
FRAZIER 
HEALTHCARE VENTURES 

September 22,2006 

The Honorable Mark McClellan. M.D.. Ph.D. 
Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1 SOBP 
P.O. Box 801 1 

> Two Union Square 
601 Union Street 
Suite 3200 
Seattle, WA 981 01 

P: 206-621 -7200 
F: 206-621-1848 

Baltimore. MD 21 244-1850 

Re: CMS-1506-P; Hospital Outpatient Prospective Payment System and CY2007 Payment Rates 

Dear Dr. McClellan: 

I welcome the opportunity to comment on the Centers for Medicare and Medicaid Services' (CMS) proposed rule for the 
Hospital Outpatient Prospective Payment System (HOPPS) and CY Payment Rates (published in the August 23, 2006 
Federal Register) and would like to take this opportunity to address two areas of concem with respect to the HOPPS 
proposed rule; the proposed definition of a 'device of brachytherapy' and the APC assignment of CPT 77799. Unlisted 
procedure, dinical brachytherapy. 

RECOGNITION OF THE NEW BRACHYTHERAPY SOURCES ELIGIBLE FOR SEPARATE HOPPS PAYMENT 
CMS has proposed to define a device of brachytherapy eligible for separate payment under the HOPPS as a "seed or 
seeds (or radioactive source) as indicated in section 1833(t)(2)(H) of the Social Security Act which refers to sources that 
are themselves radioactive. " 

The evolution of technology requires the reexamination of existing assumptions, understandings, and definitions once 
thought to be clear. One of these assumptions is that brachytherapy sources have to be radioactive to deliver a 
therapeutic radiation dose. Technological advances demonstrate that non-radioactive (electronic) sources, for example, 

' 

can deliver a therapeutic radiation dose similar to a radioactivesource or seed. Other advances involve radioactive seed 
configurations different from the traditional. The legislation surrounding brachytherapy payment is not meant to be 
limiting, but rather inclusive of innovative devices of brachytherapy in that can provide benefit to Medicare patients in light 
of new technology advances. 

All new and innovative brachytherapy radiation sources which meet the criteria required by the legislation and are 
approved as brachytherapy sources by the FDA should thus be induded in CMS' consideration of which brachytherapy 
devices are eligible for separate OPPS payment. By excluding new and innovative brachytherapy radiation sources from 
separate OPPS payment to the outpatient hospital facilities. CMS is eliminating access to FDA approved new technology 
for Medicare beneficiaries. 

I strongly believe that CMS must consider all new technologies now FDA-cleared for brachytherapy and broaden 
its payment mechanism to include bofh innovative radioactive and non-radioactive brachytherapy sources. 

CPT 77799 ASSIGNMENT 
Ambulatory Payment Classification Groups (or APCs) are composed of groups of services that are comparable clinically 
and with respect to the use of resources. CMS has proposed to move CPT 77799 from APC 313 to APC 312 for CY2007. 
CPT 77799 is the unlisted procedure code for clinical brachytherapy. APC 312 (Radioelement Application) is comprised 
of CPT codes that are described as radiation source applications and APC 313 (Brachytherapy) includes CPT codes that 
are described as remote afterloading high intensity brachytherapy. In keeping with the intent of APC classifications to 
group procedures that are similar clinically and resources utilized, unlisted brachytherapy code CPT 77799 would be more 
appropriately included in APC 313 with other brachytherapy procedure codes. 

CMS has classified CPT 77799 appropriately as a brachytherapy procedure from the inception of the APC system in 
2002. Since this time CPT 77799 (clinical brachytherapy) has been placed into APC 313 with other brachytherapy 
procedures. In following with the APC assignment of miscellaneous procedures, the assignment to the lowest paying 
brachytherapy APC is the most appropriate for 77799. The only brachytherapy APC that is appropriate for placement of 
77799 would be APC 31 3. . I 

I recommend that the unlisted brachytherapy CPT 77799 remain in the appropriate brachytherapy APC 313 for 
CY2007. 



Once again. I would like to thank you for the opportunity to comment on this yeats proposed rule. Should you have any 
questions please do not hesitate to email me at Nathan@frazierhealthcare.com 

Respectfully. 

Frazier HealUlcare Ventures 
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Elizabeth Funk, President/CEO Ellen Attaliades, MA, Chairman 

September 20, 2006 

Mark McClellan, M.D., Ph.D., Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1506-P 
P.O. Box 8011 
Baltimore, MD 21244-1850 

RE: CMS-1506-P: Proposed Changes to Hospital Outpatient 2007 Rates 

Dear Dr. McClellan: 

' ThankyoufortheopportunitytosubmitcommentsontheCMS-I506-P:ProposedChangestoHospita/ 
ohpatient 2007~ates. I am writing in regard to the proposed rate reduction for Partial Hospitalization 
services (APC 0033). MHSACM is a statewide association representing more than 100 community- 
based mental health and substance abuse providers and we adamantly oppose the proposed 14 
percent rate reduction for Partial Hospitalization services. This reduction, when combined with the rate 
reduction instituted last year, would be devastating and severely hinder access to needed services. 
The rate methodology l~sed by CMS to calc~~late rates for this service is flawed and we respectfully 
request that CMS suspend the proposed rate reduction and institute a process by which to review its 
rate setting methodology. 

CMS Rate Computation 

CMS states that per diem costs were computed by summarizing the line item costs on each bill and 
dividing by the number of days on the bills. This calculation methodology can severely dilute the rate 
and penalize providers. 

Partial Hospital programs are only paid their per diem rate when three or more qualified 
services are delivered within a day of service. Our Partial Hospital providers, however, are 
encouraged by their fiscal intermediary to submit all service days on claims, even when the 
patient receives less than three (3) services on a given day. Programs must report these days 
to be able to meet the 57 percent attendance threshold necessary to avoid potential delays in 
the claims payment. I f  only one or two services are included as a cost and the day is divided 
into the aggregate data, the cost per day is significantly diluted. 

Even days that meet the three or more services delivered criteria, but only have three services 
delivered to a client, can dilute the cost factors in the rate calculations. Days where three or 
fewer services are delivered can occur frequently when providing treatment to people with 
severe mental illnesses. 



CMS has reduced certain providers' cost for purposes of deriving the rate based on its 
observation that "costs for settled cost reports were considerably lower than costs from 'as 
submitted' cost reports" (68 Fed. Reg. 48012). While this CMS observation is true, it fails to 
include in the providers' costs those costs that were denied and removed from the 'as 
submitted" cost reports, but then reversed on appeal to the Provider Reimbursement Review 
Board (PRRB) and subsequently settled pursuant to the PRRB1s mediation program, or otherwise 
settled between the provider and the intermediary. 

During the relevant years at issue, providers of Partial Hospitalization services incurred particularly 
significant cost report denials but also experienced favorable outcomes on appeal. Because the CMS 
analysis did not take all the allowable costs into consideration, its data are skewed artificially low. The 
cost data used to derive the APC rate should be revised to account for these costs that were 
subsequently allowed. 

Recommendations 
MHSACM respectfully requests that CMS not implement the Proposed Changes to Hospital 
Outpatient PPS 2007 Rates for Partial Hospitalization services and leave the current rate in place 
until such time that a Task Force is established and develops a new rate methodology that captures 
all relevant data and reflects the actual costs to providers to deliver these services. 

MHSACM recommends that the members of a new Rate Setting Task Force be corr~posed of CMS 
staff and a diverse group of stakeholders that include front-line providers of Partial Hospital 
services. The Task Force should also include representatives from national organizations including 
the National Council for Community Behavioral Healthcare (NCCBH), National Association of 
Psychiatric Health Systems (NAPHS) and American Association of Behavioral Healthcare (AABH). 

Community-based Partial Hospitalization services are a vital component of the continuum of mental 
health care in Massachusetts. They are a proven, cost-effective model of care for clients who remain 
at high risk for admission to more costly inpatient services. These programs provide intensive clinical 
treatment to clients who otherwise would not be able to function in the community. 

I n  Gradig the States: A Report on the Nalrbnal Heal .  Care System for People with Skn'ous Mental 
Illness (National Alliance for the Mentally Ill, 2006), Massachusetts is criticized for the lack of access to 
community- based services because the system is "grosslv underfunded ." We need to maintain and 
expand the services we have and increase access to community-based treatment, not decimate access 
though rate reductions. 

Thank you again for the opportunity to submit comments. I f  you would like to discuss our 
r - m e n d a t i o n s  further, please contact me at 508-647-8385. 

+;;,;~rlk 
CEO and 

Chair, ~oa rd  of Directors 
National Council for Community Behavioral Healthcare 



Michael E. Funke, M.D., Ph.D. 
University of Utah 
Magnetic Source Imaging 
729 Arapeen Drive 
Salt Lake City, UT 84 108 

September 25,2006 

To Whom It May Concern: 

It has recently come to our attention that CMS just published the new Proposed Rules for 
2007 which included MEG reimbursement (see pp. 160-1 65). Of concern is that these 
rules are based on both incomplete and inaccurate claims data for CPT codes 95965, 
95966 and 95967. It is our understanding that CMS has a total of 23 claims for 95965 
with a minimum charge of $400 and a maximum charge of $4000. However, we are 
aware that none of the University of Utah's Medicare (CPT 95965) claims were included 
in the supposed CMS "total" database for the year 2005. Therefore, our concern is that 
there must be other missing, yet crucial data that would change the newly proposed 
reimbursement levels. 

Please find enclosed the University of Utah's 2005 Medicare claim's data for your review 
(nine claims total for 95965). Accordingly, we respectfully request that these claims, 
which were submitted to and paid for by Medicare, be considered in the final rule 
making. 

Sincerely , 

/ Michael E. Funke, M.D., Ph.D. 
Program Director, Magnetic Source Imaging 
University of Utah Health Care 
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Ventures 

Clear V~s~on for Healthcare lnvest~ng 

September 25,2006 

The Honorable Mark McClellan, M.D., Ph.D. 
Administrator 

% &) 

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

3 biWJ 

Attention: CMS- 1506-P 
P.O. Box 801 1 

ChhnO 
M* 

Baltimore, MD 2 1244- 1 850 

Re: CMS-1506-P; Hospital Outpatient Prospective Payment System and CY2007 
Payment Rates 

Dear Dr. McClellan: 

I welcome the opportunity to comment on the Centers for Medicare and Medicaid 
Services' (CMS) proposed rule for the Hospital Outpatient Prospeqtive Payment System 
(HOPPS) and CY Payment Rates (published in the August 23, 2006 Federal Register) 
and would like to take this opportunity to address two areas of concern with respect to the 
HOPPS proposed rule; the proposed definition of a 'device of brachytherapy' and the 
APC assignment of CPT 77799, Unlisted procedure, clinical brachytherapy. 

RECOGNITION OF THE NEW BRACHYTHERAPY SOURCES ELIGIBLE FOR 
SEPARATE HOPPS PAYMENT 
CMS has proposed to define a device of brachytherapy eligible for separate payment 
under the HOPPS as a "seed or seeds (or radioactive source) as indicated in section 
1833(t)(2)(w of the Social Security Act which refers to sources that are themselves 
radioactive. " 

The evolution of technology requires the reexamination of existing assumptions, 
understandings, and definitions once thought to be clear. One of these assumptions is 
that brachytherapy sources have to be radioactive to deliver a therapeutic radiation dose. 
Technological advances demonstrate that non-radioactive (electronic) sources, for 
example, can deliver a therapeutic radiation dose similar to a radioactive source or seed. 
Other advances involve radioactive seed configurations different from the traditional. 
The legislation surrounding brachytherapy payment is not meant to be limiting, but rather 
inclusive of innovative devices of brachytherapy in that can provide benefit to Medicare 
patients in light of new technology advances. 

One Memorial Dr~ve, Suite 1230, Cambridge, MA 021 42 +1 617 949 2200 main +1 61 7 949 2201 fax 
801 Gateway Boulevard. Suite 410. South San Francisco, CA 94080 +1 650 238 5000 main +1 650 238 5001 fax 



Ventures 
Clear Vlslon for Healthcare Investing 

All new and innovative brachytherapy radiation sources which meet the criteria required 
by the legislation and are approved as brachytherapy sources by the FDA should thus be 
included in CMS' consideration of which brachytherapy devices are eligible for separate 
OPPS payment. By excluding new and innovative brachytherapy radiation sources from 
separate OPPS payment to the outpatient hospital facilities, CMS is eliminating access to 
FDA approved new technology for Medicare beneficiaries. 

I strongly believe that CMS must consider all new technologies now FDA-cleared for 
brachytherapy and broaden its payment mechanism to include both innovative 
radioactive and non-radioactive brachytherapy sources. 

CPT 77799 ASSIGNMENT 
Ambulatory Payment Classification Groups (or APCs) are composed of groups of 
services that are comparable clinically and with respect to the use of resources. CMS has 
proposed to move CPT 77799 from APC 3 13 to APC 3 12 for CY2007. CPT 77799 is the 
unlisted procedure code for clinical brachytherapy. APC 312 (Radioelement 
Application) is comprised of CPT codes that are described as radiation source 
applications and APC 3 13 (Brachytherapy) includes CPT codes that are described as 
remote afterloading high intensity br&hytherapy. In keeping with the intent of APC 
classifications to group procedures that are similar clinically and resources utilized, 
unlisted brachytherapy code CPT 77799 would be more appropriately included in APC 
3 13 with other brachytherapy procedure codes. 

CMS has classified CPT 77799 appropriately as a brachytherapy procedure from the 
inception of the APC system in 2002. Since this time CPT 77799 (clinical 
brachytherapy) has been placed into APC 313 with other brachytherapy procedures. In 
following with the APC assignment of miscellaneous procedures, the assignment to the 
lowest paying brachytherapy APC is the most appropriate for 77799. The only 
brachytherapy APC that is appropriate for placement of 77799 would be APC 3 13. 

I recommend that the unlisted brachytherapy CPT 77799 remain in the appropriate 
brachytherapy APC 3 13 for CY2007. 

One Memorial Drive, Suite 1230, Cambridge, MA 021 42 + I  61 7 949 2200 main +1 61 7 949 2201 faw 
801 Gateway Boulevard, Suite 410, South San Francisco, CA 94080 +1 650 238 5000 main +1 650 238 5001 faw 
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Once again, I would like to thank you for the opportunity to comment on this year's proposed 
rule. Should you have any questions please do not hesitate to email me at 
kwheeler@clarusventures.com 

danaging Director 
Clarus Ventures 

One Memorial Drive, Suite 1230, Cambridge, MA 021 42 +I 61 7 949 2200 main +I 61 7 949 2201 fax 
801 Gateway Boulevard, Suite 410. South San Francisco, CA 94080 +1 650 238 5000 main +I 650 238 5001 fax 
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BY FEDERAL EXPRESS 

October 3, 2006 

The Honorable Mark McClellan, MD 
Department of Health and Human Services 
Attention: CMS-1506-P 
Mail Stop C4-26-05 
7500 Security Boulevard, 
Baltimore, MD 21 244-1 850. 

RE: CMS-1506-P; Hospital Outpatient Prospective Payment System and CY2007 
Payment Rates 

Dear Dr. McClellan: 

Sicel Technologies is pleased to submit the following comments to the Centers for 
Medicare and Medicaid Services (CMS) in response to the proposed rule on changes to 
the hospital outpatient prospective payment system (71 Fed. Reg. 49,506, August 23, 
2006). 

Our comments relate to a letter of denial recently received for a New Technology APC 
code for the Implantation of the DVS@ Dosimeter. As the Hospital Outpatient 
Prospective Payment System comment period for calendar year 2007 is currently in the 
proposed comment period, we would like to take this opportunity to submit the following 
remarks. 

Sicel Technologies was founded in 1999 to develop a miniaturized, implantable device 
utilizing multiple sensors in a closed loop telemetry system. The Company's efforts have 
been focused in the oncology market segment to develop products that can continuously 
monitor the changes within tumors of patients undergoing radiation and chemo-therapy. 
The ability to know what is happening at the tumor level during a course of treatment 
allows therapy to be optimized. 

The DVS is intended for use in radiation therapy to verify treatment planning and 
radiation dose to tissue and organs in or near the irradiated areas of a patient. The 
system is specifically indicated for breast and prostate cancer to measure photon beam 
therapy and as an adjunct to treatment planning to permit measurement of the in vivo 
radiation dose received at the tumor periphery, tumor bed, and andlor surrounding 
normal tissues for validation of the prescribed dose. 

CMS stated that the reason stated for denial of the New Technology APC code was that 
"the senlice is described by existing HCPCS codes or combination of HCPCS codesJ'. 



"The DVS system is not intended to specify adjustments to dose. Dose 
measurement data obtained using the DVS System should be used in 
conjunction with existing planning and delivery tools to verm delivered 
dose rather than as a stand alone tool for determining dose adjustments". 

The first sentence of this statement was recommended specifically to discourage 
physicians from 'chasing* or altering the measured dose variance from day to day. The 
FDA and Sicel Technologies agreed to make this wording more apparent by outlining it 
in a black box because both were concerned that physicians might use the daily 
difference between observed and expected dose, to raise or lower the subsequent day's 
dose. The concern was that using the information in this manner does not take into 
consideration the typical dose variation observed, and the fad  that most cancer patients 
receive 25-30 radiation treatments, each with some variation in dose. The second 
portion of the statement clearly positions use of the DVS in conjunction with treatment 
planning and delivery. Furthermore, specific guidelines following this statement, which 
were also approved by the FDA, include the following recommendations: 

Systematic dose deviations of 25-7% over a number of fractions should result in a re- 
evaluation of the treatment plan, patient setup, and equipment function to determine 
the reason for the variation. A change or correction to the plan should be considered 
after careful evaluation of the above mentioned parameters. 
Random variations of 25-7% observed in each of five or more consecutive 
measurements should result in an evaluation of positioning consistency or patient or 
organ movement during treatment. 
A single reading of 10% or greater should be immediately reported to the radiation 
oncologist and a review of the patient set up, treatment plan, and portal images 
should be undertaken. 

Thus, although daily dose changes are to be avoided, changes to the treatment plan 
and dose adjustments or corrections are recommended. The dosimeter's 
implantation before the start a radiation therapy, combined with aforementioned 
guidelines for use, clearly position the DVS as an adjunct to treatment planning and 
dosimetry. 

We would like to thank you again for the opportunity to submit these comments. Should 
you have any additional quytions, please do no hesitate to contact us. 

Sicel Technologies 

CC: Carol Bazell, MD, Acting Director, Division of Outpatient Care 
Charles W. Scarantino, MD, PhD, Sicel Technologies, Inc. 
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BY FEDERAL EXPRESS 

October 3, 2006 

The Honorable Mark McClellan, MD 
Department of Health and Human Services 
Attention: CMS-1506-P 
Mail Stop C4-26-05 
7500 Security Boulevard, 
Baltimore, MD 21244-1 850. 

RE: CMS-1506-P; Hospital Outpatient Prospective Payment System and CY2007 Payment 
Rates 

Dear Dr. McClellan: 

We would like to thank CMS for taking the time to participate in our conference call August 29, 
2006 to discuss the APC reassignment of the Magnetic Resonance Guided Focused Ultrasound 
(MRgFUS) procedure reported by providers using HCPCS codes 0071T and 0072T. 

As a follow-up to the conference call, we respectfully submit these comments regarding 
appropriate APC assignment for the MRgFUS technology under the Hospital Outpatient 
Prospective Payment System comment period for calendar year 2007 payment rates. 

As discussed during our call, the technology simultaneously combines continuous Magnetic 
Resonance imaging (MRI) and Focused Ultrasound (US) to non-invasively ablate uterine fibroids. 
The ultrasound waves are directed from a transducer into a small focal volume. During 
treatment, the beam of focused ultrasound energy penetrates through soft tissue to ablate the 
targeted tissue. Multiple focused ultrasound beams referred to as "sonications" are required to 
ablate the targeted tissue. As the treatment is performed, the MR thermal mapping system 
continuously measures temperature changes inside the body in real time during treatment 
Based on these observed temperature changes, the physician can adjust treatment parameters 
accordingly to ensure safe and effective thermal ablation. Following the treatment, anatomical 
MRI contrast enhanced images are used to evaluate treatment outcome. 

Compared to surgery (hysterectomy), which is the primary treatment option for uterine fibroids, 
MRgFUS offers both clinical and economic advantages. Because it is a non-invasive procedure, 
patients avoid the risks associated with surgery, require only limited conscious sedation, and can 
return to normal activities the next day. From an economic perspective, patients who undergo the 
MRgFUS procedure have fewer disability days (decreased days of missed work or days in bed) 
and lower use of medical resources: 83% fewer physician visits, 66% fewer additional diagnostic 
tests, and 66% fewer additional procedures. 

MRgFUS APC History 
In January of 2005, the MRgFUS procedure was assigned to CPT codes 0071T and 0072T. 

0071T Focused ultrasound ablation of uterine leiomymata, including MR guidance; total 
leiomyomata volume less than 200cc of tissue 

0072T Focused ultrasound ablation of uterine leiomymata, including MR guidance; total 
leiomyomata volume greater or equal to 200cc of tissue 



Both of these codes were mapped to APC 193 with a payment rate of $758.17. In August of 
2005, after reviewing the costs associated with the procedure, the APC Panel recommended to 
CMS that 0071T and 0072T be assigned to appropriate New Technology APC's. CMS 
determined that the procedure should be classified into an appropriate clinical APC and assigned 
0071T and 0072T to APC 195 and APC 202 respectively beginning January 2006. 

The APC classifications are intended to appropriately group services that are similar both 
clinically and in terms of the resources they require. The payment rate established for each APC 
is based upon claims data submitted by hospitals and is designed to cover hospitals' operating 
and capital costs. 

The current APC assignments for MRgFUS, APC 195 and 202, consist primarily of surgical 
excisionlrepair procedures of female reproductive organdareas such as the following: 
= 57230-57260 (Repair (surgical) of urethral lesion, bladder, vagina, rectum) 

58920-59100 (Repair (surgical) of ovary, cysts, uterus lesion) 
57220-57556 (Repair, removal, (surgical) bladder, urethrovaginal lesion, cervix, bowel, etc.) 

While MRgFUS is treating the same anatomical site, the clinical similarity and resources utilized 
differ dramatically. The surgical procedures reported by the CPT codes within APC 1 95 and 202 
do not utilize imaging technology, do not require continuous monitoring and require only 
approximately 30 minutes from start to finish. These procedures are not similar clinically or 
compared to the resources that are required to perform the MRgFUS procedure. 

As a hospital outpatient facility with physicians that offer several of the procedures found in APC 
195 and 202, 1 can assure CMS that the resources required for each of the APC categories are 
dramatically different than MRgFUS. The costs for performing MRgFUS are several times 
greater than the cost to perform procedures in APC 195 and 202. 

We urge CMS to strongly review our following request for reclassification, or we will be forced to 
significantly limit or eliminate our MRgFUS program and therefore will be denying a procedure to 
many women who could benefit from it greatly. 

Request to Reclassify MRgFUS to Appropriate APC 
A review of existing APC classifications revealed that APC 0127 (Stereotactic radiosurgery) more 
accurately reflects the MRgFUS procedure from both a clinical and resource utilization 
perspective. Stereotactic radiosurgery (SRS) is a highly precise form of radiation therapy used to 
treat tumors. Treatment planning is required using three-dimensional computer-aided planning 
software. SRS utilizes ionized radiation transmitted from many directions that intersect at the 
target. The dose delivered is determined during a treatment planning phase and is intended to 
destroy the tissue. The treatment requires immobilization using a helmet-like device that keeps 
the head completely still during treatment. SRS minimizes the amount of radiation to healthy 
brain tissue. 

As demonstrated in the table below, MRgFUS and SRS share several clinical as well as resource 
utilization characteristics. Both technologies are used to non-invasively treat tumors by using 
highly focused sources of energy and require extensive treatment planning with customized 
software and precise alignment of source to the target Treatment is similar in that SRS uses 
ionized radiation transmitted from many directions which is targeted to a focal point with a 
radiation dose high enough to destroy the targeted tissue. MRgFUS transmits acoustic waves 
from many directions that intersect at a focal point generating a thermal dose that will destroy the 
targeted tissue. 

As such, these two procedures fulfill the basic tenet of APC system: Services in each APC are 
similar clinically and in terms of the resources they require. Based upon this principle, we request 
that code 0071T and 0072T be appropriately reassigned to APC 127. It should be emphasized 
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that patients' only other option is often invasive surgery, which is accompanied by greater clinical 
risks as well as costs that exceed $9,000. 

We would like to thank you for taking the time to speak with us and for your consideration of this 
APC reassignment. Should you have any questions please do not hesitate to contact me. 

software 
Requires specialized equipment housed in treatment 
rooms 
Continuous monitoring during treatment 
Total procedure time form 120-300 minutes 

~ ~ S ~ r n s w o r t h  
President and CEO 
tfarnsworth@sightlineheaIth.com 
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1900 S. State College Blvd. Suite 600 
Anaheim. California 92806 

TEL 800.544.32 15 FAX 714.688.371 1 
www.allianceimaging.com 

October 2, 2006 

The Honorable Mark McClellan, M.D. 
Administrator 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Room 445-G, Hubert H. Humphrey Building 
200 Independence Avenue, S. W. 
Washington, DC 20201 
ATTN: FILE CODE CMS-1506-P 

Re: Proposed Changes to the Hospital Outpatient Prospective Payment System and 
Calendar Year 2007 Payment RatesINew Technology APCs: Nonmyocardial 
Positron Emission Tomography (PET) Scans and PETIComputed Tomography 
(PETICT) Scans 

Dear Dr. McClellan: 

Alliance Imaging ("Alliance") is pleased to have this opportunity to comment upon 
the Centers for Medicare and Medicaid Services' ("CMS's") recently proposed rule, CMS- 
1 506-P (the "Proposed Rule"), which includes the collective reassignment of PET and 
PETICT (CPT codes 78814,78815 and 7881 6) scans ffom their current new technology 
APCs to clinical APC 0308. For the reasons set forth below, and consistent with the August 
2006 recommendations of the Advisory Panel on APC Groups, Alliance urges CMS to retain 
the current new technology APC for PETICT scans. 

Alliance is the largest national provider of diagnostic imaging services in the United 
States and provides in the aggregate approximately 1 million diagnostic imaging exams on an 
annual basis (including approximately 100,000 PET and PETICT scans) on behalf of over 
1,200 hospital and healthcare clients. Currently, Alliance operates approximately 334 MIU 
units and 76 PET and PETICT scanners. Most of our diagnostic imaging services, and 
almost all of our PET and PETICT services, are provided to our hospital clients on a "shared" 
or mobile basis where the unit is available to scan patients at a specific hospital during the 
day and is then moved in the evening (often several hundred miles) to another location to 
service a different hospital the next day. 
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Based on a review of IMV's Medical Information Division Benchmark Report for 
PET 200512006, we believe that substantially more than half of the roughly 1,700 current 
providers of PETICT in United States utilize shared mobile services to provide this clinical 
service to their patients. 

Over the past five years, non-myocardial positron emission tomography ("PET") has 
become an integral part of the diagnosis, treatment and monitoring of many cancers by 
allowing for the metabolic (rather than purely anatomic) imaging of diseased tissues. With 
the recent advent of combined PET and computed tomography ('TETICT") scanners, 
physicians can simultaneously assess the aggressiveness of a tumor and its precise location 
more accurately than ever before. The availability of PETICT has undoubtedly improved 
treatment planning, surgery staging and post-therapy monitoring of cancer patients with 
access to these imaging services. These technological advances in imaging have been of 
particular benefit to Medicare beneficiaries in light of our referral data which suggests over 
40% of patients receiving PET and PETICT scans are covered by Medicare. 

We strongly believe that the proposed reduction in PETICT's reimbursement fiom 
$1,250 to $865 per scan is unwarranted and inappropriate for the following reasons: 

6)  PETICT procedures have only been classified a New Technology APC for 
approximately twenty months, and insufficient PETICT claims data 
supports the reimbursement reduction as set forth in the Proposed Rule; 

(ii) equivalent pricing of PET and PETICT scans ignores the significant and 
demonstrably higher costs of PETICT; and 

(iii) a 32% reduction in 2007 hospital outpatient reimbursement will curtail the 
availability of PETICT services, particularly in rural areas, reducing 
beneficiary access and/or increasing patient travel times in those areas not 
served by a PETICT provider. 

New Technology APC Status Should Be Extended for CY 2007 

As the Proposed Rule correctly states, new technology APCs are instituted to provide 
an appropriate period of time to collect sufficient claims data to assign new procedures to a 
clinically appropriate APC. Under the final rules issued in November 2001, while 
procedures can be reassigned fiom a new technology APC after two years, such a 
reassignment should only be considered where sufficient claims data have been gathered on 
the new procedure. We note that CMS obtained five years worth of hospital claims data 
before moving nonrnyocardial PET scans fiom a New Technology APC to a clinical APC. 
Conversely, for PETICT claims data, CMS analyzed claims submitted over the course of less 
than one year (CY 2005), and during a time when a significant number of providers were 
migrating fiom PET to PETICT (as evidenced by the significant decline in PET procedures 
and corresponding increase in PETICT procedures fiom CY 2004 to CY 2005). We believe 
that the data collected is not sufficient to warrant the early termination of PETICT's new 
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technology APC status. In particular, we are concerned that reliance on an incomplete year's 
worth of data during a period of significant technology adoption is not justifiable, especially 
when there can be no assurance that (i) new providers of PETICT have updated their gross 
charge master files to accurately reflect the costs of providing the service or (ii) the data 
collected reflects a sufficiently broad spectrum of providers upon which credible cost 
analysis can be based. 

For this reason, we believe there is not sufficient justification for the early termination 
of PETICT's new technology APC status, and instead request that new technology treatment 
be extended at least through CY 2007. 

Equivalent Pricin~ of PET and PETICT Procedures Ignores Significant Cost Differentials 

As noted above, PETICT has quickly become the standard of care in oncology related 
imaging. With its simultaneous fbsion of metabolic and anatomical data, PETICT is a 
diagnostic tool which allows for coordinated treatment, intervention and monitoring by a 
wide range of physician specialists. This significant technological advance in capability 
beyond simple PET requires the additional costs of: (i) incorporating a CT scanner onto a 
PET platform resulting in an average unit price today of approximately $1.85 million to $2.0 
million (versus an average cost of $1.1 million to $1.2 million for a PET-only unit); (ii) 
maintaining and operating the PETICT system whose average annual maintenance cost is 
approximately $70,000 to $80,000 more per year than an equivalent PET-only scanner (due 
to the added maintenance of its CT component which requires regular replacement of costly 
x-ray tubes) and (iii) requiring technical personnel trained and accredited in two diagnostic 
imaging modalities (x-ray nuclear medicine), resulting in a wage premium over their 
single modality peers of approximately 20% to 30%. 

The Proposed Rule's finding that median PETICT costs are equivalent to those for 
PET-only procedures is inconsistent with our extensive experience in providing these 
services. It is unclear what may be the cause or causes of this inconsistency, but we believe 
using an incomplete dataset of CY 2005 claims (as compared to a PET dataset collected fiom 
CY 2002 through 2005) may be at the root of the problem In addition to the possible over or 
under representation of certain classes of providers in the data set (w academic versus non- 
academic, urban versus rural, high volume versus low volume), we believe that there was 
insufficient time for new hospital providers to reflect the additional costs associated with 
PETICT, therefore rendering the data inaccurate and unreliable. Keeping the PETICT 
procedure codes in the new technology APC for CY 2007 gives hospitals more time to 
update their charge masters and implement accurate coding strategies such that hospital 
claims going forward will adequately represent the real costs of the procedures. 

Given the unexplained contradiction between (i) the demonstrable costs differences of 
PET and PETICT and (ii) the Proposed Rule's finding of cost equivalence, we believe that 
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the Proposed Rule's reassignment of PETICT to M C  0308 should be postponed until a more 
complete and reliable dataset can be collected as the basis for such reassignment. 

Adverse Impact on Rural Access to PETICT Services. 

Under the Proposed Rule, the average hospital payment for outpatient PETICT 
services will be reduced fiom $1,250 per scan to $865 per scan effective January 1,2007. 
This reduction of more than 30% will have an obvious and negative impact on any hospital 
clients currently considering an expansion into PETICT services as well as those that 
currently provide such services, particularly hospitals who contract with out-source providers 
like Alliance. Since many of these contracts call for fixed payments per scan in excess of the 
reimbursement to be imposed by the Proposed Rule, the proposed reimbursement reductions 
will force some providers to choose between eliminating the service altogether or providing 
it at a loss to Medicare beneficiaries. 

We estimate that approximately 20% of Alliance's approximately 320 mobile PET 
and PETICT hospital clients are located in rural areas (as dehed  by the Stark I1 regulations). 
In the case of such rural providers, the problems of reduced reimbursement may be &her 
exacerbated due to lower numbers of cancer patients (and therefore lower annual PETICT 
scan volumes) and higher costs of service (due to greater geographical distances which must 
be traveled to such facilities). For this reason, the Proposed Rules' reimbursement reductions 
may fbrce rural providers to forego expanding their cancer treatment services to include 
PETICT, or put more pressure on existing providers to terminate their agreements if they are 
already providing the service at a loss. In the event that one or two rural clients elects to 
terminate service based on the economic pressures of reduced reimbursement, it is possible 
such terminations would render their rural PETICT route hancially unsustainable, and cause 
all of the hospitals on such route to bse  their service. If that were to occur, cancer patients in 
those underserved markets would be required to travel greater distances to receive 
appropriate medical care. 

To ensure continued beneficiary access to PETICT services, particularly in rural 
areas, we believe that the Proposed Rule's assignment of PETICT services to a clinical M C  
should be postponed until reliable claims data can be collected and used to ensure that such 
procedures are assigned to a clinically appropriate M C  with payment levels that will 
minimize any adverse impact on beneficiary access. We therefore support the August 2006 
conclusions of the Advisory Panel on M C  Groups, and support their recommendation that 
PETICT procedure codes remain in their New Technology M C  for CY 2007. 
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September 15, 2006 

Office of the Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Mail Stop C4-26-05 

Medicare Program; Hospital Outpatient Prospective Payment System and CY 

Dear Administrator: 

Thank you for allowing our facility the opportunity to provide comment on the Centers for Medicare and 
Medicaid Services' proposed rule, published in the Federal Register on August 23, 2006. This letter is 
written to share concern regarding the proposed RVU reduction for CPT19296 and CPT 19297, when 
performed in the hospital, and the reassignment of these codes from the New Technology to the Clinical 
payment rate. 

Our facility opposes this proposal and requests CMS reconsider maintaining assignment of the New 
Technology APC for an additional year. The proposed reduction and reassignment will have a 
detrimental impact for Medicare patients with a breast cancer diagnosis. Partial breast irradiation (PBI) 
allows the radiation process to move very quickly so that other treatments (chemotherapy) can be started 
as well. Unfortunately, if the proposed reduction and reassignment takes place, our facility may not be 
able to cover the cost of the procedure, which requires a device with a cost of $2750. Our procedure 
costs are more than the proposed Clincal APC is reimbursing. 

We urge CMS to reconsider the proposed RVU reduction and the reassignment to the Clinical payment 
rate. Please leave CPT 19296 and CPT 19297 in the New Technology rate for another year so that CMS 
can collect the correct supporting cost documentation. Thank you for your careful consideration and 
review in this important matter. 

Sincerely, 



September 26, 2006 

Healthcare for life. Your life. 

Centers for Medicare & Medicaid Services, DHHS 
Attention: CMS-1506-P 

?a Blood Services Mail Stop C4-26-05 
7ex Breast Care Center 7500 Security Blvd 

Baltimore, MD 21244-1850 
h Cancer Center 

?a Diabetes Education Center 
Dear Sir: 

?LX D~agnost~c Semces I am directing these comments to the provisions established in the August 
23,2006, Federal Register regding  the requirements for receipt of the 

h Emergency Response Team full 2007 Medicare Annual Payment Update for outpatient services. 
Zcr Emergency Semces 

Rex Healthcare is a 388-bed acute care facility located in Raleigh, North 
?.a Fam~ly B~rth Center Carolina and is a member of the University of North Carolina Healthcare 

bx Healthcare Foundat~on System. We average over 90 inpatient adrmssions daily. We treat 150 
patients each day in our emergency department. Community physicians 

[ex Heart &Vascular Center perform over 34,000 surgeries each year at our facilities. 

!ex Healthcare of Wakefield 

!ex Home Services 

lo: Hospital 

.ex Laboratory Services 

cr Mobile Mammography 

ex Nursing Care Center of Apex 

3 Pain Management Center 

rr Pediatrics of Cary 

r Rehab & Nursing Care Center 

Rex is the proud recipient of a number of awards and accolades including 
being ranked by Healthgrades in the top five percent of hospitals 
nationally for clinical excellence in 2005 and, 2006. Healthgrades 
considers Rex one of the best North Carolina hospitals for overall cardiac 
services, vascular services, gastrointestinal services and critical care 
services. The Rex Heart and Vascular Center-home to the Triangle's first 
nationally accredited Chest Pain Center-provides comprehensive invasive 
and non-invasive services to the community. Rex's most recent 
accomplishment is this year's achievement of Magnet Hospital 
designation by the American Nurses Credentialing Center. Only 200 
hospitals in the United States and only 9 hospitals in North Carolina have 
earned this,designa~ion. This award is based QQ a pleling review of the 
quality care provided to our patients. All these recognitions and awards 
demonstrate that Rex is a hospital that seriously embraces the concept of 

x Rehab~l:tahon Servtces quality care for its patients. 

x Senlor Health Center 
We constantly ensure that quality is a focal point of our mission. Rex is in 

K Sleep Disorders Center the midst of implementing an electronic medical record program that will 
take the organization to the next level of quality care beginning later this ' 

w Surgery Centers year. At a recent board meeting, the whole day was devoted to educating 

c Urgent Care of Cary the 13 board members on quality initiatives at the hospital. 

( Wellness Centers 
' 3  

20 Lake Boone Trail 

eigh, NC 27607 

hea1th.com 

nember of the UNC Health Care Family 
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For all the focus on quality, Rex finds itself out of compliance with the 
2007 Medicare APU regulations as published in the August 1,2006, 
Federal Register. We believe that these proposed regulations unduly 
burden hospitals which like Rex have great quality track records but which 
failed to meet very stringent reporting requirements established by CMS. 

A brief synopsis of Rex's story illustrates the issue that we and probably 
other facilities may face if the regulations are implemented as currently 
proposed. 

In order to receive the full APU hospitals must: 
(I) register at least one person as a QNET Exchange Administrator 
(2) complete a new Notice of Participation form and send to CCME 

by August 1,2006 
(3) continue to collect and submit all ten starter set measures to 

QNET Exchange 
(4) sign an additional form pledging to submit 21 measures to QNET 

Exchange 
(5) pass validation at an 80% reliability rate for the first 3 quarters of 

CY2005 
(6) send a form to CCME attesting to the completeness of the data 

submitted. 

Rex agrees with and supports provisions 1 through 4 and 6. However, we 
strongly encourage CMS to revisit the language of provision 5. Rex 
works with Mediqual to provide data to QIO Clinical Warehouse in 
accordance with the data transmission deadlines published by CMS. Our 
records support that we have submitted all data to that repository on a 
timely basis. 

Once the data is received by CMS through the QIO Clinical Warehouse, 
CMS then requests the hospitals submit complete medical records for 5 
random patients. Hospitals have 30 days to submit this data. Rex 
provided this data for the following quarters: 

Quarter CDAC Reliability Score 
10104- 12/04 88% 
01105-03/05 93 % 
07105-09/05 93% 

The 5 medical records for the quarter 04/05 through 06/05 were copied by 
the Medical Records department in December 2005, delivered to the 
Shipping and Receiving Department the week of Christmas 2005 and 
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misplaced. It was not until mid January that the package was discovered 
in the Shipping area. The package was immediately sent to CDAC via 
overnight carrier, but the 30-day deadline had passed and CDAC could not 
process the data. 

Looking at Rex's trend in reliability scores and our review of the 5 cases, 
we conclude that CMS's processing of those 5 medical records would 
have resulted in reliability scores similar to the other three quarters. Now 
Rex finds itself in a situation where it does not meet one of the provisions 
in the proposed regulations for receipt of the full APU amount. This 2% 
penalty equates to almost $2 million in lower reimbursement to Rex for a 
clerical mistake. This represents over 16% of Rex's operating income. A 
penalty of this magnitude will significantly impact the services Rex 
provides to the community. We do not believe CMS intended for this rule 
to negatively impact hospitals' ability to render services to both Medicare 
and other patients. 

Rex believes this penalty is unduly burdensome in light of the 
circumstances. We clearly have focused on quality for the last several 
years. The data supplied to CMS confirms Rex's accomplishments and 
yet we find ourselves penalized by a proposed rule that is so tightly 
written there is room for no errors in manual processes. 

Hospitals need to be held to high quality standards, and Rex is a proponent 
of this. However, CMS needs to provide some latitude in the process to 
ensure that quality hospitals are not inappropriately punished. 

We ask that CMS reconsider attaching the quality criteria to the OP PPS 
pmgrarn. We &e aiready being penalized in the IP PPS payments. An 
additional penalty for OP PPS seems draconian for our specific issues. 

Sincerely, 

Bernadette Spong 
CFO 

BMS : sec 


