study was
the first to be approved by the FDA.

In the proposed ruling I read there will be additicnal ICD-
9 codes to support two new DRG’s, so revisions total hip
and knee arthroplasty can be segmented from primary
arthroplasty. I support this in the hopes that revisions
will see better reimbursement as supported by the data used
to demonstrate the additional costs associated with
revision procedures. The primary goal of utilizing ceramic
on ceramic bearing surfaces 1in the younger patient
population fincluding the young and active Medicare
beneficiary} 1is to eliminate revisions procedures in the
future. The additional costs that result from revision
procedures, which CMS has correctly identified, could be
prevented if patients have access to ceramic on ceramic
technology.

CMS refers to other technologies on the market that gap the
improvement of ceramic bearings making the ceramic
technology an incremental advancement. I agree there are
other technologies that are on the market that show great
promise. I am very careful to balance the wuse of
technologies that show promise to those that have strong
peer reviewed published data. I am careful to review the
trial designs of «clinical studies to understand what
endpoints are analyzed and documented and do not see
clinical data today that would allow me to consider
comparing other bearing technologies to ceramic on ceramic.
This may change in the future, but for patients who are
young and active today, I feel they deserve products that
have been proven.




Mark McClellan, M.D., Ph.D.
6-23-05
{3)

I'm available for telephone or e-mail consultation should
you have questions in reference toO this letter.

Sincerely yours,

A

A7
L—:’r“{—"t ( JCL.-'L)«L,

Benjamin E. Bierbaum, M.D.

BEB:gs

bbierbaulcaregroup.harvard.

edu
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Re:  File Code CMS-1500-P; Medicare Program; Proposed Changes to the Hospital
Inpatient Prospective Payment Systems and Fiscal Year 2006 Rates; Comments on New
Technology Applications

Dear Dr. McClellan:

We are pleased to submit our comments on the provisions on New Technology
Applications in the fiscal year 2006 Medicare hospital inpatient prospective payment
system (IPPS) proposed rule. In the interests of Medicare beneficiaries’ access to a
breakthrough improvement in hip replacement technology and savings to the Medicare
program, we strongly urge you to reconsider CMS’s preliminary decision to deny new
technology add-on payments for the Trident Acetabular System for Hip Arthroplasty.

We believe that Trident hip replacements hold particular promise for younger,
active Medicare beneficiaries because the system utilizes a patented alumina ceramic-on-
ceramic bearing surface rather than metal-on-plastic or metal-on-metal surfaces.
Alumina is the hardest material next to diamond. The patented Trident design also
captures the ceramic insert in a titanium sleeve. Taken together, it is our understanding
that these innovations increase the strength of the ceramic insert by 50 percent over other
designs, make the device extremely hard and scratch resistant, produce better lubrication,
produce a low coefficient of friction and excellent wear resistance, result in no potential
for metal or ion release, and result in less alumina particle release, thus significantly
reducing the need for future hip replacements or revisions. It is our understanding that
these results, which demonstrate a substantial improvement over existing hip replacement
technologies, come from extensive randomized, controlled clinical studies that mect
CMS’s high standards for evidence collection.




It is our understanding that your agency’s denial of Trident’s add-on payment
application was based primarily on Trident’s having been on the market for just over two
years, which means that the two-to-three year timeframe when CMS considers a product
to be “new” would end halfway through FY 2006. It is our understanding, however, that
CMS has approved add-on payments for other technologies, such as a cardiac
resynchronization therapy with defibrillator (CRT-D), when their period of “newness”
also ended midyear. We would ask that CMS apply similar flexibility in Trident’s case.

We believe that in doing so, your agency would be living up to Congress’s intent
in establishing IPPS add-on payments—to ensure that Medicare beneficiaries would have
access to technologies that represent a significant improvement over existing
technologies, and in the case of Trident, may significantly reduce the need for and risks
associated with a second hip replacement or revision.

Enclosed please find a letter from Stryker detailing their concerns and requests.
We respectfully request that you review this letter and appreciate your immediate
consideration of this critical issue. Thank you for your attention to this matter. We look
forward to hearing from you.

Sincerely,

FRANK R'é. fAE;TENBERG %’ JON S. CORZINE ./




strvker®

325 Corporate Drive Orthopaedics
Mahwah, NJ 07430
t: 201 831 5000

June 16, 2005

Senator Frank R. Lautenberg
324 Hart Senate Office Building
Washington, DC 20510

Senator Jon S. Corzine
502 Hart Senate Office Building
Washington, DC 20510

Dear Senators Lautenberg and Corzine:

We are writing to you to express our serious concemns about the Centers for Medicare and Medicaid
Services’ (CMS) continued frustration of Congressional intent in implementing add-on payments for new
technologies under the Medicare Inpatient Prospective Payment System (“IPPS”). In its recently released
inpatient proposed rule, CMS proposes to deny an add-on payment for the Trident® Acetabular System
for Hip Arthroplasty (Trident®). CMS’s rationale for this proposed denial is a prime example of the way
in which the agency has inconsistently and narrowly interpreted the statutory language.

Trident® holds the promise that younger, active Medicare beneficiaries who require hip replacements
could receive hip implants that would last for the rest of their lives, without the need for costly revisions
after 10-15 years. It is the type of medical device Congress envisioned when it created add-on payments
to guarantee Medicare patient access to breakthrough technologies. We therefore urge you to ask CMS to
fully reconsider Trident’s® new technology application prior to drafting the final rule.

Background and Legislative History

To help compensate for the period of time during which medical procedure costs are not fully reflected in

Medicare’s data, and to ensure that Medicare patients have access to the latest medical technologies and

procedures, Congress created the Medicare inpatient new technology add-on payment as part of the

“Medicare, Medicaid, and SCHIP Benefits Improvement and Protection Act of 2000.” As implemented

by CMS, technologies receiving the add-on payment niust meet the following criteria:

1) The technology must be “new” (according to CMS, a technology is deemed “new” during the
two- to three-year period immediately following its market introduction);

2) The existing Diagnosis Related Group (DRG) payment must not adequately reflect the costs of
the new technology, as determined by a formula (i.e., a charge threshold) developed by CMS; and

3) The technology must represent a “substantial improvement” in patient diagnosis or treatment over
existing technologies.




Implementation of the Law

Since the inception of the add-on payments in FY 2003, only 26 applications have been filed. This is a
relatively low number, as CMS appropriately has set high standards for meeting the new technology
definition, including conducting randomized, controlled clinical trials to prove that the product is a
“substantial improvement” over existing technologies. However, despite the low numiber of applications
filed, CMS has approved only four of them. Of the eight new applications filed under this year’s
proposed rule, none were approved. CMS proposed to deny five applications and postponed decisions on
the other three pending further analysis prior to the final rule.

While Congress gave CMS the flexibility necessary to implement the add-on payments, Congress did
intend for the payments to be used to encourage medical technology innovation; provide relief to
hospitals that take advantage of such innovation; and ensure beneficiary access to new technologies.
Unfortunately, CMS’s lack of consistency in implementing the law and narrow reading of it threaten to
undermine congressional intent.

CMS?’s Preliminary Denial of an Add-On Payment for Trident®

In the FY 2006 IPPS proposed rule, CMS made a preliminary decision to deny an add-on payment for
Trident®. While it does not disagree with the applicant’s assessment that Trident® exceeds the charge
threshold, CMS argues that the technology is neither “new” mnor a “substantial improvement” over
existing technologies.

Determination of “New”

Since Trident® was available on the market in April 2003, CMS asserts that the product will fall outside
of the three-year “new” window halfway through FY 2006. However, on multiple other occasions in the
past, CMS has approved add-on payments for products when the “new” cutoff date also fell halfway
through the given payment year. Last year, for example, CMS approved add-on payments for cardiac
resynchronization therapy with defibrillator (CRT-D). One of the CRT-D devices in question received
Food and Drug Administration (FDA) approval in May 2002. CMS deemed this device to be “new” since
the FY 2005 add-on payment year would represent the third year of the two-to-three year “new” window
after the date of FDA approval. Moreover, as CMS states in this year’s proposed rule, “We also noted
that we would extend new technology add-on payments for the entire FY 2005 even though the 2-3 year
period of newness ended in May 2005 for CRT-D since predictability is an important aspect of the
prospective payment methodology and, therefore, we believe it is appropriate to apply a consistent
payment methodology for new technologies throughout the fiscal year.”

It is difficult to find a distinction between the timeframe at issue in the case of Trident® and the
timeframe that existed in the case of CRT-D. Trident® was available on the market in April 2003 and is
being considered for an FY 2006 add-on payment. As with the CRT-D device, Trident’s® two-to-three
year period of newness would end in the middle of the third and final year of eligibility for an add-on
payment. Using CMS’s interpretation of its own regulations, not only is Trident® still within the two-to-
three period during which a technology can be considered “new,” it is eligible for an add-on payment for
the full fiscal year. Moreover, it is puzzling that while CMS identifies predictability and consistency as
“important aspect[s) of the prospective payment methodology,” the agency does not apply these same
principles to the way in which it counts the months after FDA approval for every new technology
application it evaluates.




Determination of “Substantial Improvement”

CMS additionally asserts that Trident® represents only an “incremental advance” over similar
technologies, despite the fact that there are no peer-reviewed, published studies about the increased
longevity and decreased wear allegedly produced by the “similar” products to which the agency alludes.
Unlike these other products, Trident® has been subjected to extensive randomized, controlled clinical
studies that meet the high standards for evidenge collection that CMS has set. It is inconsistent for CMS
to set a gold standard for the quality of clinical trial design and data collection and then give a failing
grade to an add-on payment application that has met that standard by comparing it to a product that has
not.

If properly implemented, new technology add-on payments have the potential to harness the benefits of
breakthrough medical technologies for Medicare beneficiaries. A consistent and appropriate reading of
the statute would go a long way toward helping patients live longer, healthier, and more productive lives.
We therefore strongly urge you to request that CMS carefully reconsider Trident’s® application for a new
technology add-on payment before drafting the FY 2006 final IPPS rule.

Sincerely,
%,%:ES

Ned Lipes
Executive Vice President
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June 24, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention CMS-1500

Room 45-G

Hubert H. Humphrey Building

200 Independence Avenue, S.W.
Washington, D.C. 20201

Re: File Code: CMS-1500-P:
Geographic Reclassifications

Ladies and Gentlemen:

We welcome the opportunity to submit comments on the Hospital Inpatient
Prospective Payment System Proposed Rule for Fiscal Year 2006 on behalf of our client,
Evanston Northwestern Healthcare Corporation ("ENH"). ENH operates a multicampus hospital
in the northern Chicago suburbs with campuses in Evanston, Glenview, and Highland Park,
Ilinois.

ENH applauds CMS' proposed revisions to § 412.230 and urges CMS to adopt
these revisions in the final rule. As noted in the preamble, the CMS revisions provide an avenue
for individual campuses of multicampus hospitals that are assigned to a new wage area to apply
for reclassification. By permitting multicampus hospitals to submit a supplemental Form S-3,
CMS is affording multicampus hospitals the same right as all other hospitals to apply for
reclassification.

ENH believes that some clarification regarding the rule would be helpful.

M Effect of FY 2006 Reclassification

New § 412.230(d)(2)(iii) provides that a multicampus hospital that submitted an
application for reclassification for FY 2006 may use "composite wage data for the entire
multicampus hospital system as its hospital-specific data.” Generally, a hospital is granted
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reclassification for a three-year period. 42 C.FR. § 412.274. Please clarify that a decision to
grant the reclassification of an individual campus of a multicampus hospital for FY 2006 will
similarly be effective for a three-year period.

(2) Applications for Reclassification Beginning FY 2007

It appears that generally CMS requires a hospital secking reclassification
to submit wage data for the fiscal years 3-5 years prior to the fiscal year for which
reclassification is sought (e.g. reclassification applications for FY 2006 required wage data from
FYs 1999-2001). A multicampus hospital seeking reclassification for FY 2007 will likely be
required to submit wage data for FY's 2000-2002. A multicampus hospital that receives a three-
year reclassification beginning FY 2006 will have to refile for reclassification for FY 2009 and,
thus, will likely be required to submit a supplemental Form S-3 for FYs 2002-04. We suggest
that the final rule address the following questions:

¢ whether a multicampus hospital should begin submitting supplemental
Forms S-3 for prior years or wait until it anticipates filing an
application for reclassification, and

e whether a multicampus hospital that is granted reclassification should
begin filing supplemental Forms -3 annually with its cost report.

Again, ENH applauds the proposed revisions to § 412.230. Allowing
multicampus hospitals to submit a supplemental Form $-3 will permit individual campuses of
multicampus hospitals to apply for reclassification. This furthers Congressional intent in
establishing the administrative process for geographic reclassification to permit hospitals paying
higher wages to receive reimbursement commensurate with their higher wages.

Sincerely,

W hgn, Pletithy—

Marion Kristal Goldberg

DC:417868.10
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I recently read your ruling with respect to additional charges for r:ﬂ Sp‘ #)
hard on hard bearing surfaces and I feel there are some C; bty
very important points that should be considered and should il
E

be potentially modified.

Currently, the major cost to a hospital is for revision total hip surgery.
Under the current DRG reimbursements, the hospital loses a considerable
amount on each and every case that is a revision because of the low
reimbursement. 1 do not feel that needs to be changed, but we need

a system by which we can decrease the number of revisions being done,
particularly, since the population is aging, and more and more total hips are
being done, both at an earlier age and ina very active senior age group.

The number of revisions without the ability to insert the hard on hard
bearing surfaces, which would put the hospital on a significant disadvantage
particularly in the current climate that is very tight with respect to profit
margins and ability to continue to operate successfully with the current
reimbursement that is available.  Hospitals now operate on a very small
percentage of profit margin to 2% to 3%. Any loss items become a concern
for the hospital.

We also have the hospital looking at what the patients are receiving in their hip.

If there is a cost variation on a current total hip with a better bearing surface,

the hospital is reluctant to approve the procedure. Frequently, they will deny the
surgeon from placing a hard on hard bearing surface to accommodate a patient that
is very young or active.  This would mean a revision later on and another loss to the
hospital that is even more significant than the original cost of the bearing surfaces.

WWW.MICHIGANORTHOPEDICSPECIALISTS.COM
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I think this is a very significant reason to consider. The hospital should have

a premium on having the hard on hard bearing surfaces put in the younger patients

and seniors that are very active with a longer life expectancy. This should decrease the
number of revisions and ultimately would be a cost savings. It would also atlow

the physician to continue to make choices based on patients and not economics which I
find distasteful.

I would hope you would reconsider your decision and allow us to look at a premium charge.
We do appreciate the fact that you have allowed us to now do tracking which in time will
prove with ICD 9 codes, that these will last longer and be more successful than the current
bearing technology we have.

Sincerely,

S b M

Lawrence G. Morawa, MD
LGM:amh
LGM:
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Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW / (aﬂ [: 3

Washington, DC 20201 Mt

Re:  Medicare Program; Proposed Changes to the Hospital Inpatient Prospective Payment .
' - Systems and Fiscal Year 2006 Rates; CMS-1500-P; Proposed Rule; 70 Fed. Reg. 23,306 et
seq. (May 4, 2005).

Dear Sir or Madam:

Please accept these comments from the 50 hospitals that comprise the Section 508 Hospital
Coalition regarding Geographic Reclassifications, and specifically the timing and duration of our
special wage index reclassifications.

Under Section 508 of the Medicare Modernization Act (“MMA”), hospitals that qualified for wage
index reclassification are reclassified for the period April 1, 2004 through March 31, 2007. Most of
the hospitals that qualified for reclassification under Section 508 cannot otherwise qualify for wage
index reclassification, and their pending reclassifications will expire March 31, 2007, unless
Congress takes action to extend their reclassifications. However, some hospitals that qualified for
reclassification under Section 508 can qualify for wage index geographic reclassification under one
of the opportunities available through 42 C.F.R. Part 412, Subpart L. These hospitals need CMS to
clarify when they should apply for reclassification under a Subpart L opportunity.

Specifically, CMS needs to direct us as to whether we should apply in September 2005 or
September 2006, and when reclassification requests made during one of these reclassification cycles
will become effective. We propose that CMS resolve this matter by allowing Section 508 hospitals
to apply either September 1, 2005 or September 1, 2006 for a reclassification to be effective
beginning April 1, 2007. CMS should likewise make reclassifications sought under this exception
effective for 2.5 years, rather than the usual 3 years, o as to return these hospitals back to the usual
reclassification cycle. '

This clarification is necessary because our pending reclassifications will expire in the middle of a
federal fiscal year, on March 31, 2007. Unless CMS establishes an accommodation for Section 508
hospitals, we will be confronted with a difficult dilemma. If we apply September 1, 2005 for
reclassification to be effective October 1, 2006, we may be forced to forfeit six months worth of our
Section 508 reclassification (i.e., for the period October 1, 2006 through March 31, 2007). If we
apply September 1, 2006 for reclassifications to be effective October 1, 2007, we will be without a
reclassification for the six months between March 31, 2007, when our Section 508 reclassifications
expire, and October 1, 2007, when our new Subpart L reclassifications activate. Both outcomes

WDCS9 1098262-2.072924.001 1




carry significant financial consequences, and neither is practical. We urge CMS to implement a
solution that does not force us to make this difficult choice, and which provides us with the full
benefit of our Section 508 reclassification, as intended by Congress.

In enacting Section 508, Congress demonstrated a determination that the eligible hospitals suffered
from inequitable wage index classifications, and needed extraordinary assistance to rectify our
various situations. Congress clearly intended to extend this assistance for three years. Congress
likewise was fully aware that some hospitals eligible for Section 508 reclassification could also
qualify for reclassification under existing Subpart L opportunities. CMS appropriately reflected this
congressional intent when it made clear that hospitals qualifying under criteria described in sections
2(a), 2(b), 2(f)(3), and 2(g) of the One-time Appeal Process would not be precluded from qualifying
on the ground that they had an existing reclassification. Congress could not have intended for these
hospitals to be confronted with either forfeiting six months of Section 508 reclassification or six

. months ofany reclassification: Rather, Congress clearly wanted hospitals that could qualify for
Section 508 and Subpart L reclassification to have thrée years of benefit from Section 508, and to
then return to their status quo ante position without significant disruption. If CMS were to now not
adequately accommodate Section 508 hospitals that can qualify under Subpart L opportunities, the
Agency would be disregarding clear congressional intent.

Please contact Eric Zimmerman at 202.756.8148 or ezimmerman(@mwe.com if you have any
questions regarding this important matter.

Sincerely,

Bridgeport Hospital, Bridgeport, CT

Griffin Hospital, Derby, CT

Hospital of St. Raphael, New Haven, CT

John Dempsey Hospital-University of
Connecticut, Farmington, CT

Covenant Medical Center, Waterloo, [A

Mercy Medical Center — North lowa, Mason
City, IA

Berkshire Medical Center, Pittsfield, MA

Alpena General Hospital, Alpena, MI

Bon Secours Hospital, Grosse Point, MI

Botsford General Hosp, Farmington Hills, MI

Cottage Hospital, Grosse Point Farms, MI

Detroit Receiving Hospital, Detroit, M1

Harper University Hospital, Detroit, MI

Henry Ford Hospital, Detroit, MI

Henry Ford Wyandotte, Wyandotte, MI

Huron Valley-Sinai Hospital, Commerce
Township, MI

Oakwood Heritage Hospital, ML

Oakwood Hospital, Detroit, MI

Oakwood Southshore Medical Center, Trenton,
Ml

Providence Hospital, Southfield, Ml

Sinai-Grace Hospital, Detroit, MI

St. John Detroit Riverview Hospital, Detroit, MI

St. John Hospital & Medical Center, Detroit, Ml

St. John Oakland Hospital, Warren, M
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MidState Medical Center, Meriden, CT

St. Mary's Hospital, Waterbury, CT

St. Vincent's Medical Center, Bridgeport, CT

Waterbury Hospital, Waterbury, CT

Yale-New Haven Hospital, New Haven, CT

St. Joseph Mercy Oakland, Pontiac, MI

W_A. Foote Memorial Hospital, Jackson, MI

William Beaumont Hospital, Royal Oak, MI

William Beaumont Hospital, Troy, MI

Hackettstown Comm. Hosp., Hackettstown, NJ

St. Clare's — Sussex, Sussex, NJ

St. Clare's Hospital — Denville, Denville, N¥

Warren Hospital, Phillipsburg, NJ

North Shore University Hospital, Manhasset,
NY

Memorial Mission Hospital, Asheville, NC

Trinity Hospitals, Minot, ND

Bay Area Hospital, Coos Bay, OR

The Bloomsburg Hospital, Bloomsburg, PA

Community Medical Center, Scranton, PA

Geisinger Wyoming Valley Medical Center,
Wilkes-Barre, PA

Mercy Hospital Scranton, Scranton, PA

United Regional Health System, Wichita Falls,
TX

Carilion Medical Center, Roanoke, VA

Norton Community Hospital, Norton, VA
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Administrator S m w\

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445 G '

200 Independence Avenue, SW
Washington, DC 20201

RE: Proposed Rule, Hospital Inpatient Prospective Payment System for FY 2006
Dear Dr. McClellan:

We are writing today to express our opposition to the proposed inpatient hospital
rule that would prevent most Critical Access Hospitals (CAHs) from rebuilding their
facilities more than 250 yards from their current location.

As of January 1, 2006, section 405 of the Medicare Modernization Act
discontinues the "necessary provider" status option, which allows states to waive the
location requirement of the CAH program. CAHs that are designated necessary
providers could be in jeopardy of losing their CAH status if the changes, which are
included in the fiscal year 2006 proposed inpatient PPS rule, are implemented. The
proposal would essentially bar any CAH with necessary provider status from rebuilding
its facilities anywhere other than its current location unless the project was under
development before December 8, 2003. While we understand the need to maintain CAH
facilities in specific service areas, we believe the 250-yard rule is arbitrary and should be
replaced with a more flexible rule that allows hospitals to modernize.

CAHs are the sole providers of inpatient acute-care services and offer outpatient
and long-term care services in their communities. CAH status has afforded these
hospitals with an effective reimbursement system that, in many cases, has maintained
access o essential services for rural Americans. Loss of CAH status will force many of
them to close or reduce essential services.

Many of these CAHs were not able to rebuild facilities prior to gaining CAH
status. The older buildings they occupy need to be improved to reflect current hospital
practices in modern facilities. Without more flexibility to upgrade facilities, improve
quality, and occupational safety, we believe CAHs will not be able to offer patients the
quality care they deserve.
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The law explicitly grandfathers existing CAH programs with construction projects
under development before December 8, 2003. We believe CMS should consider other
options that allow more flexibility for CAHs that did not meet this deadline. Maintaining
the current 250-yard requirement is not appropriate to meet the needs of CAHs or the
patients they serve. Necessary provider CAHs should be allowed to relocate as
appropriate to improve the care of their communities. We urge CMS to remove the
proposed restrictive requirements and establish reasonable criteria to ensure that the
hospitals are moving within their services areas.

Sincerely,
ﬁuﬂmﬁéﬂg
TOM HARKIN PAT ROBERTS
United States Senator United States Senator

UCK HAGEL

United States Senator
a— (A HWr——

NORM COLEMAN

Zm Senator

RICK SANTORUM
United States Senator

KEN SALAZAR
United States Senator

MARK DAYTON 4 RUSS FEINGOLD s
United States Senator United States Senator
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TIM JOHN
United States Senator

CARLLEV
United States Sen.

JOHN THUNE -
Unjte States Senator

HERB KOHL

United States Senator

N DORGAN
United States Senator
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Mark B. McClellan, M.D., Ph.D. . / 5
Administrator /f“i'b 6r
Centers for Medicare and Medicaid Services Q D ‘\,

Hubert H. Humphrey Building & CL

Room 445-G

200 Independence Ave, SW
Washington DC 20201

Re: File Code-1500-P
Dear Administrator McClellan:

Aurora Health Care welcomes the opportunity to comment on the Centers for Medicare
and Medicaid Services proposed rule entitled “Medicare Program; Proposed Changes to
the Hospital Inpatient Prospective Payment Systems and Fiscal Year 2006 rates.” 42CFR
Parts 405, 412, 413, 415, 419, 422, and 485.

Our letter comments on the proposed expansion of the Post Acute Care transfer rule,
reduction of the labor related share of the PPS rate, and the submission of quality data.

Post-acute Care Transfers

Aurora Health Care is opposed to the expansion of the post-acute Care transfer policy
from 30 to 223 DRG’s based upon the expansion of the criteria of the DRG’s eligible to
be paid under the post-acute care transfer policy.

Such a policy penalizes the hospitals that ensure Medicare patients receive treatment in
the most appropriate setting. This proposal also undercuts the fundamental principle of
the Prospective Payment System, which is that some cases will cost more than the DRG
payment, while others will cost less, but overall the payment should be adequate. It is
also important to recognize that there are cost reductions with transfetring patients to a
post-acute care setting, due to the patient being in a lower cost setting, and the reduction
in the DRG payment through a lower length of stay, which will lower the DRG payment
through the recalibration process.

Labor Related Share

Aurora Health Care is opposed to the reduction of the labor related share of the DRG
payment from 71.3% to 69.73% for labor areas with a wage index above 1.00. This
would unfairly reduce the payment for high cost labor areas when the labor areas with a




wage index below 1.00 continue to benefit from public law 108-173 amended sections
1886(d)(3)(E), which sets their labor related portion at 62%.

Hospital Quality Data

Processes for data submission and validation

The ability of hospitals and their vendors to comply with the requirements for timely and
accurate data is challenged by miscommunication, technical ambiguities, and other
issues. The final 2006 Inpatient PPS rule should establish clear documentation guidelines
and clearer communication to clear up problems hospitals may be having with their data
submissions. We also believe that hospitals should not be penalized when CMS and the
Quality Improvement Organizations technical issues hinder the hospitals ability to meet
specific data requirements. Below are the guidelines we believe need to be established for
hospital data submissions.

e An explicit step by step process needs to be established for data submission. This
would include exact specifications, edits or audits to be applied, and other related
information. CMS should communicate any changes to file requirements no less
than 120 days prior to the effective date. No changes should be allowed once the
data submission quarter has begun. This would put the process integrity at risk.

e For greater reporting accuracy, we believe that a test process for validating data
file submissions needs to be established. Hospitals and vendors should be
supplied with a test file in the appropriate format for internal verification prior to
testing a submission. The process should permit submission of test files to verify
formats, accuracy of data calculations, and other audit criteria related to the
submission. This processes should be permitted each time changes in data
submission or measure specifications are prescribed.

e In the proposed rule there is no mention of a minimum sample size for hospitals
that elect to sample. Consequently, if hospitals that do not sample elect to submit
all of their qualifying cases for a study and three got rejected, will they still meet
the data requirements, or must such hospitals correct the case errors so that every
one gets into the data warehouse? Under our understanding, these hospitals do not
have to correct the errors, just as long as such hospitals have met the minimum
number of cases required by the JCAHO/CMS sampling requirements.

e An explicit step-by step validation process should be established including clear
definitions, all applicable skip logic, all edits or audits to be applied, and other
related information. Hospitals must know exactly what is being validated so they
can adhere to the specifications during the data collection process. Under the
current process, by the time hospitals receive feedback on one quarters validation,
they have already moved on to the next quarters data collection, and cannot make
any changes quickly enough to impact the next quarter. If the validation specs and
requirements were clear and well documented, hospitals could be proactive in




their data submissions. Any changes must be communicated clearly and within a
sufficient timeframe in order for the hospitals to react and change their processes.
We propose that modifications to the technical processes be published at least 120
days prior to the effective date.

e Aurora Health Care believes that the validation process should incorporate only
data associated with the ten specified measures. Under the current system, a
hospital that submits multiple data sets may have an overall quality score of 80%,
however, if errors occur more frequently in the subset required for the annual
payment update, the quality of such data may be much lower. In this way,
payments risk being based upon inconsistent calculations and inaccurate data.

e Hospitals should be notified of any validation rule changes at least 120 days prior
to the hospital data extraction period. The validation rules applied by CMS as of
June 6, 2005 were applied retroactive to the July — September 2004 data. CMS
validated the three test LDL measures for the AMI clinical focus group.
Consequently, hospitals are receiving mismatches for not collecting this optional
data. The validation document for the July 1, 2004 discharges was dated April 29,
2005. Since this data was submitted at the end of January, 2005, the hospitals did
not have any time to make the appropriate change.

e Under the proposed rule, hospitals are only allowed 10 days to appeal its
validation. However, CMS failed to specify whether the reference is 10 calendar
or business days. We believe that neither is sufficient time for hospitals to
respond. Therefore we are proposing to allow hospitals 30 calendar days to appeal
their validation findings.

e Communication relating to the “data reporting for annual updates” provision of
the Medicare drug law (MMA) has been inconsistent across the country. We
believe that all communication and directives regarding this initiative should be
centralized and disseminated to all stakeholders (hospitals, vendors, and QIO’s)
simultaneously. Such a strategy would simplify and standardize message
generation. It would eliminate the confusion and often contradictory
communication typical of the current process, which requires the QIO to interpret
communication before forwarding it to the hospitals.

Aurora Health Care appreciates the opportunity to comment on the 2006 IPPS proposed
rules. Should you have any questions regarding this letter, please feel free to call me at
414-647-6445 or Steve Kowske at 414-647-3429.

Sincerely,
Paul Nannis

Vice President, Government and Community Relations
Aurora Health Care
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DePuy Spine, Inc.
325 Paramount Dyive
Raynham, MA 02767-0350 USA

Toll Free Customer Service: +1(800) 227-6633
Toll Free Receptionist: +1(800} 365-6633
Direct Receptionist: +1{508) 880-8100
Fax. +1{508) 828-8122

NT 0 Helder
Honorable Mark B. McClellan, M., Ph.D. F} arisde;
Administrator wq ( .

Centers for Medicare and Medicaid Services .

Room 445-G .
Hubert H, Humphrey Building Tt Jo
200 Independence Avenue, SW

Washington, DC 20201

June 22, 2005

SENT VIA FED EX
Dear Dr. McClellan:

RE: File Code CMS-1500-P: Comments to the Proposed Rule Published on MAY 4, 2005 For
the CHARITE™ Artificial Disc New Technology Add-On Payment Application

DePuy Spine is an operating company of DePuy, Inc., a Johnson & Johnson company, one of the
world’s leading designers, manufactures and suppliers of orthopaedic devices and supplies. We are
known throughout the medical world for the development, manufacture, and marketing of innovative
solutions for a wide range of spinal pathologies. We are pleased to have the opportunity to provide
comments conceming the new technology add-on payment for the CHARITE™ Artificial Disc and
appreciate CMS’s efforls to continue to review the application based on public comments and
continued analysis.

There are three criteria that CMS requires in order to satisfy the new technology add-on payment:
newness, cost and substantial clinical improvement over existing technology. CHARITE™ Artificial
Disc meets these criteria and therefore qualifies for the add-on payment or for reassignment to the
spinal fusion DRGs 497 and 498 that are more similar from a clinical and cost perspective than the
current DRGs to which the CHARITE Artificial Disc is assigned.

Section 1886(d)(5)}K) of the Social Security Act states that that prior to establishing an add-on
payment for a new medical service or technology the agency "chall seek to identify one or more
diagnosis related groups associated with such technology, based on similar clinical or anatomical
characteristics and the cost of the technology. Within such groups the Secretary shall assign an
eligible new technology into a diagnosis related group where the average costs of care most closely
approximate the costs of care using the new technology.”

CMS Comments 2006 IP Final Rule Final l1of8 June 22, 2005




As clearly supported by the 308 cases of hospitals claims for cases involving the CHARITE Artificial
Disc submitted as part of this application, the hospital resources involved with the

Artificial Disc technology are most closely comparable to those in DRGs 497 and 498, The Proposed
Rule would reimburse hospitals for spinal fusions at a significant premium over spinal disc prosthesis
- & 162% premium for comparable cases with complications and co-morbidities (CC) and a 208%
premium for the non-CC cases. CMS should act in the Final Rule to remove this economic
disincentive to use the CHARITE Artificial Disc technology either through a temporary DRG
reassignment Or a new technology add-on payment.

We will specifically comment on each of these criterion and provide updated information that will
address the concerns raised in the Proposed Rule: 1) whether CHARITE™ represents a substantial
clinical improvement over spinal fusion, 2) would the Medicare population be contraindicated due to
osteoporosis and 3) would the clinical results cited from the IDE study be generalized for the Medicare
population, since the study did not enroll patients over 60 years of age.

Newness Criterion

On October 26, 2004, the FDA approved the CHARITE™ for single level spinal arthroplasty in
skeletally mature patients with deggnerativc disc disease (DDD) between L4 and S1. In_the Propesed
e. CMS stated that CHARITE™ Artificial Disc meets the newness criterion.

Rule,

Cost Criterion

To qualify for a new technology add-on payment, the technology or service must result in average
charges for cases using the technology in excess of the lesser of 75 percent of the standardized amount
increased to reflect the difference between costs and charges or 75 percent of 1 standard deviation
beyond the geometric mean standardized charge for all cases in the DRGs to which the new
technology is assigned. CMS published the threshold charges in Table 10 of the Proposed Rule.
Based on actual claims data that assigns ICD-9 Procedure Code 84.65, the CHARITE Anificial Disc
maps to DRGs 499/500. The thresholds for DRGs 499 and 500 are $24,828 and $17,299 respectively.

DePuy Spine engaged two independent consulting firms to collect and analyze hospital claims for the
CHARITE Artificial Disc. Both consultants confirmed that the DRG threshold is exceeded for the
New Technology Add-On Application. Also, the results of the projects confirmed that a more
appropriate DRG assignment for the CHARITE technology is DRGs 497/498.

The results from the two sources indicate that the mean standardized charge for 308 cases substantially
exceeds the relevant new technology threshold (Table 1):

Table 1 — Charges and Standardized Charges for CHARITE Artificial Disc

Direct Research Navigant Consulting Total
Total Claims 94 214 308
Medicare 3 6 9
Percent Medicare 3.0% 2.8% 3.0%
Average Standardized Charge $43,065 $45,791
DRG 499 Threshold $24,828 $24,828
Amount in Excess of Threshold $18,237 $20,963

CMS Comments 2006 TP Final Rule Final 20of8 June 22, 2005




In addition to the standardized charge analysis, the consultants determined that:

1) there are more than enough claims to provide adequate statistical precision

2) charges from the CHARITE implant hospitals appear o be typical of charges from all US
hospitals

3) as requested by CMS, substituting the CHARITE supply charges to the MedPAR supply charges
demonstrates that the mean standardized charges substantially exceeds the relevant DRG threshold

4) an alternative analysis excluding outliers also demonstrates that the mean standardized charges
substantially exceeds the relevant DRG threshold

5) there is significant geographic variation in both the distribution of participating hospitals and in
the distribution of claims

Conclusion on Cost Criterion

Based on several different methodologies to analyze the charge data. it has been demonstrated
that the CHARIT Artificial Disc procedure meets the cost thresholds criterion established b
CMS for new technology add-on payments. A detailed analysis is provided in Appendix A and B.

Appendix A: Memorandum from Christopher Hogan, Direct Research, LLC, June 2, 2005.
Appendix B: Final Report, CHARITE Artificial Disc Reimbursement Analysis New Technology
Add-On Payment, June 13, 2005, Prepared by Navigant Consulting, Inc.

Substantial Clinical Improvement Over Existing Technology Criterion

Published Peer-Reviewed Articles

The FDA approval for the CHARITE Artificial Disc was issued on October 26, 2004, Two months
later, DePuy Spine filed the application and tracking form to qualify for the new technology add-on
payment. At that time, the pivotal study publications were pending approval from Spine and the
published evidence supporting substantial clinical improvement over the existing technology was
somewhat limited. On May 4, 2005, CMS commented in the Proposed Rule that they would continue
to review the information on whether the CHARITE Artificial Disc represents a substantial clinical
improvement over existing technology for certain patient population. The following two new articles
will be published in Spine on July 15, 2005 and will add substantially to a better understanding of the
clinical improvement criterion.

= Blumenthal et al. “A Prospective, Randomized, Multi-Center FDA IDE Study of Lumbar Total
Disc Replacement with the CHARITE Artificial Disc vs. Lumbar Fusion: Part I — Evaluation of
Clinical Qutcomes.”

=  McAfeeet al. “A Prospective, Randomized, Multi-Center FDA IDE Study of Lumbar Total Disc
Replacement with the CHARIT E Artificial Disc vs. Lumbar Fusion: Part II — Evaluation of
Radiographic Outcomes and Correlation of Surgical Technique Accuracy with Clinical
Outcomes.”

A summary of the conclusions drawn from Part 1 — Evaluation of Clinical Outcomes and Pant 1I -
Evaluation of Radiographic Outcomes and Correlation of Surgical Technique Accuracy with Clinical
Outcomes are as follows:

CMS Comments 2006 IP Final Rule Final 3of8 June 22, 2005
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»  The CHARITE Artificial Disc obviates the iliac crest bone graft donor site morbidity. 18.2 % of
the control subjects experienced pain at the donor site.

«  The CHARITE Artificial Disc preserves segmental motion in flexion/extension through 24 months
post implantation.

» The CHARITE Artificial Disc provided superior maintenance of post-operative disc height
through 24 months compared to anterior interbody fusion; disc space height was maintained in
greater than 99% of CHARITE Artificial Disc subjects through 24 months follow-up.

» By maintaining motion, CHARITE has the potential to reduce second surgical procedures for
adjacent disc disease. We intend to investigate this possibility further.

s  The CHARITE Artificial Disc providés superior carly improvement in pain and function as
measured by the Oswestry Disability Index compared to anterior interbody fusion at 6 wecks, 3
months, 6 months and 12 months.

s  The CHARITE Artificial Disc provides superior improvement in pain reduction measured by
Visual Analog Scale compared to anterior interbody fusion at 6 weeks, 3 meonths, 6 months and 12
months.

» The CHARITE Artificial Disc provides superior improvement in quality of life on the Physical
Component Score (PCS) of the SF-36 outcome tool at 3 months, 6 months and 24 months.

Appendix C: Summary of Substantial Clinical Improvements in the IDE Study
IDE Study Results — Clinical Evidence for the Medicare Population

Since the IDE study did not enroll patients over the age of 60 years old, CMS is interested in knowing
whether or not the results from the IDE study can be generalized to the Medicare population. To
address this issue, DePuy Spine engaged Navigant Consulting, Inc. to conduct a survey to capture
important clinical information related to the Medicare 265 years old and the Medicare Disabled
populations that were implanted with the CHARITE Artificial Disc. Both populations are statutorily
covered by Medicare.

The result of this series of 18 Medicare beneficiaries provides evidence that the CHARITE Artificial
Disc is not only applicable to this population, but the clinical outcomes are similar to those reported in
the IDE study. The surgeons reported that 94.4% of the patients demonstrated improvement in all
three categories: overall outcome, pain and function after CHARITE implantation. The surgeons also
noted that 100% of the patients reported an improved level of activity: 50% achieved full recovery,
while 50% achieved an improved level of activity when compared to their pre-operative status.
Finally, 100% of the surgeons recommended CHARIT £ Artificial Disc for other Medicare patients
who meet the clinical indications.

Conclusion on Substantial Clinical Improvement Criterion
As noted in the Proposed Rule, Page 23354, Section 412.87(b)(1) of the CMS regulations “provides
that a new technology is an appropriate candidate for an additional payment when it represents an

advance in medical technology that substantislly improves, relative to technologies previously
available, the diagnosis or treatment of Medicare beneficiaries.” The combination of the results from
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the IDE study and the surveys demonstrate to CMS that there are substantial clinical improvements
that the CHARITE Artificial Disc offers over a fusion procedure, including Medicare beneficiaries.

Appendix D: Final Report, CHARITE Artificial Disc Medicare Patient Outcome Analysis New
Technology Add-On Payment, June 22, 2005, Prepared by Navigant Consulting, Inc.

Contraindication of Osteoporosis

CMS requested comments in the Proposed Rule regarding the contraindication for osteoporosis, noting
that this is quite common in the Medicare population.

As indicated in the FDA Summary of Safety and Effectiveness, OSLeOpOrosis 1s a contraindication for
the CHARITE Artificial Disc procedure. While the prevalence of osteoporosis is expected to be
higher in the older age group of Medicare patients, implanting surgeons report seeing many patients
over the age of 65 who are extremely active and do not have any signs osteoporosis, as validated by a

Dexascan.

There is also supporting evidence in the European Jiterature that addresses osteoporosis. J.P. Lemaire'
reports on the radiological results in his series of 100 patients; 41 men and 59 women. Although,
“sixteen of the wornen are currently menopausal” thereby putting them at higher risk for osteoporosis,
“no radiological signs of osteoporosis have been noted.”

It is also worth noting that osteoporosis is a contraindication for some spinal fusion devices and a
precaution for others. The Contraindications Section for the Brantigan I'F Cage states that “severe
osteoporosis may prevent adequate fixation and thus preclude the use of this or any other orthopaedic
implant...The decision whether to use these devices in such condition must be made by the physician
taking into account the risks versus the benefits to the patient.” While we agree that osteoporosis 18
more prevalent in the Medicare population than the population as a whole, Medicare should not deny a
new technology add-on payment on the basis that the technology is not appropriate for every Medicare
beneficiary who needs disc surgery. Package insert enclosed.

Medicare Disabled Beneficiaries

The findings from the clinical survey performed by Navigant Consulting indicate the majority of the
Medicare patients that have been implanted with the CHARIT E Artificial Disc to date have been
disabled beneficiaries. We believe that Medicare patients with disabilities are most likely to benefit
from CHARITE Artificial Disc, at least in the initial early years of the product’s introduction. The
disabled population, which represents approximately 14% of all Medicare patients or five million
individuals, could benefit from the significant clinical improvements offered by the CHARITE
technology.

We note that disabled patients represent a significant portion of all Medicare patients currently
receiving spinal fusion treatments. As exhibited in Table 2 below, 21,286 disabled patients or 21.8%
of ali discharges in DRGs 496, 497 and 498 received a spinal fusion procedure in FY 2004. It is likely
that 2 significant number of these patients could benefit from the CHARITE Artificial Disc procedure
as well. CMS should act to improve the DRG reimbursement for this procedure so that hospitals do
not have an economic disincentive to provide the technology 1o this important segment of the

! Lemaire JP. SB Charité IlI intervertebral disc prosthesis: biomechanical, clinical, and radiological correlations
with a series of 100 cases over a follow-up of more than 10 years. Rachis [French] 2002; 14:271-85.
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Medicare population.

We also note, that despite the contraindication or precaution of osteoporosi

fusions, there were nearly 98,000 fusion procedures performed in FY2004.
Table 2: Disabled Patients Represent Over 20% of Total Spinal Fusion Discharges in FY 2004
MedPAR
Disabled
DRG 'Aged Beneficiaries Beneficiaries ESRD TOTAL
496 24,439 6,708 20 31,167
497 37,210 10,028 39 47,2717
498 14,766 4,550 ) 19,317
Total 76,415 21,286 60 97,761
Discharges
% of Total 78.2% 21.8% 0.1% 100%
Fusion Cases

Consistent Application of Standards of Evidence

InNFUSE™, Bone Morphogenetic Protein, for spinal fusions was approved by the FDA for use on Jul
2, 2002 and became available on the market jmmediately thereafter. Similar to the CHARI‘I%
Artificial Disc application, CMS evaluated whether or not INFUSE™ qualified as a substantial clinical
improvement over the current technology, spinal fusion. Among the issues CMS considered were:
does avoiding the complications associated with the iliac crest bone harvesting procedure constitute a
clinical improvement; and, with the increased rate of osteoarthritis and osteoporosis in the Medicare
population, is there evidence that the technology represents a substantial clinical improvement in
spinal fusions among this population?

In the August 1, 2003 IPPS final rule (68 FR 45388), CMS approved mFUSE™ for add-on payments,
effective for FY2004. CMS received 2 small series of Medicare-aged patients treated with InFUSE™
and acknowledged that there was some positive, though limited, evidence for generalized application
for the Medicare population. “These results, combined with the benefits of the elimination of the need
to harvest bone graft from the iliac crest (and the associated complications), lead us to conclude that
InFUSE™ does meet the substantial improvement criteria.”

While there are several similarities between the InFUSE™ and the CHARITE Artificial Disc
applications, the CHARITE Artificial Disc provides other significant clinical improvements. In
addition to eliminating the need to harvest bone graft from the iliac crest and the associated
complications, CHARITEimprovements include maintaining a more normal range of motion,
restoration of disc height, potential to reduce adjacent level disease, earlier and sustained improvement
in pain and function, earlier return to normal activity and improvement in quality of life.

Medicare IPPS System Provides S
Prosthesis

jonificant Incentive to Use Spinal Fusion Over Artificial Disc

CMS’s current DRG assignment provides an added incentive for hospitals to favor spinal fusion over a
procedure involving the CHARITE Artificial Disc. CMS proposes in FY 2006 to assign the CHARITE
Artificial Disc (ICD-9-CM procedure code 84.65, Insertion of total spinal disc prosthesis,
lumbosacral) to DRGs 499 and 500, with respective base payments of $7,139 and $4,638.
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In contrast, CMS proposes to reimburse hospitals for spinal fusion cases at a significantly higher rate
of $18,682 and $14,270 respectively for DRGs 497 and 498. (See Table 3).

Table 3: Payment Premium for Spinal Fusion Compared to Artificial Disc Prosthesis

Proposed FY 2006 Rate
DRG # | Description Base Payment
497 Spinal Fusion except Cervical with CC $18,682
498 Spinal Fusion except Cervical without CC $14,270
499 Back and Neck Procedures Except Spinal Fusion with $7,139
CC (current CHARIT E assignment)
500 Back and Neck Procedures Except Spinal Fusion $4,638
without CC (current CHARITE assignment)
Payment Premium for Spinal Fusion (497 vs. 499) +$11,543 (162%)
Payment Premium for Spinal Fusion (498 vs. 500) +%$9,632 (208%)

The payment premium that CMS proposes to offer for hospitals to use spinal fusion techniques over
spinal disc prosthesis is significant (162% premium for comparable cases with CC and a 208%
premium for the non-CC cases). DePuy Spine filed a new technology DRG application to address this
obvious and fundamental reimbursement inequity. We recommend that CMS assign the C
Artificial Disc to the existing spinal fusion DRGs in 497 and 498.

In contrast, the state of Maryland recently recognized this inequity and recently addressed this issue.
On May 4, 2005, the Health Service Cost Review Commission (HSCRC) determined that current
DRG assignment 499/500 for CHARITE Artificial Disc was inappropriate.

“Though this new technology has been shown to effectively treat severe low back pain associated
with disc disease, utilization has been limited in Maryland hospitals due to the financial
disincentive associated with the use of this device. The case-mix weights for the DRGs to which
the artificial disc cases currently group do not adequately reflect resource use for these procedures
due to the very high cost of the artificial disc device.”

HSCRC developed 3 new DRG assignment with case-mix weights to account for the additional
hospital resources. The effective date of this policy is October 26, 2004, which was the FDA approval
date for the CHARITE Artificial Disc. ‘

Minutes from the 410™ Meeting of the Health Services Cost Review Commission, May 3, 2005 can be
obtained at http://www hscrc state .md.us/about_us/previous minutes.html

Appendix E: HSCRC Recommendation for the Treatment of Artificial Disc Procedures
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Recommendation

Based on the evidence reported above, we believe that the CHARITE Artificial Disc satisfies the three
criteria for the new technology add-on payment or assignment to DRGs that are comparable from a
clinical and cost perspective: newness, Cost and substantial clinical improvement over existing
technology.

As required under the Medicare statute, CMS should first consider assigning the technology to the
most appropriate DRGs from both a clinical and cost standpoint. A second option would be to provide
a new technology add-on payment.

We strongly recommend that CMS assign CHARITE Artificial Disc cases to DRGs 497 and 498. This
will assure that reimbursement is equitable between two procedures that are comp:arablc from both a
clinical and cost perspective and remove reimbursement disincentives to CHARITE procedures. Even
if CMS decides not to approve the new technology application, CMS should act in the Final Rule to
remove the financial disincentives created in the current assignment of CHARITE Artificial Disc to
DRGs 499 and 500. The agency has clear legal authority to adjust the DRG assignment for the
CHARITE Artificial Disc in FY 2006 whether it is within or outside the context of a new technology
DRG application. As clearly documented in the attached report, the CHARITE Artificial Disc offers a
number of significant clinical advantages over spinal fusion including: eliminates the need to harvest
bone graft from the iliac crest and the associated complications, maintains range of motion, restoration
of disc height, potential to reduce adjacent level disease, earlier and sustained improvement in pain
and function, earlier return to normal activity and improvement in quality of life. CMS is
inadvertently providing a significant economic disincentive for hospitals to limit or deny patient
access to the latest medical advancement for the treatment of degenerative disc disease. While the
CHARITE Artificial Disc is not an appropriate procedure for all Medicare beneficiaries, the current
payment incentives make it less likely that hospitals will provide this therapy to those disabled and
elderly patients who could benefit from the therapy. We strongly encourage CMS to act in the Final
Rule to remove this payment disincentive.

We thank you for the opportunity to provide comments and your consideration of this request.

Sincerely,

o R g

Director of Reimbursement
DePuy Spine

Enclosures: one original and two copies

cc: Mr. Marc Hartstein

Deputy Director of the Division of Acute Care
Centers for Medicare and Medicaid Services
7500 Security Blvd.

Room C4-25-11

Mail Stop C4-03-06

Baltimore, MD 21244-1850

(410) 786-4539

marc.hartstein(@cms hhs.gov
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Memorandum

To: Greg White, Johnson and Johnson, Inc.

From: Christopher Hogan, Direct Research, LLC

Subject: Analysis of charges for CHARITE Artificial Disc implant, updated.
Date: 6/2/05

This memo summarizes methods and results for the analysis of hospital charges for
CHARITE Artificial Disc implants, using claims recorded as of 5/20/05. The following
analyses are shown:

Compare standardized charges for CHARITE cases to the relevant new technology
threshold.

Show that the number of CHARIT E cases exceeds the number CMS requires for
statistical precision of the estimated mean charge.

Compare the hospitals in the CHARITE sample to all US hospitals, in terms of the
their MedPAR charges.

Construct “synthetic claims” for CHARITE cases, based on MedPAR cases clinically
similar to the CHARITE cases, and test whether charges from these “synthetic”
claims exceed the new technology threshold.

The results are as follows:

The mean standardized charge for the 94 CHARITE implant cases $43,065
substantially exceeds the relevant new technology threshold $24,828 (Table 1).

The 94 cases are more than enough to provide adequate statistical precision, based on
the published CMS formula. The mean standardized charge for the CHARITE cases
is more than nine standard errors above the threshold amount (Table 2).

Charges from the CHARITE implant hospitals appear to be typical of charges from
ail US hospitals. Mean standardized charges for DRGs 499 and 500, from 2003
MedPAR, for these hospitals, average 5 percent (499) to 9 percent (500) higher than
the mean standardized charges for these DRGs for all US hospitals (Table 3).

The “synthetic claims gives mean charges that bracket the mean charge from the
CHARITE sample. After selecting MedPAR cases clinically similar to the

CHARITE cases, substituting the CHARITE supplies charges for the MedPAR
supplies charges, and recalculating totals, the mean standardized charge on these
“synthetic” claims substantially exceeds the relevant new technology threshold.
(Table 4).

The remainder of this memo gives details on these four analyses.




COMPARE STANDARDIZED CHARGES FOR CHARITE CASES TO THE CMS
NEW TECHNOLOGY THRESHOLD FOR DRG 499

e DePuy Spine provided data from recent CHARITE implants occurring in 37 different
hospitals. The data show the hospitals’ actual charges, along with hospital name and
Medicare provider number. As I understand it, these were all discharges for which
DePuy was able to collect the charge date. 1 extracted and used only those discharges
that were flagged as single-level implants. There were, in addition, 26 multi-level
implants not included here. Multi-level implants have much higher average charges
because they involve surgery on multiple disks at once, and implantation of multiple
CHARITE artificial disks. So, the database being used here is all single-level (single-
disk) inpatient implants for which DePuy Spine could obtain charge data, and
excludes 26 high-cost cases involving multiple disk implants.

e 1standardized these charges using the CMS formula for charge standardization,
taking wage index, COLA, disproportionate share and teaching data from the
inpatient PPS 2006 Proposed Rule Impact file. A few hospitals did not appear in the
Impact file. I calculated the mean charge standardization factor for all other
discharges and used that mean value for those that were missing.

e The CMS grouper will place CHARITE cases primarily into DRG 500, and some
cases will fall into DRG 499. The new technology threshold amounts are $24,828 for
DRG 499 and $17,299 for DRG 500. These amounts are taken from Table 10
accompanying the 2005 inpatient PPS final rule. I used the higher DRG 499 amount
in this analysis. (In theory, I could have compared the CHARITE charges to the
weighted average of the DRG 499 and DRG 500 thresholds. In practice, the
CHARITE mean charges substantially exceed the higher of the two threshold
amounts anyway. It seemed more straightforward to compare to the more stringent,
higher threshold amount for DRG 499 alone.)

e The mean standardized charge for these cases is $43,065. This is more than $18,000
above the threshold (Table 1).

Table 1: Charges and Standardized Charges for CHARITE Cases in Sample

Number of Cases 04
Number of Hospitals 37
Mean Charge $ 54,551
Mean Standardized Charge $ 43,065
New technology threshold, DRG 499 (final rule 2005) $ 24,828
Difference $ 18,237




DEMONSTRATE THAT THE CHARITE SAMPLE SIZE IS ADEQUATE

The mean standardized charge was estimated from a sample of discharges. To satisfy the
CMS criteria for a new technology application, the difference between the mean charge
and the threshold must exceed a standard test of statistical significance. The mean must
be at least two “standard errors” higher than the threshold amount, where the “standard
error” is a statistical measure reflecting the variation of the underlying charge information
and the number of observations used to calculate the mean.'

CMS’ rules apply this “two standard errors above the mean” criterion, but they state it
differently. They ask that applicants calculate the minimum number of discharges
required to have that level of precision, then show that the sample has at least that many
observations. The published CMS formula for the minimum number of observations is
the following:

N = (4*$*S)/(B*B)

Where:

N = minimum number of cases required

S = standard deviation of standardized charges

B = amount by which the mean standardized charge exceeds the threshold.

Table 2 shows that the CHARITE sample cases have more than enough precision to meet
this standard. Based on the formula, just five cases would be needed, far less than the 94
available. The number is small because the mean charge is so much higher than the
threshold. (This formula is based on large-sample statistical theory, so the estimate of
five observations is only approximate. Nevertheless, the correct conclusion is that very
few discharges would be needed to meet the criterion.) In addition to calculate the
formula, the table also shows that the mean standardized charge exceeds the threshold by
more than nine standard errors. This exceeds the usual two-standard-error test of
statistical significance. By either criterion, the same size is adequate.

Table 2: Adequacy of Sample Size for CHARITE Cases

Number of Cases 94
Mean Standardized Charge $ 43,065
New Technology Threshold, DRG 499 (final rule 2005) $ 24,828
Amount by Which Mean Exceeds Threshold $ 18,237
Standard Deviation of Standardized Charges $ 18,736
Minimum Required N of Observations 5
Standard Error of Mean Standardized Charge $ 1,943
N of Std Errors by Which Mean Exceeds Threshold 9.4

! This is equivalent to applying a standard “t test” to the difference between the mean standardized charge
and the threshold, then requiring a t value of at least 2.



DEMONSTRATE THAT CHARGES FROM THE SAMPLE HOSPITALS ARE
SIMILAR TO CHARGES FROM ALL HOSPITALS

The statistical test above demonstrated that the sample size has adequate precision to
meet the formal CMS guidelines. Nevertheless, the results depend on the charges
reported by just 37 hospitals. Unusually high or low average charges from these
hospitals might affect the estimated mean charge.

In this analysis, FY 2003 MedPAR charges from the 37 CHARITE-reporting hospitals
were compared to MedPAR charges from all hospitals. This was done for DRGs 499 and
500, the DRGs into which the CMS grouper will classify CHARITE cases.

Table 3 shows that mean standardized charges, from MedPAR, for these 37 hospitals, are
slightly higher than the mean standardized charges for all hospitals, as calculated from
MedPAR. Charges for the 37 CHARITE hospitals were 9 percent above the US average
for DRG 499, and 5 percent above the US average for DRG 500. These differences have
no material effect on the analysis. That is, even if T deflated the mean charge for the
CHARITE discharges by (say) 10 percent, the resulting mean would still substantially
exceed the new technology threshold, and the difference between the mean and the
threshold would still be statistically significant.

Table 3: FY 2003 MedPAR Charges, CHARITE Sample Versus All Hospitals

Standardized| Standardized
Charge, DRG| Charge, DRG

499 500
MedPAR 2003 Discharges from Sample Hospitals Only $ 22306|% 14,116
MedPAR 2003 Discharges from All Hospitals $ 20,460 % 13,387
% Difference 9% 5%




SYNTHETIC CLAIMS ANALYSIS

One final suggested test is to construct “synthetic” claims and examine the average

standardized charges on these claims. The process works in three steps:

e Identify MedPAR discharges that are most similar to CHARITE cases.

e Calculate standardized charges for these cases, separate out the amounts for supplies,
and substitute the CHARITE average supplies charge for the actual MedPAR
amounts.

e Calculate total charges combining MedPAR data for everything except supplies, with
CHARITE data for the supplies charge.

The calculation requires an assumed rate of inflation to put the FY 2003 MedPAR
charges and the FY 2005 CHARIT E charges on a common basis. This analysis assumes
a 15 percent inflation in all charges between FY 2003 and FY 2005. The CHARITE
supplies charges were deflated by 15 percent to reduce them to a FY 2003 basis, then
total charges on the “synthetic” claim were inflated by 15 percent to bring the claim up to
a FY 2005 basis.

This rate of charge inflation seems unusually high but is consistent with CMS data. The
usual approach for projecting the future rate of inflation is to assume that recent trends in
inflation will continue. I looked at mean charges for DRGs 497 and 498, using the
Before Outliers Removed (BOR) tables posted with the FY 20035 and FY 2003 inpatient
final rules. Charges for the two DRGs increased an average of 15 percent. While this
seems unusually large, it is actually slightly lower than the charge inflation that CMS
assumed when constructing the FY 2005 outlier thresholds.

Cases clinically similar to CHARIT E cases were pulled from the FY 2003 MedPAR
proposed rule file. These were cases with principal diagnosis indicating the type of disk
problems for which CHARIT E is indicated, that were treated with lumbar spinal fusion.
Formally, the cases met these two criteria:
¢ A principal diagnosis in this list: 722.10, 722.2,722.5,722.52,722.6,, 722.7,
722.73, 756.12.
e And a procedure from this list: 81.06, 81.07, 81.08.

These cases fell almost exclusively into DRGs 497 and 498. About 5 percent of cases
fell into DRG 496, a very high cost DRG that was ignored for purposes of this analysis.
The analysis therefore started with FY 2003 mean standardized charges for the cases
meeting the diagnosis and procedure critena, for DRGs 497 and 498. The supplies
charges were replaced with the mean CHARITE supplies charge (deflated from FY 2005
to FY 2003), and the resulting “synthetic” charges were inflated to the FY 2005 level.

Table 4 shows a FY 2005 mean standardized charge of roughly $46,000 to $54,000
dollars from synthetic CHARITE claims constructed from these cases. This is higher
than the actual standardized charge of the CHARITE sample, and substantially higher
than the new technology threshold that should apply. Thus, both the actual sample data




and the synthetic claims show that the mean standardized charge for the CHARITE cases
exceeds the new technology threshold.

Table 4: Construction of Synthetic Claims for CHARITE Using Similar 2003
MedPAR Discharges
DRG 497 498
Number of discharges 7.041] 5,639
A: Total Charges, Standardized, FY 2003 $50,098( $41,290
B: Med/Surg Supplies Charges, Standardized $24,337| $22,183
C: All Other Charges, Standardized (A - B) $25,761| $19,107
D: Charite Std. TOTAL Med/Surg Supplies Charge, FY 2005 $24.073] $24,073
E: Assumed total charge inflation, FY 2003 to FY 2005 15% 15%
F: Charite Std. Supplies Charge, deflated to 2003 (D/(1+E)) $20,933| $20,933
G: Std. Charge, Charite Synthetic Claims, FY 2003 (C+F) $46,695| $40,040
H: Std. Charge, Charite Synthetic Claims, FY 2005 (G*(1+E)) $53,699| $46,046

The synthetic claims analysis brings up two additional points, the cost of bone harvesting,
and the supplies costs in DRGs 497, 498, 499, and 500.

In theory, I would have liked to improve this synthetic claims analysis by removing the
cost of the bone harvesting that is part of a traditional spinal fusion procedure. During
the surgical episode, surgeons remove bone (typically from the hip) to use in the spinal
fusion. No such bone harvesting is necessary with CHARITE. That is a clinical
advantage of CHARITE, but means that any charges attributable to the bone harvest
ought to be removed from these records.

In practice, I could not think of any reasonable way to identify such charges on MedPAR
records. As such, I can only state that I believe that the bone harvest, by itself, is likely to
be a minor contributor to the cost of a spinal fusion stay. As I understand it, length of
stay is governed by the rate of recovery from the fusion procedure, not by healing at the
site of the bone harvest, and the harvest is done in the same operating session as the
fusion. Ibelieve that even if I could isolate charges attributable to the bone harvesting
step, these charges would be small and would not materially change the outcome of this
analysis.

Finally, the supplies charges for DRGs 497, 498, 499 and 500 help to show, in a very
clear way, why the standardized charges for the CHARITE cases should exceed the new
technology threshold. From a payment perspective, CHARITE is grouped into DRGs
499 and 500. In FY 2003, those DRGs had average supplies charges of roughly $3,000
to $4,000 per case (Table 5). The CHARITE cases, by contrast, had a mean supplies
charge that was closer to the levels shown for the spinal fusion DRGs 497 and 498. (The




table exaggerates this point somewhat by comparing FY 2003 MedPAR charges to FY
2005 CHARITE charges, but the point is valid nonetheless.) The Med/Surg Supplies
charges for DRGs 497 and 498 are inflated due to multi-level procedures that are
included in the 2003 MedPar data. To a large degree, charges for the CHARITE cases
exceed the new technology threshold for DRGs 499 and 500 because the supplies charge
for the CHARITE cases looks more like a spinal fusion than it does the other back and
neck procedures with which CHARITE is grouped.

Table 5: Comparison of Supplies Charges, Four DRGs, FY 2003 MedPAR, and CHARITE
Sample Cases, FY 2005
DRG Mean Supplies
Charge|
497: SPINAL FUSION EXCEPT CERVICAL W CC $25,169
498: SPINAL FUSION EXCEPT CERVICAL W/O CC $21,542
499: BACK & NECK PROCEDURES EXCEPT SPINAL FUSION W CC $4,057
500- BACK & NECK PROCEDURES EXCEPT SPINAL FUSION W/O CC $2,827
Memo: Mean Supplies Charge, CHARITE cases, FY 2005 $25,538
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Executive Summary & Findings

Summary — Navigant Consulting Inc. (“NCI”) completed a comprehensive and detailed
review of inpatient hospital medical claims involving the insertion of Charité, an
artificial spinal disc implant designed and manufactured by DePuy Spine, a Johnson &
Johnson Company (“DePuy”). Charité was approved by the FDA in October 2004. This
analysis is meant to assist DePuy in its application to CMS for an enhanced Medicare
hospital payment for spinal surgery involving the Charité artificial disc. Specifically,
DePuy’s application for a new technology add-on payment to the established Medicare
DRG payment system will allow for more accurate compensation to hospitals
performing Charité insertions on Medicare patients. If approved, these additional
payments are available for up to the first 3 years of FDA approved use.

Findings — NCI analyzed 214 Charité claims from 62 hospitals across the United States.
These 214 claims were validated as non-fusion, single-level Charité cases using a
comprehensive claim validation process, which is defined in a later section. NCI's
analysis considered both total and revenue code level hospital charges, billing units,
length of stay statistics, and payer information. The average and median standardized
total charges for a Charité case were $45,791 and $41,323, respectively. The average
length of stay for a non-fusion, single-level Charité case was 2.65 days. Table 1 displays
the study’s key findings.
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DePuy Spine - New Technology Add-On Payment Project
May 20, 2005
Total Number of Claims Collected for Analysis: 303
Total Number of Claims Used for Analysis (n): 214
Total Number of Hospitals used for Analysis: 62
Charge Analysis
Average Standardized Total Charge $45,791.17
Minimum Standardized Total Charge $17,577.45
Maximum Standardized Total Charge $155,769.05
Median Standardized Total Charge $41,322.80
Average Length of Stay (days) 2.65
Payer Group Breakdown
Commercial 66.8%
Medicare 2.8%
Medicaid 2.8%
Self Pay 3.7%
Workers Comp 21.5%
Other* 2.3%
100%
* Includes Group Insurance, Legal-Letter of Protection and
Government Insurance (Champus, TriCare, etc)

Sample Size & Characteristics

During the data collection process, NCI received 303 Charité claims from 71 hospitals
across the United States. This universe of claims was then subjected to a thorough
review by the NCI team. A comprehensive validation process was applied to ensure
only valid, single-level Charité claims were included in the charge analysis. The
validation process is described in detail later in this report.

After validation the universe of claims included in the analysis was 214 claims (70.6% of
total claims collected). These 214 claims represented discharges from 62 hospitals (87.3%
of total hospitals that submitted claims). There was significant geographic variation in
both the distribution of participating hospitals and in the distribution of claims. Table 2
iliustrates this geographic dispersion. The majority of participating hospitals were
located in the South (40%) and the Midwest (29%). In terms of actual claims, the majority
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were also found in the South (44%), with the Midwest and Northeast contributing 25%
and 21% of claims, respectively.

DePuy Spine - New Technology Add-On Payment Project
May 20, 2005

|___Table 2- Geographic Distribution of Claims Analysis |

|[Participating Hoepitals] [ VahdClims: |

Region* LCounﬂl % ] ufount ]L % ]
South 25 40% 94 44%
Midwest 18 29% 54 25%
West 10 16% 20 9%
Northeast 9 15% 46 21%
Totals 62 100% 214 100%

* State location of a hospital was mapped against U.S. Census Bureau
Region Tracks

A table of detailed geographic distribution statistics has beer, included in the appendix
of this report. Table A5 includes counts of both participating hospitals and valid claims,
by state.

Data Collection Process

NCI had several meetings with DeFuy staff to ensure complete understanding of
Charité, its current uses, and any issues surrounding the product and related coding and
billing issues. In these conversations NCI received detailed descriptions of the product,
the related procedure, and the current market and reimbursement landscapes.
Following these discussions NCI received a list of 125 hospitals in the U.S that perform
Charité artificial disc implantations. Additionally, NCI received estimates as to the
number of expected cases at each facility.

A letter was sent to the Chief Financial Officer at each hospital which provided a brief
description of Charité, the purposes of the study, the required data, and the relationship
between NCI and DePuy. Furthermore, the letter assured the hospital of NCI's
compliance with HIPAA requirements and confidentiality of any information or data
that was provided. The letter also indicated both NCI's and DePuy’s willingness to sign
a Business Associate Agreement (“BA”) in order to receive data.
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After the letter was mailed, NCI staff placed follow-up phone calis to the hospitals to
answer any questions and to facilitate the data collection process, Charité claims were
received both electronically and in hardcopy. Upon receipt of data, NCI staff entered the
relevant data elements into an Access database. The claims were screened and reviewed
in detail by the NCI team for validation purposes. The claims that were deemed valid
(see next section), were flagged for inclusion in subsequent analyses.

Claim Validation Process

NCI, with assistance from DePuy, developed a multi-step approach to validating claims
received during the collection process. Validated claims were then included in the
analysis portion of the project. The validation process was primarily based on the
application of exclusion criteria. Specifically, claims were mapped against 7 principle
exclusion criteria. These are defined as follows:

1. Spinal Fusion — Charité cases that included a spinal fusion in the list of procedure
codes were excluded from the analysis. Procedure codes that represent spinal
fusions and thus were excluded are 81.00 — 81.08 and 81.30 - 81.39.

2. Presence of Procedure Code 84.65 — Claims that did not have the procedure code
84.65 (unique to Charité cases), and could not be verified as a Charité case by the
hospital, were excluded from the analysis.

3. Multiple Occurrences of Procedure Code 84.65 — Claims that had the procedure code
84.65 listed more than once on the UB-92 were excluded from the analysis. These
claims were considered possible cases where multiple Charité disks were
implanted (known as multi-level Charité case). The product is not currently
approved by the FDA for this purpose, and therefore claims for these cases were
removed. (Note: In one case 84.65 appeared twice and the claim was included in
the analysis because after further inspection the charges and billing units with
consistent with other verified single-level procedures at the facility).

4. Suspected Multi-Level Charité Cases — Claims that were thought to represent multi-
level Charité cases were excluded from the analysis. Making the distinction
between single- and multi-level cases was straightforward in the majority of
cases. By determining the standard implant charges and billing units for a single-
level procedure for a particular hospital, NCI was able to identify cases where
multiple implants were used. Furthermore, if the charge and unit information
was ambiguous to the point where a distinction could not be made, the hospital
was called for verification of single- or multi-level use. If the hospital did not
respond the claim was excluded.
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5. Date of Service — Claims that indicated the procedure took place prior to October
26, 2004, the date of FDA approval for the use of the implant, were excluded
from the analysis.

6. Medicare Conversion Factor — Claims from hospitals where the Medicare
Conversion Factor (used for standardizing charges) was not available and a state
average Conversion Factor could not be applied, were excluded from the
analysis.

7. Duplicate Claims — Claims that had been previously collected in an earlier DePuy
analysis were excluded from the analysis so to not double count claims.

This claims validation process resulted in the inclusion of 214 claims and exclusion of 89
claims from the analysis. The total count of collected claims (prior to exclusion) equaled
303, making the charge analysis based on 70.6% collected claims.

Conclusion

The average standardized charges for the 214 claims included in this analysis were
$45,791. This exceeds the CMS FY05 thresholds for DRGs 499 ($24,828) and 500 ($17,299)
by $20,963 and $28,492, respectively. Therefore, Charité meets the cost thresholds
established by CMS for new technology add-on payments for these DRGs.
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Appendix

In addition to the main analysis of non-fusion, single-level Charité cases, NCI also
completed several other sub-analyses that considered subsets of Charité cases, including
Medicare cases. NCI also ran a DRG grouper on the collected claims, as well as an
analysis of bed size, and has included these results in this appendix.

Medicare Cases

The following table illustrates the detailed charge analysis that was completed for the 6
Charité cases that were paid for by Medicare that were collected in NCIs original data
collection process. The average standardized charge and median standardized charge
for Medicare cases were $46,776 and $43,053, respectively. These charges are not
dramatically different than the average and median standardized charges in the overall
(all payer) analysis, which were $45,791 and $41,323, respectively. The average length of
stay for these patients was 2.33 days, as compared to 2.65 days in the all payer analysis.
A distinction between whether these patients were Medicare-eligible due to age or
disability could not be made because the required information was excluded from the
UB-92s in order to be HIPAA compliant.
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DePuy Spine - New Technology Add-On Payment Project
Medicare Cases

May 20, 2005
| Table A1 -Charite Chaige Analysis Fis ]
Total Number of Claims Used for Analysis (n): 6
Total Number of Hospitals used for Analysis: 6
Charge Analysis
Average Standardized Total Charge $46,776.19
Minimum Standardized Total Charge $26,753.70
Maximum Standardized Total Charge $67,032.90
Median Standardized Total Charge $43,053.11
Average Length of Stay (days) 233
Hospital Breakdown # Claims
Barnes Jewish 1

Baystate Medical Center 1
Iredell Memorial Hospital 1
Sarasota Memorial Health System 1
St. John's Regional 1
St. Vincent Heaithcare 1

6

Alternative Single-Level Analysis

Navigant Consulting also performed an alternative analysis of Charité claims. In
addition to the primary analysis presented in the main body of this paper in which all
claims were subjected to a comprehensive validation process, NCI also performed an
analysis based on a set of criteria including the exclusion of statistical outliers. In this
analysis, NCI applied 4 basic exclusion criteria to the universe of collected claims
(n=303). This resulted in the exclusion of:

claims with no 84.65 procedure code;

claims with multiple 84.65 procedure codes;

claims with a spinal fusion code; and

claims that had previously been collected by DePuy.

e

NCI performed a basic statistical analysis on the remaining 223 claims. The calculated
mean charge and standard deviation were $46,568, and $21,269, respectively. Data
points that fell below or above 2 standard deviations (25Ds) (claims with charges falling
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outside the range (54,030, $89,105) were removed from the analysis and the mean and
median standardized charges were recalculated. This process resulted in the
identification of 6 claims that fell above 25Ds (none fell below $4,696). NCI removed
these six claims and re-ran the analysis. The results are illustrated in Table A2. The
average and median total standardized charges for these 217 claims from 65 hospitals
were $44,518 and $41,950, respectively. The majority of claims were from the
Commercial and Worker’s Compensation payer groups (65 and 22 percent,
respectively).

DePuy Spine - New Technology Add-On Payment Project
Alternative Analysis Excluding Outliers
May 20, 2005

Total Number of Claims Collected for Analysis: 303

Total Number of Claims Used for Analysis (n): 217

Total Number of Hospitals used for Analysis: 65

Charge Analysis

Average Standardized Total Charge $44,518.14

Minimum Standardized Total Charge $7,561.05

Maximum Standardized Total Charge $89,030.63

Median Standardized Total Charge $41,950.06

Average Length of Stay (days) 2.67

Payer Group Breakdown

Commercial 65.4%

Medicare 2.8%

Medicaid 2.8%

Self Pay 5.1%

Workers Comp 22.1%

Other* 1.8%
100%

* Includes Group Insurance, Legal-Letter of Protection and

Government Insurance (Champus, TriCare, etc)
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DRG Analysis (Grouper Results)
Table A3 illustrates the results of the DRG analyses performed by NCL

DePuy Spme New Technology Add-On Payment Project

Slngle Level Charite Claims (n=214)
I B Standardized Total Charges "
DRG | # ‘i_%‘.' - o Avg LOS
P [Tave Tamy Foaax ] |8
243 1.9% $32,331| $18,728] $43,621 35
477 0.5% $31,143] $31,143( $31,143 10
499 | 33 15.4% $50,911}  $24,357| $155,769 3.0
500 | 176f 82.2% $45,220) $17,577 $114,231 26

Y

—
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Facility Type & Size Analysis
In reviewing Charité claims, NCI considered and quantified the participating facilities

by class, service type, and bed size. Table A4 illustrates these characteristics for the
single-level analysis.

DePuy Spine - New Technology Add-On Payment Project

May 20, 2005
[ TableAs-Fadlity Stafishics for Single-Level Charite Claims Analysis .|
Total Number of Claims Used for Analysis {n): 214
Total Number of Hospitals used for Analysis: 62
Hospital Class LCount % | | Count || % —I
Gov't - Hospital District 3 5% 8 4%
Gov't - State 2 3% 2 1%
Investor Owned - For Profit - Corporatior 8 13% 25 12%
Investor Owned - For Profit - Partnership 6 10% 16 7%
Not for Profit - Church Operated 8 13% 13 6%
Not for Profit - Other 33 53% 146 68%
Other 2 3% 4 2%
Totals 62 100% 214 100%
Hospital Service I Count “ % | [ Count I [ % ]
General Medical and Surgical 56 90% 197 92%
Orthopedic 1 2% 5 2%
Other 2 3% 4 2%
Other Specialty 3 5% 8 4%
Totals 62 100% 214 100%
Pt mals] [ Chimaei)
Hospital Bed Size | Count ” % | I Count | [ % |
6-24 2 3% 7 3%
25-49 2 3% 12 6%
100-199 11 18% 30 14%
200-299 10 16% 39 18%
300-399 9 15% 22 10%
400-499 4 6% 8 4%
500+ 22 35% 92 43%
Unknown 2 3% 4 2%
Totals 62 100% 214 100%
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Comparison of Analyses
Below is a comparison of the multiple levels, at which NCI conducted analyses, and their

average/median standardized total charges. The table presents charges for all ¢l
those identified as single level claims, and those identifie

excluding outliers.

aims collected,

d through the alternative analysis

DePuy Spine - New Technology Add-On Payment Project

Comparison of Analyses
May 20, 2005

Single Level Alternative
All Collected Claims . Analysis Excluding
Analysis .
Outliers
Total Number of Claims Used for Analysis (n): 303 214 217
Total Number of Hospitals used for Analysis: 71 62 65
Charge Analysis
Average Standardized Total Charge $51,186.55 $45,791.17 $44,518.14
Median Standardized Total Charge $44,827.61 $41,322.80 $41,950.06
Average Length of Stay (days) 2.84 2.65 2,67
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Appendix 2
Comments from Surgeons

54 year old male implanted 4/6/2005

“ROM pre-op limited to 50% of normal, ROM follow-up [5/17/2005] - too early to evaluate,
currently ROM up to 75% of normal. Relative to fusion, Charité allows for shorter hospital stay
and easier/quicker post-op rehab.”

26 year old male implanted 2/27/2003
“Excellent disc height preservation, preserved ROM”

34 year old male implanted 1/26/2005
“Post-op Charité disc patients in my practice are having less postoperative pain scales and
earlier return to work than fusion patients”

Not Specific to a Particular Patient — Comment 1

“To date, I have not implanted a CHARITE into anyone covered by Medicare. I agree with CMS
that a diagnosis of osteoporosis would potentially contraindicate use of a CHARITE in that
particular patient, however, I do have patients that are covered by Medicare without any
evidence of osteoporosis (per DEXA results) and would be helped by implantation of CHARITE
when necessary. I also have patients covered by Medicare that are younger than 60. I do not
believe that a blanket denial by Medicare would be in the best interest of the Medicare
population.”

Not Specific to a Particular Patient — Comment 2

“The suggestion that Medicare patients would not be appropriate for the CHARITE disc, due to
osteoporosis, is a gross exaggeration. Certainly, I would expect the prevalence of osteoporosis
to be higher in the older age group of Medicare patients. However, I see many patients >65 yo
who are extremely active and do not have osteoporosis. Assuming these patients have
intractable back pain due to discogenic pain, without advanced spondolytic/degenerative
changes in their spine, I would expect them to benefit greatly from an ADR.”

10 of 10 DRAFT
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APPENDIX E:

Maryland Decision: Health Services Cost Review
Commission Recommendation for the Treatment
of Artificial Disc Procedures




Recommendation for the Treatment of Artificial Disc Procedures

Introduction:

The FDA approved the use of the Charite Artificial Disc on October 26, 2004, as a new
treatment for degenerative disc disease. Though this new technology has been shown to
effectively treat severe low back pain associated with disc disease, utilization has been
limited in Maryland hospitals due to the financial disincentive associated with the use of
this device. The case-mix weights for the DRGs to which the artificial disc cases
currently group do not adequately reflect resource use for these procedures due to the
very high cost of the artificial disc device. Hospital representatives have suggested that
artificial disc cases should be re-mapped to the higher weighted spinal fusion DRGs in
order to limit this financial disincentive. Upon review of the artificial disc charge data
from FY 2005, staff recommends that the MD-CMS grouper be modified to create two
new cells for artificial disc procedures performed between October 26, 2004 and June 30,
2005 with corresponding weights that will appropriately compensate hospitals.

Background:

The Charite Disc (manufactured by DePuy Spine, Inc. a company of Johnson & Johnson)
is an artificial intervertebral disc made from two metallic endplates and a plastic movable
center core that is implanted 1o treat pain associated with degenerative disc disease. The
artificial disc replaces the diseased or damaged intervertebral disc during a surgical
procedure called spinal arthoplasty. With this procedure, patients experience
improvement in pain and function while maintaining flexibility in their spine. This
procedure is an alternative to lumbar spinal fusion surgery, the primary treatment option
for degenerative disc disease. Spinal fusion is effective in reducing pain but, unlike the
Charite implant, limits the range of motion of the patient.

Clinical trials that compared artificial disc replacement to spinal fusion surgery showed

that patients receiving the Charite disc implant had a shorter length of hospitalization (3.7
days versus 4.3 days) and experienced no significant differences in complications.

Fconomic Impact of Current DRG Mapping:

Under the current MD-CMS DRG logic, artificial disc procedures (ICD-9 Code 84.6
series — Insertion and/or revision of spinal disc) are grouped to:

Statewide Weight

DRG 499 — Back & Neck Procedures except Spinal Fusion w/CC 1.0702
DRG 500 — Back & Neck Procedures except Spinal Fusion w/o CcC 0.7107




The current mapping to these relatively low weight DRGs is problematic due to the high
cost of the Charite device, listed at $11,500. Because the FDA granted approval for the
use of the Charite device this year, the charges associated with this procedure were not in
the base data used to establish the case-mix weights.

To illustrate the negative financial impact of the current grouping logic at hospitals that
perform artificial disc procedures, St. Joseph Medical Center (SJMC) supplied staff with
charge data for the procedures performed at the hospital this fiscal year. Since the
Charite approval date, SJMC has experienced 10 artificial disc cases that grouped to
DRG 499 with an average charge of $21,979 and 13 artificial disc cases that grouped to
DRG 500 with an average charge of $21,305. Given the hospital’s casemix adjusted
charge per case target of $7521, cases that group to DRG 499 represent a loss of $13,930
per case and those falling into DRG 500 represent a Joss of $15,960 per case for a total
loss (meaning revenue above the approved target) of $346,778 on all Charite cases
performed this year.

DRG Re-Mapping and Economic Impact;

Because artificial disc procedures are considered an alternative to spinal fusion
procedures to treat pain associated with degenerative disc disease, staff believes that it
would be appropriate to re-map the artificial disc procedures to the higher weighted
spinal fusion DRGs if resource use is similar. Comments published in the Federal
Register (Vol 69, No. 154) regarding the proposed DRG assignment of artificial disc
procedures also suggest that the current mapping is not appropriate. Commenters stated
that since artificial discs will be used for patients who would very likely be candidates for
spinal fusion, the procedures should be assigned to DRGs 497 and 498. Others stated
that the costs of treating patients with a spinal artificial disc are similar to patients in the

spinal fusion DRGs and that operating room time is similar for both procedures.

Under the current MD-CMS DRG logic, the weights for spinal fusion procedurcs are:

Statewide Weight
DRG 497 — Spinal Fusion except Cervical w/CC 3.6832
DRG 498 — Spinal Fusion except Cervical w/o CC 2.7703

Using St. Joseph Medical Center’s data, if artificial disc cases are re-mapped to the spinal
fusion DRGs, the hospital is overcompensated for the 23 cases that were performed this
year. This suggests that the resource use for spinal fusion cases is greater than that of
artificial disc procedures performed at the hospital and, therefore, re-mapping to the
spinal fusion DRGs may not be appropriate. Instead of re-mapping to spinal fusion
DRGs, as suggested by hospital representatives, staff believes that the MD-CMS grouper
should be modified to create two new cells for artificial disc procedures with case-mix
weights calculated using artificial disc data from St. Joseph Medical Center and based on

the relationship between the hospital’s average charge for the artifical disc procedures




and the case-mix adjusted average charge for all cases at the hospital. Artificial disc
procedures that currently map to DRG 499 will be re-mapped to “Artificial Disc
Procedure w/ CCs” and those that currently map to DRG 500 will be re-mapped to
“Artificial Disc Procedures w/o CCs”. Under this proposal, the case-mix weights for the
newly established artificial disc DRGs are as follows:

Statewide Weight
DRG - Artificial Disc Procedure w/CC 2.9223
DRG - Artificial Disc Procedure w/o CC 2.8328

Recommendation:

Commission staff recommends that the MD-CMS grouper be modified to create two new
artificial disc DRG cells with case-mix weights based on current data. Under this
proposal, artificial disc procedures (identified by ICD-9 Codes 84.60 — 84.69) performed
between October 26, 2004 and June 30, 2005 that currently map to DRG 499 will be re-
mapped to “Artificial Disc Procedure w/ CCs” with a case-mix weight of 2.9223 and
those that currently map to DRG 500 will be re-mapped to “Artificial Disc Procedures
wio CCs” with a case-mix weight of 2.8328.

Retroactivity:
The effective date of this policy is October 26, 2004, which was the FDA approval date

for the Charite Artificial Disc.

Long Term Strategy:

Under the APR-DRG grouper, artificial disc cases will be grouped to the appropriate
DRG and severity level under APR logic.
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The American Society of Health-System Pharmacists (ASHP) is pleased to respond to the
Centers for Medicare & Medicaid Services’ (CMS’s) proposed rule announcing changes to
the Hospital Inpatient Prospective Payment Systems (HIPPS) and Fiscal Year 2006 Rates that
was published in the Federal Register on May 4, 2005. ASHP is the 30,000-member national
professional and scientific association that represents pharmacists who practice in hospitals,
health maintenance organizations, long-term-care facilities, and other components of health
systems.

Dear Dr. McClellan:

ASHP and its members urge CMS to restore funding for second-year, specialized pharmacy
residency programs in order to allow Medicare enrollees to take advantage of the benefits of
patient care that can only be provided by clinical pharmacy specialists. This 1s an urgent

“ public health issue as more Medicare beneficiaries make use of an increasing number of high-

' risk medication therapies. CMS has — and should make use of -- the authority it has to make a

simple change to its current policy. In the preamble to the final rule on 2006 HIPPS rates,
CMS must acknowledge that second-year, specialized pharmacy residency programs have met
the “industry norm” test established in 2003, instruct hospitals to submit reasonable cost,
pass-through charges, and provide communication to the fiscal intermediaries to approve
payment.

In a May 19, 2003, proposed rule on payment rates under the HIPPS, CMS made potentiaily
devastating changes to the way the costs of all pharmacy residency programs would be
reimbursed. CMS proposed that, beginning on October 1, 2003, these residency programs
would no longer be reimbursed ona pass-through, reasonable cost basis, but only as normal
operating costs covered by the HIPPS rate. ASHP was vigorously opposed to this change,
and met with CMS staff who wrote the proposed rule to discuss the issue. Additionally,
numerous hospital administrators, pharmacists, and physicians sent comments 10 CMS that
explained the importance of continued funding of pharmacy residency programs. We
appreciate CMS’s responsiveness to ASHP and our members concerns by at least partially
reversing its position.

Pharmacists helping people make the best use of medicines
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In the HIPPS final rule, issued on August 1, 2003, CMS determined that it would continue to
reimburse providers on a reasonable cost, pass-through basis for general pharmacy practice
residencies (first-year residencies) but would not continue pass-through funding for second-
year specialized pharmacy residencies. CMS stated in the 2003 final rule:

Second-year residencies would rot qualify for reasonable cost pass-through
payment because ... it is not currently the *‘industry norm’ to require completion
of these programs before beginning work in these specialties. If we find in the
future that it has become the *‘industry norm’” for hospitals to require second-year
pharmacy residencies, we may allow the hospitals operating those programs to be
reimbursed for the costs of those programs on a reasonable cost basis.

“Industry norm” was defined by CMS “to mean that more than 50 percent of hospitals in a
random, statistically valid sample require the completion of a particular training program
before an individual may be employed in a specialty.”

In response, ASHP conducted such a survey in early 2004, the results of which demonstrate
that second-year pharmacy residencies are indeed the industry norm. We submitted the survey
results during the comment period for the May 18, 2004, proposed rule on the HIPPS rates for
FY 2005. There was no specific response from CMS to our submission in the final rule issued
on August 11, 2004.

ASHP resubmitted the 2004 survey data in March of this year, prior to the agency issuing the
proposed rule for 2006 HIPPS rates. To briefly reiterate those data, 82% of health care
institutions prefer to fill clinical pharmacy specialist positions with specialized residency-
trained pharmacists. Fifteen percent of all respondents said they absolutely require a
specialized residency and would hold a position open until a candidate with the residency
training were found. Sixty-seven percent of those surveyed said they would fill a pharmacy
clinical specialist position with a pharmacist who lacked the specialized residency training
only if they were unable to find a candidate who had completed such a residency. ASHP
believes that these data represent an industry norm in a profession confronting chronic
personnel shortages and rapid change.

As a supplement to the 2004 survey data submitted in March of this year, we attached a
summary of information compiled from the Personnel Placement Service (PPS) recruitment
effort that took place at ASHP’s Midyear Clinical Meeting in Orlando, Florida, in December
2004. That information mirrors the data in the survey. When ASHP staff met with Herb Kuhn
and staff from CMS’s Hospital and Ambulatory Policy Group in May of this year to discuss
the residency funding issue, Mr. Kuhn noted that the PPS review validated the survey results.
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One question that was raised during our May meeting with CMS staff was why ASHP’s 2004
survey covered hospitals with more than 200 beds, while the “industry norm” standard that
the agency set in its August 1, 2003, final rule seems to require a sampling of hospitals with at
least 100 beds.

In developing the 2004 survey, ASHP concluded that hospitals with 200 or more beds would
be most likely to employ clinical pharmacy specialists and respond to the survey. Smaller
hospitals have relatively few pharmacists on staff, and they must, by necessity, act as
generalists rather than focus all of their attention in one area of specialization. When CMS
defined its “industry norm” standard in the August 1, 2003, final rule, the agency recognized
that “due to the unique staffing circumstances faced by many smaller hospitals, inclusion of
small hospitals in the sample would introduce factors that are not typically representative of
the industry as a whole and would skew the results inappropriately. In such cases, we would
consider excluding hospitals with less than 100 beds.” Using this same rationale of the
“unique staffing circumstances” of hospitals with fewer than 200 beds — that they would be
unlikely to hire clinical pharmacy specialists —we confined our original survey to hospitals
with over 200 beds.

However, to address CMS’s question from the May meeting, and to confirm that our own
assumptions were correct, ASHP recently sent the same survey to hospital directors of
pharmacy in our data base who list their bed size between 100-199 (survey period: June 8-20,
2005). A copy of that survey is attached. Seventeen percent responded to the survey (17/99).
Of these respondents, six had clinical positions in specialties where there is corresponding
specialized pharmacy residency training. Sixty-seven percent of these institutions desired
specialized residency trained individuals for their specialist positions. Thirty-eight percent
said they would fill a clinical specialist position with a pharmacist who lacked the specialized
residency training only if they were unable to find a candidate who had completed such
training. As we initially assumed, fewer of these small hospitals have clinical specialists.
However, the response from those who hire pharmacy specialists is similar to the larger
hospitals in desiring specialized residency trained individuals to fill specialist positions. Also
attached is a chart comparing the different hospital size groups’ responses to our survey. That
chart demonstrates the trend toward more utilization of specialty-trained pharmacists in larger
institutions.

It is difficult to understand how, on one hand, CMS can recognize the importance of clinical
pharmacists to patient care, yet on the other refuse to restore the funding that will ensure
continued availability of such specialists. In the proposed rule on Conditions for Coverage for
End Stage Renal Disease (ESRD) Facilities that the agency issued on February 4 2005, CMS




Dr. Mark B. McClellan
CMS-1500-P

June 23, 2005

Page 4

suggested that hospital pharmacists could play an important role on multidisciplinary teams
within dialysis facilities because “there arc a number of publications that describe the
contributions of pharmacists to the improved care of various patient populations while
simultaneously reducing medication-related costs.” Without the availability of appropriately
trained pharmacists, these cost savings and improved patient outcomes will not be achieved.

CMS’s current policy of not reimbursing hospitals for second-year, specialized residency
programs is truly disastrous for the future of pharmacy residencies and continued patient
safety and quality of care. There has already been a reduction in the number of institutions
providing specialized residency training and those planning future specialized residency
programs because of lack of federal funding. This will be devastating in terms of maintaining
quality health care for Medicare beneficiaries and other patients in acute care settings, as
hospitals are still facing a workforce shortage of qualified pharmacists. The impact of the
current CMS policy will be a reduction in the number of qualified clinical pharmacists and
pharmacy practice leaders needed to ensure appropriate management of high-risk medication
therapy in hospitals.

CMS will be receiving numerous comment letters from members of ASHP, other pharmacy
organizations, and others urging CMS to restore funding for second-year, specialized
pharmacy residency programs. Many of these letters will provide you with personal accounts
of how specialized residency training has improved a pharmacist’s ability to ensure improved
outcomes for Medicare beneficiaries and other high-risk patients. There are also some
consistent themes that run through these comment letters:

e Pharmacy directors will validate the survey data ASHP provided to CMS, noting that they
require specialty-trained pharmacists for specialty positions and how, as employers, they
depend on specialty-trained pharmacists to provide quality care to patients on high-risk
drug therapies.

o Directors of pharmacy residency programs will tell you how pharmacists in specialized
residency programs contribute to and enhance the care given to patients.

« Current practicing clinical pharmacists will tell you how it will become increasingly
important for patients with complex medical conditions to have access to the expertise
of specialty-trained pharmacists, particularly those who have trained in specialties that
are important to Medicare beneficiaries, such as geriatrics, oncology, infectious
diseases, and critical care.

e Pharmacists currently completing specialized residency programs will tell you that their
job search experience is consistent with the survey data ASHP provided to CMS.
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e Pharmacy faculty, many of whom have additional responsibilities to maintain clinical
practice at affiliated institutions, will tell you how their training in specialized residency
programs enhance patient care and develop future pharmacy leadership.

e Physicians will note how they interact with and rely on clinical pharmacy specialists as
members of interdisciplinary health care teams to manage the medication therapy of
severely ill patients.

e Many will tell you that the amount of federal funding needed today and in the future to
support specialized pharmacy residency programs is infinitesimal compared to the
impact that Jack of funding will have on specialized patient care.

Enclosed with these comments is a petition, signed by 551 " attendees at ASHP’s Summer
Meeting that was held in Boston June 11-15, 2005, urging CMS to restore funding for second-
year, specialized pharmacy residency programs. The signers of the petition, from throughout
the United States and holding all levels of positions in a wide range of practice settings,
recognize the importance of specialty-trained pharmacists for the future of our nation’s health
care.

ASHP is disappointed that CMS did not take into consideration for its May 4 proposed rule
the survey data and other information that we provided on March 14, 2005, to demonstrate
that specialized pharmacy residency programs met the agency’s “industry norm” standard.
Continued lack of funding for specialized pharmacy residency programs will have a
detrimental impact on patient care for Medicare beneficiaries in the inpatient setting.
Hospitals and health systems increasingly rely on the expertise of pharmacists trained in
specialized clinical fields to work in collaboration with other members of the health care team

to improve patient outcomes.

ASHP is confident that the survey data provided to the agency meets the test that CMS
established in the August 1, 2003, HIPPS final rule. Specifically, it is the “industry norm” for
the majority of hospitals to require completion of a second-year, specialized pharmacy
residency program before hiring pharmacists to fill specialized clinical pharmacist positions.
In the upcoming final rule for 2006 HIPPS rates, we urge CMS to acknowledge that we have
met the test, instruct hospitals to submit reasonable cost, pass-through charges, and provide
communication to the fiscal intermediaries to approve payment.

For more than 60 years, ASHP has helped pharmacists who practice in hospitals and health
systems improve medication use and enhance patient safety. For more than 40 of those years,

" Six of the signatures are duplicates, and have been highlighted as such.
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ASHP has been the sole accrediting body for postgraduate residency programs in pharmacy in
the United States. We appreciate the opportunity to present comments on this important
patient care issue. If you have any questions regarding our comments, please contact me
either by telephone at 301-664-8702, or by e-mail at gstein@ashp.org.

Sincerely,

47(?/
Gary C. Stein, Ph.D.

Director of Federal Regulatory Affairs

Attachments

cc: Herb B. Kuhn
Elizabeth Richter
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1. Specialists Positions Survey - Directors/Bedsize 100-199

1. Does your health system include a hospital?

Response Response
Percent Total

P—— 100% 17
No 0% 0
Total Respondents 17

{filtered out) 8

(skipped this question) 0

2. American Society of Health-System Pharmacists

2. Do you have any Clinical Pharmacy Specialists* at your facility?
Response Response
percent Total

ves (NN 40% 6
no DR 60% 9

Total Respondents 15
(filtered out) 7
(skipped this question) 3

3. Pharmacy Specialist Positions

3. For each specialty below, please indicate how many specialists you currently have at your

facility. (Do not include specialized residents.)

NOTE:

p?SID=1116502 6/20/2005
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For each specialty with no staff, please skip the item to indicate "none.”

£ 2 3 4 5 or more Re:g:ar;se
Critical Care  100% (2) 0% (0) 0% (0} 0% (0) 0% (0) 2
Drug Information  100% (1) 0% (0} 0% {Q) 0% ({0) 0% (0) 1
Geriatric  100% (2) 0% (0) 0% (D) 0% (0) 0% (0) 2
Infectious Diseases 0% (@) 0% (0) 0% {0) 0% (0} 0% (0} (1]
Internal Medicine  100% (1) 0% (0) 0% (0) 0% (0) 0% () 1
Nuclear 0% (0) 0% (0} 0% (0) 0% (0} 0% (0) ]
Nutrition Support  100% (2) 0% (0) 0% (0) 0% (0) 0% {3 2
Oncology  100% (2) 0% (0) 0% (0) 0% (0} 0% (0) 2
Pediatric  100% (2) 0% (D) 0% (0) 0% (0) 0% (@) 2
pharmacotherapy  100% (1) 0% (0} 0% {0) 0% (0) 0% (0) 1
Primary Care 0% (0) 0% (0) 0% (0) 100% (1) 0% () 1
Psychiatric  100% (1) 0% {0} 0% (0) 0% (0} 0% (0) 1
All other specialists 0% (0} 100% (1) 0% (0} 0% (0) 0% (@) 1
Total Respondents 6
(filtered out) 2
(skipped this guestion) 17

4. If “all other specialists” applied to you, please list the area of specialties and the number of
specialists in each area.

Total Respondents 1
{filtered out) 2
{skipped this question) 22

4. Specialist Positions

5. There are 12 areas* where specialized residency training is available.
When your facility is recruiting for a position in one of these areas, which of the following
statements apply:

Response Response
Percent Total

Do not have specialists in any of

these 12 areas |iNEGEGEGEG 25% 2
Require & specialized residency and
keep positions open until we find a a
qualified candidate with a specialized - 12.5% :
residency

Prefer a specialized residency but
will fill positions with [

pharmacists who do not have a

specialized residency, if we are

37.5% 3

http:f/www.surveymonkey.comeisplaySummary.asp?SIDZI 116502 6/20/2005
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unable to find a candidate with a
specialized residency

Do not consider a specialized g

residency a significant criteria for hire 25% 2
Total Respondents 8

{filtered out) 3

(skipped this questian) 14

5. Specialist Positions

6. Please indicate the top TWO reasons that you feel that your facility may not always be able to
find a candidate with a specialized residency?

Response Response
Percent Total

Geographic location of our facility N 100°% 3
Inadequate supply of candidates with

a specialized residency In the _ 66.7% 2
marketplace
Lack of a pharmacy school

affiliation/faculty appointment at our | EEEREN 33.3% 1
facility

Salary/benefits our facility can offer Q% 0
Competition with other more

L e 0% 0
prestigious facilities

Other {please specity) 0% 0

Total Respondents 3

{filtered out) 0

(skipped this question) 22

7. When you CANNOT find a candidate with a specialized residency, what other qualifications
would you consider as substitutes for the preferred residency? (Please indicate all that apply.)

Response Response
Percent Total

A pharmacy practice residency AN, 100 3
Experience in the specialized area A 100% 3
Board certification (ps) NI 0 3

Completion of a traineeship program* N 33.3% 1
Other (please specify) 0% 0

Total Respondents 3

(filtered out) 4]

(skipped this question) 22

6. Specialist Positions

http:f/www.surveymonkey.com/DisplaySummary.asp?SID:1 116502 6/20/2005
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8. What other qualifications do you look for when recruiting for a specialist position. (Please
indicate all that apply.)

Response Response
Percent Total

A pharmacy practice residency § 33.3% 1
Experience in the specialized area il i 66.7% 2
Board certification (BPS) 0% 0

Completion of a traineeship program¥* 0% 0
[E] Other (please specify) 33.3% 1
Total Respondents 3

(filtered out) 1

(skipped this question) 21

7. Specialist Positions

9. How many years of experience in the specialized area do you generally require?

Response Response
Percent Total

1 year SR 100 1

2 years 0% 0

3 years 0% 0

4 years 0% 0

5 years 0% 0

More than 5 years Q% 0
Total Respondents 1

{filtered out) 4]
(skipped this question) 24

8. Specialist Positions

10, How many years of experience in the specialized area do you generally require when a
candidate does not have a specialized residency?

Response Response
Percent Total

1 year 0% 0
2 years NEIERRSRR 100 3
3 years 0% 0
4 years 0% 0
5 years 0% 0
0% 0

More than 5 years

http://www.surveymonkey.comeisplaySummary.asp‘?SID=1 116502 6/20/2005
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Total Respondents 3
(filtered outt) 0
(skipped this question) 22

9. Specialist Positions

11, Do you reqguire any of your specialists to be board certified?

Response Response
Percent Total

ves NN 16.7% 1
no [ 83.3% 5
Total Respondents 6

{filtered out) 1

(skipped this question) 18

10. Board Certification

12. Which board certified areas do you require for your specialists? (Please select all that

apply.)
Response Response
Percent Total

Pharmacotherapy 0% ¢]

Pharmacotherapy with added 0% 0
qualifications in Infectious Diseases

Pharmacotherapy with added 0% 0
qualifications in Cardiology

Nutrition Support 0% 1]

oncology NI 100 1

Psychiatric 0% 0

Geriatrics 0% 0

Toxicology 0% 0

Other {please specify) 0% 4}

Total Respondents 1

{filtered out} 0

{skipped this question) 24

11. Specialist Positions

13. Please rate your level of agreement with the following statements with "1” meaning strongly
disagree to a “5” meaning strongly agree.

Strongly Strongly
Disagree Agree Response

http://www.surveymonkey.com/DisplaySummary.asp?SID=1 116502 6/20/2005
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1 2 3 4 5 Average

My organization finds it difficult to fill

0,
our specialist pharmacy positions. 0% (0) 0% (0) 33% (2) 50% (3) 17% (1) 3.83

My organization has had to
compromise on its preferences to fill 0% (0) 17% (1) 33% (2) 50% (3) 0% (0) 3.33
specialist pharmacy positions.

The loss of Medicare pass-through
funding for specialized residencies will
make it more difficult to recruit " s o o
specialized residency trained 0% (0) 0% {0) 33% (2) 50% (3) 17% (1) 3.83
pharmacists at my organization in the

future.
Total Respondents 6
{filtered out) (i}
(skipped this question) 19

14. In the past three years, what is the longest period of time you have left a specialist position
open, while trying to find a qualified candidate?

Response Response
Percent Total

Not hired a specialist in tge past _ 33.3% 2
years

1-3 months 0% 0

3-6 months 0% o

6-9 months [N 33.3% 2

9-12months 0% 0

1-2 years RS 16.7% 1

2-3 years | 16.7% 1

More than 3 years 0% 0

Total Respondents 6

{filtered out) ¢

{skipped this question} 19

12. Resident Training

15. Do you have accredited residency training programs at your facility for pharmacy practice
residencies?

Response Response
Percent Total

ves il 5.9% 1
no [ S 94.1% 16
Total Respondents 17

{filtered out) 4

(skipped this question) 4

http://www.surveymonkey.com/DisplaySurnmary.asp‘?SID=1 116502 6/20/2005
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16. Do you have accredited residency training programs at your facility for specialized

Response Response
Percent Total

Yes 0% 0
100% 17

Total Respondents 17

{filtered out) 4

(skipped this question} 4

13. Resident Training

17. Please rate your level of agreement with the following statements on the impact you think
the elimination of Medicare pass-through funding for specialized residency programs will have
on your organization, with “1” meaning strongly disagree and *5” meaning strongly agree.

Strongly Strongly
Disagree Agree Re:g:ar:se
1 2 3 4 5
Curtail further development of
residency programs in specialized 0% (0) 0% () 0% (0) 0% {0) 0% (0) 0
areas
Reduce the current number of
residency programs in specialized 0% (D) 0% {0) 0% (0) 0% (0) 0% (0) 0
areas
Curtail future increases in the number a o s o
of specialized residency positions 0% (0) 0% (0) 0% (0) 0% (0) 0% (0) °
Reduce the current number of o " a o
specialized residency positions 0% {0} 0% (0 0% (0) 0% (0) 0% (0) 0
Eliminate the specialized residency 0% (0) 0% (0) 0% (0) 0% (0) 0% (0) 0
program
Total Respondents 0
(filtered out) 0
(skipped this question} 25

14. American Society of Health-System Pharmacists

18. Please indicate the ownership of your hospital.

Response Response

Percent Total
For profit N 11.8% 2
Not for profit — 76.5% 13
other (please specify) N 11.8% 2
Total Respondents 17
(filtered out) 4
{skipped this guestion) 4

http://www.surveymonkey.com/DisplaySummary.asp?SID=1 116502 6/20/2005
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19, How many licensed beds are available at your hospital?

Response Response
Percent Total

Less than 100 beds 0% 0
100-199 beds 100% 17
200 - 299 beds 0% 0
300 - 399 beds 0% 0

400-499 beds 0% ¢
500 beds or more 0% 0
Total Respondents 17

(filtered out) 4

{skipped this question) 4

20. Which description below BEST describes your hospital?

Response Response
Percent Total

Academic/University Medical Center 0% 0

Armed Forces 0% 0

Children’s Speciaity il 5.9% 1

Community (with aca e, I 4a7.0% 8
affiliations)

Community (without a;ad_emic _ 35.3% 6
affiliations)

Disproportionate Share 0% 0

Oncology Specialty 0% 0

Public Health Service/ Indian Health : o

) 0% (4]
Service

Prison System 0% 0

Psychiatric Focus (state or county 0% 0
mental health facility)

veterans Administration Jl 5.9% 1

E@ Other (please specify) R 5.9% 1

Total Respondents 17

(filtered out} 4

(skipped this question} 4

21. Is your hospital affiliated with a medical school?

Response Response
Percent Total

23.5% 4

ves

http://www.surveymonkey.com/DisplaySummary.asp?SID=1 116502 6/20/2005
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76.5% 13
Total Respondents 17
(filtered out} 4
(skipped this question}) 4

22. Is the pharmacy department affiliated with a pharmacy school?

ves ik

no [N

Response Response

Percent Total
47.1% 8
52,9% 9
Total Respondents 17
(filtered out)} 4
{skipped this question} 4

23, Do you have college of pharmacy faculty members who practice at your hospital?

ves

no

Response Response

Percent Total
11.8% 2
88.2% 15
Total Respondents 17
{filtered out) 4
{skipped this question) 4

24. How many total FTE pharmacist positions* are currently within your budget?

1-2 positions R
3-5 positions I ENEENEENEE
6-10 positions NG
11-20 positions | EENEGN
21-30 positions
31-50 positions
51-100 positions

Mare than 100 positions

http://www.surveymonkey.comeisplaySummary.asp?SID=1 116502

Response Response

Percent Total

11.8% 2

29.4% 5

41.2% 7

17.6% 3

0% o

0% o}

0% o

0% 0

Total Respondents 17

{filtered out) 4

(skipped this question} 4
6/20/2005
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25. What percentage of total FTE pharmacist positions (from above) are specialist positions?

Response Response
Percent Total

0% (no specialists at my facility) 58.8% 10
1-5% ik 5.9% 1
6-10% 11.8% 2
11-15% B 5.9% 1
16-20% il 5.9% 1
21-30% il 5.9% 1
31-40% M 5.9% 1
41-50% 0% 0
51-60% 0% 0
61- 70% 0% 0
71-80% 0% 0
81-90% 0% ]
91-99% 0% 0
100% 0% 0
Total Respondents 17

(filtered out) 4

(skipped this question} 4

15. Thank You!

26. Please use the space below for any general comments you would like to add related to the
development of specialized positions or recruitment and training of these individuals:

Total Respondents 5

{filtered out) 1]

{skipped this question) 20

SurveyMonkey is Hiring! | Privacy Statement | Contact Us | Logout

Copyright £1999-2004 SurveyMonkey.com. All Rights Reserved.
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Comparison of responses to the ASHP surveys regarding hiring
practices for clinical pharmacy specialists, sorted by bed size

(The original survey was conducted in the Spring 2004 of hospitals 200 or more beds. An
additional survey was conducted of smaller hospitals with 100 — 199 beds in June 20035)

Bed Size of the Hospital

100 — 199 Beds
2005 survey

< 400 Beds
2004 survey

> 400 Beds
2004 survey

# respondents
(%= response rate for bed size group)

17 (17%)

123 (25%)

146 (39%)

# with specialist positions, in areas
where specialized residency training
exists

6 (35%)

83 (63%)

127 (86%)

Looking for specialized residency
trained individuals to fill clinical
specialist positions, in the areas where
specialized residency training exists

67%

80%

94%

Prefer a specialized residency trained
pharmacist but will fill positions with
pharmacists who do not have a
specialized residency, if they are unable
to find a candidate with specialized
residency training

38%

63%

69%

Agree they have had to compromise
their hiring, due to difficulty recruiting

50%

37%

40%

Thought the difficulty in finding
specialized residency trained candidates
was due to an inadequate supply of
these individuals

67%

72%

78%

Thought the difficulty in finding
specialized residency trained candidates
was due to the geographic location of
their facility

100%

40%

37%

% of sites that have had to wait at least
2-3 years to hire individuals with
specialized residency training

17%

4%

9%

Offer pharmacy practice residency
training at their site

6%
(D

21%
(25)

67%
(97)

Offer specialized residency training at
their site

0%

8%
(10)

31%
(44)

Typical # of Full Time Equivalent
Pharmacists in their budget.

6- 10

11-20

21-30, or more




Petition to Restore Federal Funding for Specialized - \

Pharmacy Residency Programs

June 20035

Mark B. McCiellan, M.D, Ph.D., Administrator e of
Centers for Medicare and Medicaid Ser.vices Healﬂ'i-Sysf:nclafl;‘h ar;:gt():;s?s‘
Department of Health and Human Services 7272 Wiscomsin Aventie

Atm: CMS-1500-P Bethesda, Maryland 20814

Hubert H. Humphrey Building — Room 443-G ‘ g& '225’32?3

ax: ~ -
200 Independence Avenue, SW www.ashp.org

Washington, DC 20201

Re: CMS-1500-P; Proposed Rule: Medicare Program; Proposed Changes to the Hospital
Inpatient Prospective Payment Systems and Fiscal Year 2006 Rates

The undersigned persons petition the Centers for Medicare & Medicaid Services (CMS) to
restore reasonable-cost, pass-through Medicare funding for specialized (second-year) pharmacy
residency programs.

In 2004, and again in 2005, the American Society of Health-System Pharmacists (ASHP) sent
survey data to CMS to confirm that specialized residency programs meet the “industry norm”
test that CMS created: that “more than 50 percent of hospitals in a random, statistically valid
sample require the completion of a particular training program before an individual may be
employed in a specialty.”

Comment letters that CMS has already received and will receive by the June 24, 2005, comment
deadline in response to the May 4, 2005, proposed rule emphasize the following:

¢ Pharmacy directors will validate the survey data ASHP provided to CMS, telling you that
they require specialty-trained pharmacists for specialty positions and how, as
employers, they depend on specialty-trained pharmacists to provide quality care to
patients on high-risk drug therapies.

e Directors of pharmacy residency programs will tell you how pharmacists in specialized
residency programs contribute to and enhance the care given to patients.

e Current practicing clinical pharmacists will tell you how it will become increasingly
important for patients with complex medical conditions to have access to the expertise
of specialty-trained pharmacists, particularly those who have trained in specialties that
are important to Medicare beneficiaries, such as geriatrics, oncology, infectious
diseases, and critical care.

e Pharmacists currently completing specialized residency programs will tell you that their
job search experience is consistent with the survey data ASHP provided to CMS.

Restoration of funding for specialized residency programs by CMS will lead to the increased
ability of hospital pharmacists to ensure the safe and effective use of medications by high-
risk Medicare beneficiaries. We therefore, petition CMS to restore this funding.
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} Mark McClellan, M.D., Ph.D wp(lz
ark McClellan, M.D., Ph.D.

Administrator N 4 r t

Centers for Medicare & Medicaid Services

Attention: CMS-1500-P

Room 445-G, Hubert H. Humphrey Building

200 Independence Avenue, S.W.

Washington, DC 20201

RE: CMS-1500-P, Medicare Program; Proposed Changes to the
Hospital Inpatient Prospective Payment Systems and Fiscal Year 2006
Rates; Proposed Rule

Dear Dr. McClellan:

On behalf of the Washington State Hospital Association, representing about
100 hospitals in the State of Washington, we are writing to provide
comments on the fiscal year 2006 inpatient prospective payment system
proposed rule.

We are particularly concerned about the proposed expansion of the post-
acute care transfer policy and the loss in payments for our members due to
this expansion. CMS is proposing to expand the definition of transfers from
30 DRGs to 231 DRGs. These “transfers” are cases where the patient had a
length of stay less than the average and received some post acute care. By
proposing to classify these cases now as transfers, CMS is proposing to
reduce the amount it pays hospitals to care for these patients from the full
DRG payment to a per-diem payment based on the length of stay.

The expansion of the transfer policy undercuts the basic principles and
objectives of the Medicare prospective payment system. The Medicare
inpatient prospective payment system is based on a system of averages.
Cases with higher than average lengths of stay tend to be paid less than
— costs while cases with shorter than average stays tend to be paid more than
300 Elliott Avenue West COSts. The expansion of this policy makes it impossible for hospitals to
_ Suite300 break even on patients that receive post-acute care after discharge.
e, Hospitals “lose” if a patient is discharged prior to the mean length of stay,
Par 060836122 and they “lose” if patients are discharged after the mean length of stay.

e-mail: leog@wsha.org




We find this proposed policy especially troublesome because Washington
hospitals are relatively efficient with short lengths of stay. Our hospitals
will be hurt more than the average hospital, since more cases in Washington
will fall below the average length of stay. In Washington, this new policy
will mean a loss of $19 million in Medicare payments per year.

We urge you to reconsider this proposal. Our hospitals cannot continue to
function effectively without adequate and appropriate Medicare payments.

Sincerely,

O

Leo Greenawalt
President and CEO
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AMERICAN SURGICAL ed PAC
HOSPITAL ASSOCIATION

PO Box 23220, San Diego, CA 92193
Phone: 858-490-8085; Fax: 858-490-9016

Email: info@surgicalhosgital.org Web: www.surgicalhosgital.org

June 23, 2004

Mark C. McClellan, MD

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1500-P

P.O. Box 8011

Baltimore, MD 21244-1850

Re: Specialty Hospitals
MedPAC Recommendations

Dear Dr. McClellan:

The American Surgical Hospital Association is the national trade association for
physician owned acute care hospitals that specialize in the delivery of elective surgical
services and other types of specialized care. We are responding to the discussion of the
definition of a hospital in the proposed rule on the inpatient prospective payment system
published on May 4, 2003. We will also comment on CMS’ actions with regard to the
recommendations of the Medicare Payment Advisory Commission (MedPAC) relating to
specialty hospitals.

SPECIALTY HOSPITALS

Medicare law, regulations, and provider manuals define a hospital as “an institution
which is primarily engaged in providing, by or under the supervision of physicians, to
inpatients, diagnostic and therapeutic services for medical diagnosis, treatment and care
of injured, disabled, or sick persons.. » The discussion in the proposed rule suggests that
specialty hospitals “may be primarily engaged in furnishing services to outpatients, and
thus might not meet the definition of a hospital”.

Failure to meet the requirements for the definition of a hospital could lead to revocation
of the facility’s Medicare provider number, which could have serious consequences for




the institution, including loss of Medicare inpatient revenuce, as well as contracts for
inpatient services with private health plans. In some states, loss of Medicare certification
would also result in revocation of the hospital’s state license.

Tt is difficult to determine exactly what CMS is looking for in this discussion. While it
raises the threat against specialty hospitals, it provides no particulars for public comment.
For example, the key issue is the way that CMS determines the meaning of “primarily
engaged in providing inpatient services.” Yet the agency does not propose 2 standard
that the public can react to or comment on. Certainly this issue is too important to be left
to informal processes like manual instructions. We believe this vagueness undermines
any legal effect that this discussion may have. We recommend that there be a separate
proposed rule, with specific issues raised, on the definition of what Medicare considers a
hospital. We also note that CMS did not evaluate the impact of a change in policy, even

though it would have a significant impact on affected hospitals.

While the discussion in the proposed rule is titled “Definition of a Hospital in Connection
with Specialty Hospitals”, Medicare law defining “hospital” does not differentiate the
kind of hospital except to exclude psychiatric facilities from the definition. While the
MMA 2003 defined specialty hospital for purposes of the now expired 18 month
moratorium, it did not alter the definition of “hospital” in terms of participation in
Medicare. We do not believe that there is a definition of “specialty hospital” which can
be applied to participation in Medicare, which is the thrust of the text in the proposed
cule. There is no legal basis for Medicare to set one set of participation standards for
«raditional” hospitals and another for “specialty” hospitals. Therefore, the review of
participation criteria should apply to all hospitals. Specialty bospitals are almost always
licensed by the state as acute care hospitals. We believe that this fact also argues for a
review of the definition as it applies to every hospital.

We believe that the law requires the application of one test for determining the
participation of any hospital, other than psychiatric facitities, and that is the measurement
of inpatient services. However, the law and regulations offer no guidance on the
application of this 40-year-old definition to the hospitals of the 21* century. We do not
believe that very many hospitals, whether specialty or general hospitals of any kind, and
whether or not they have physician investors, would pass a strict reading of the statute.
This leads to the inevitable conclusion that today’s hospitals no longer qualify to
participate in Medicare because the nature of the services they provide has changed 50
dramatically.

In 1965 virtually all hospital services, particularly surgical, were provided on an inpatient
basis. In 2005, the reverse is true. In absolute numbers, hospitals provide far more
outpatient services that they do inpatient. Medicare data and information from the
American Hospital Association suggest that the ratio of outpatient to inpatient services is
approximately four to one. On average 80% of all surgery performed in this country is
now done on an outpatient basis. Since the entire thrust of healthcare is to move patients

to the least expensive setting, and for hospitals to limit their services to those things they
can do best, we question the point of this entire discussion.




A literal reading of the statute and regulations would deny almost every hospital the
opportunity to participate in Medicare since virtually no facility provides primarily
inpatient services if the measure is the number of patient encounters. We do not believe
it is the intent of CMS to exclude all hospitals from Medicare. Some other test must then
be devised to satisfy the statute and the current circumstances of medical care delivery.
However, the rulemaking is silent on what the test might be.

Data from CMS and AHA do show that on average hospitals earn far more from their
inpatient surgery than from their outpatient care. It is estimated that the average hospital
earns at least 60% of its total revenue from inpatient surgery. For specialty hospitals, that
number is lower, approaching 50% in most cases. That situation does not occur evenly
across all hospitals, however. Many small community and rural hospitals do not have the
same dollar volume of inpatient service as their larger, more urbanized cousins. This
circumstance argues against using a dollar figure or ratio to determine whether or not a
hospital meets the Medicare definition. The unintended consequences of such a move
would certainly draw the attention of the hospital industry, Medicare beneficiaries and
Congress.

For the same reasons, the use of average daily census or number of beds will not suffice
as a basis for determining whether or not a hospital meets the Medicare definition. There
is simply too much variation among hospitals across the country. According to AHA
data, in 2002 there were 321 hospitals in the 6-24 bed size category. Only 26 were
investor owned. Most were rural hospitals. They had an average daily census of fewer
than 6 patients.

In the same year, 931 hospitals were classified in the 25-49 bed range. Investors owned
107 of these facilities. The average daily census was just over 15 patients. More than
700 were in rural areas. It appears that use of number of inpatient beds or average daily
census as the basis for determining if a hospital qualifies for Medicare may disadvantage
small and rural hospitals.

According to the American Hospital Association, the smaller hospitals, 6-24 beds,
reported 161,716 inpatient admissions in 2002, compared with 5,929,797 outpatient
visits. In the next category, 25-49 beds, 1,062,147 inpatient admissions were counted in
2002. These facilities reported 29,726,357 outpatient visits.

This relationship does not dramatically change as the size of the hospital increases. This
AHA data amply demonstrate that the hospital of the 21% Century is not “primarily
engaged in the provision of inpatient services”.

There is a very good reason that Medicare has been flexible in its interpretation of the
term “hospital” and that is the dynamic nature of the hospital sector. Today’s hospital
would barely be recognized by an administrator or physician who practiced in the pre
Medicare period. The discussion in the proposed rule fails to take these changes into
account.




Medicare has relied on state licensing as the fundamental determinant of what facility can
be considered a hospital. Using the flexibility available to the state to respond to the
unique circumstances of its own situation and needs has allowed Medicare to keep up
with the changing hospital sector. For the federal government to attempt to usurp this
role and override the effect of state law and regulation only means that CMS will have to
struggle with the reality that virtually no hospital, by any standard, qualifies for Medicare
under a strict reading of the statute.

The Association believes that CMS should abandon this attempt to discriminate against
specialty hospitals. The agency already has authority to withdraw a Medicare number
from a facility that no longer meets Medicare standards, including whether or not it sees
hospital inpatients. There is no evidence presented that this authority is no longer
sufficient. In the absence of such evidence, we fail to understand why a new stance on
the issue is required.

We also do not understand why CMS would want to exclude specialized hospitals from
the program. According to its own study of specialty hospitals, the morbidity and
mortality levels are superior to those found in general hospitals. We presume that CMS
would want to increase the quality of healthcare for its beneficiaries, especially when it is
not costing the agency more money to achieve these improved results.

The CMS study also demonstrates high levels of patient satisfaction with specialty
hospitals. Why would the agency want to take an action to deny beneficiaries a choice
they find more satisfactory?

Reliance on state licensing as the basic standard has allowed the agency 10 adapt to the
changing nature of hospitals over the life of the program. We believe that CMS should
use the state’s grant of a hospital license as the basic evidence of qualification for
Medicare. Any national standard will only create unintended consequences for hospitals
and their patients. At the very least, the agency should issuc a separate rulemaking in
which it poses some specifics for public comment. As previously noted, this is too
important an issue to be left to informal processes, like provider manual revisions.

Although not discussed in the proposed rule, CMS has announced that it will revise
payments to ambulatory surgery centers (ASCs) to assure that the current discrepancies
do not create an incentive for ASCs to convert 1o hospitals only for reimbursement
reasons. We welcome an effort to create a more logical ASC payment system, one that is
related to the current hospital outpatient reimbursement structure.

MEDPAC RECOMMENDATIONS

One outcome of the MedPAC study of specialty hospitals was identification of DRGs
that were “more profitable” than others. Tn other words, some DRGs paid more than the
cost of care provided, and some DRGs paid less. These discrepancies create the
sotential that hospitals might select their Medicare admissions with payment rates in



mind, perhaps discriminating against certain patients. At the very least, the variation in
value forced hospitals to use higher paying DRGs to subsidize the care provided in lower
paying DRGs.

It should come as no surprise that a payment system that has been in place more than 20
years now has some anomalies init. Whether or not one accepts the arguments about
incentives that have been raised as a result of these distortions, it does make sense to try
to make sure that the inpatient prospective payment system reimburses for the cost of
care as accurately as possible. We believe that the MedPAC recommendations go a long
way to achieving that goal and would greatly reduce the need for hospitals to use cross
subsidies to sustain services that are today underreimbursed.

The American Surgical Hospital Association has supported the MedPAC
recommendations, and we are pleased that CMS is actively working to implement them.
We believe that their adoption will go a long way to establishing an even basis for fair
competition among hospitals. Further action addressing issues in the specialty hospital
debate will not, we believe, be necessary if CMS adopts these payment changes

promptly.

While we support an appropriate phase in of the new rates, we urge CMS to act with
dispatch to implement these important revisions.

The American Surgical Hospital Association appreciates the opportunity to comment on
these important issues. We look forward to a continued and constructive dialogue with
CMS on specialty hospitals.

Sincerely,

< ;/d""‘c"‘- -Ag‘.}.{tm_f'_‘
i

James Grant
President
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Dear Dr. McClellan: %;/ I/LQ

Concentric Medical, Inc. appreciates the opportunity to comment on the Proposed Rule
for the Hospital Inpatient Prospective Payment Systems and Fiscal-Year 2006 Rates
(CMS-1500-P). Concentric Medical, Inc. is a medical device company committed to
opening the pathway to stroke treatment. We are the first company to bring a surgical
device to the healthcare arena that assists with the removal of occlusive blood clots from
patients experiencing an ischemic stroke. The Merci® Retrieval System is used during a
mechanical thrombectomy surgical procedure to remove the clot and restore blood flow.
It offers hope to ischemic stroke patients with no other options. We appreciate the
Centers for Medicare and Medicaid Services (CMS) addressing the cutrent inadequacy
of the DRG reimbursement rates for our nation’s hospitals that care for stroke patients.

ik

RE: Reclassifications - Stroke DRG
l: Issue

in the Proposed Rule for the Hospital Inpatient Prospective Payment Systems and Fiscal
Year 2006 Rates, the Centers for Medicare and Medicaid Services (CMS) has decided
to continue to pay for ischemic stroke patients treated with drug-related therapy under
medical DRGs 14 and 15, respectively. CMS made this decision due to the small
number of cases that it was able to identify in its MedPAR database using ICD-9 code
99.10, even though the cases that it did identify where drug-related therapy was
administered in the form of a thrombolytic agent were more expensive ($16,000 and
$10,000 higher, respectively) than stroke patients who did not receive a drug-based,
medical therapy.

By only using ICD-9 procedure code 99.10 as the identifier for stroke cases that have
received a medical therapy, specifically infusion of a thrombolytic agent, the CMS
analysis of its MedPAR data is too narrow. Furthermore, stroke patients that receive a
surgical intervention (mechanical thrombectomy) are also more expensive cases and




these cases should alsc be reviewed as part of this data analysis, as well as those
cases where the patient receives combination therapy.

Access for Medicare beneficiaries to the recent advances in stroke treatment needs to
be supported by the creation of a set of new DRGs, medical and surgical, that are
flexible enough to capture all stroke cases where an intervention is performed, having
rates assigned which reflect the higher average standardized charges that CMS has
already identified in the MedPAR data and will continue to identify by implementing the
recommended additional data analysis.

i Recommendations

Concentric commends CMS for addressing the inadequacy of current reimbursement
rates to hospitals for the care they provide to ischemic stroke patients. Inadequate
reimbursement rates are causing less hospitais to take advantage of the benefits of
reperfusion and IV drug therapy and of surgical interventions where indicated.
Advancing the standard of care for ischemic stroke patients from a “wait and see”
approach to an aggressive interventional approach would improve patient outcomes and
minimize the impact on our nation’s rehabilitation system to care for patients with long
term neurological deficits and disabilities.

Therefore, we recommend that CMS take the proposed first step in recognizing the
increased hospital costs associated with acute stroke stays by creating a new medical
DRG for ischemic stroke patients that are treated with drug-based reperfusion therapies.
However, at the same time, CMS should also commit to creating a surgical DRG for
ischemic stroke patients who are treated with surgical-based interventions.

Concentric, in partnership with the appropriate medical specialty societies and
professional coders, will be submitting an application for the September 29-30, 2005
meeting of the ICD-8-CM Coordination and Maintenance Committee with several options
for the committee to consider regarding ICD-9 procedure coding for the surgical
interventions, intracranial endovascular mechanical thrombectomy, performed to repair
the arteries by removal of occlusive blood clots that are causing an obstruction, and
therefore causing the ischemic stroke. We believe that the current lack of systematic
procedure coding, that affects DRG assignment, for both medical and surgical
interventions is negatively impacting reimbursement rates to hospitals for stroke cases
and is also hindering CMS in its ability to identify these cases in its MedPAR data for
assignment of appropriate payment. Depending on the outcome of the Committee’s
meeting, any new or revised |CD-9-CM procedure codes would need to be factored into
the DRG structure for FY 2007.

Given that every year in the United States, about 700,000 individuals suffer a stroke of
which 88 percent are ischemic in nature, we welieve that the incidence within the
Medicare population of those treated with a medical or surgical intervention is much
greater than the 2 448 cases that CMS identified in the MedPAR database using ICD-9
procedure code 99.10 as the search criteria. We recognize the complexities presented
in basing a potential DRG assignment change on an analysis using an ICD-9-CM code
that does currently affect DRG assignment, and thus is most likely under reported.
Therefore, we recommend that CMS expand its data analysis, particutarly if DRG
changes are not implemented this year for stroke. Using the following ICD-9 diagnosis
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and procedure code combinations to identify stroke cases in the MedPAR data may
increase the scope of CMS' analysis.

Medical Interventions (IV tPA and 1A tPA):

ICD-9 Diagnosis Codes:
430

433 - 433.91
434 — 43491
4358

435.9

436

437.0

4371

ICD-9 Procedure Codes:
88.41 + 99.10
42 23+88.41+88.72+99.10
38.93+99.10
42.23+88.41+88.72
88.41+99.10+39.50
88.41+88.42
88.72+99.07+99.04+88.41 +38.93+42.23
88.41+88.42+88.72+42.23
99.28+39.50
38.03+88.41+96.72+96.04

Surgical Interventions (mechanical thrombectomy):

|CD-9 diagnosis codes:

430

433 -433.91
434 - 434 .91
435.8

435.9

436

437.0

4371

ICD-9 Procedure Codes:
88.41+38.02
88.41+39.72
88.41+39.50
39 50+39.72+39.90+88.41 +96.71
99.10+88.41+38.93+39.79
00.61+00.64+39.79+88.41 +96.04+96.72+99.19

This expanded analysis will give CMS a more complete picture regarding the
standardized charges of ischemic stroke patients and the financial deficits that hospitals
are absorbing when caring for these patients.




11l. Supporting Information

Statistics Regarding the Incidence of Stroke:

Every year in the United States, about 700,000 individuals suffer from a new or recurrent
stroke of which 88 percent are ischemic in nature. Stroke is the third leading cause of
death in the United States with a mortality rate of 7.6% at 30 days. Someone in the
United States suffers a stroke every 45 seconds; every 3.1 minutes an American dies
from stroke. Stroke is the leading cause of long-term disability. A person’s risk of
having a stroke doubles every decade after the age of 55 years old. The annual
economic cost of incidence of strokes is about $51 billion in direct medical costs, plus

indirect costs including losses in productivity (u.S. Centers for Disease Control and American Heart
Association/American Stroke Association, Heart Disease and Stroke Stalistics - 2004 Update).

The Cost to a Hospital of Treating a Stroke Patient:

The data from the foliowing three hospitals are a representative sample from those
facilities that routinely treat ischemic stroke patients —one is a community hospital in the
eastern United States, oneis a non-profit hospital, teaching hospital located in the
Midwest, and one is a major academic medical center on the west coast. At each
hospital, patients are treated using all means, including IV thrombolysis, 1A thromboiysis
and mechanical embolectomy.

At The Stroke Center at Hartford Hospital, they treat approximately 500 acute ischemic
stroke cases annually. The majority (72%) of these cases involve Medicare
beneficiaries. A subset of this population includes resource-intensive cases such as
those involving thrombolytic therapy where a reperfusion agent is used (eg, tissue
plasminogen activator, tPa). The average costs per case are about $20,400 whereas the
average DRG reimbursement is onty $9,566.

At St. Lukes’ Hospital located in Kansas City, MO, approximately 68 percent of the acute
ischemic stroke cases treated involve Medicare beneficiaries. As mentioned above, St.
Lukes' Hospita! treats patients by all means. Typically, the average adjusted total cost
per case to treat an ischemic stroke patient with IV thrombolysis is $10,473 whereas the
average DRG reimbursement is only $6,073 per case. For IA thrombolysis, the average
adjusted cost per case is $19,048 whereas the average DRG reimbursement is only
$10,621. For mechanical embolectomy, a surgical procedure, the average adjusted total
cost per case is $ 21,618.90 whereas the average DRG reimbursement is only
$17,576.90.

At UCLA Medical Center located in Los Angeles, CA, approximately 48 percent of the
acute ischemic stroke cases treated involve Medicare beneficiaries. As mentioned
above, UCLA Medical Center treats patients by all means. Typically, the average
adjusted total cost per case to treat an ischemic stroke patient with [V thrombolysis is
$25,030 whereas the average DRG reimbursement is only $17,294 per case. ForlA
thrombolysis, the average adjusted cost per case is $34,486 whereas the average DRG
reimbursement is only $ 19,263. For mechanical embolectomy, a surgical procedure,
the average adjusted total cost per case is $ 36,711 whereas the average DRG
reimbursement is only $22,138.
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As you can see, all of these hospitals suffer economic losses from treating these very
sick individuals who have experienced an ischemic stroke.

TR

Concentric Medical, Inc. appreciates the opportunity to provide comments on this
proposed rule and requests that that CMS take the proposed first step in recognizing the
increased hospital costs associated with acute stroke stays by creating a new medical
DRG for ischemic stroke patients that are treated with drug-based therapies. However,
at the same time, Concentric Medical, Inc urges CMS to commit to creating a surgical
DRG for ischemic stroke patients who are treated with surgical-based interventions. If
Concentric Medical can provide CMS with additional information regarding this matter,
please do not hesitate to contact myself or Lisa Zindel at 650-938-2100 or email at
GCurtis concentric-medical.com of LZindel@concentric-medical.com.

Sincerely,

President and CEO




