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Dear Sir or Madam: 

My name is Travis Francis, and I am a Certified Athletic Trainer at Via Christi Rehabilitation Center in Wichita, Kansas. I manage a sporh medicine department 
of approximately 20 Certified Athletic Trainers who work in a varied of settings including aphysician's office as a physician extender. My staff of Certified 
Athletic Trainers all have a Kansas State License to practice as well as a National certification through the National Athletic Trainers Associations, Board of 
Certification. In the physician's office, my staff work under the supervision of a Board Certified physician in which they perform casting, bracing, taping, and 
home exercise programs for our patients. In our ouheach setting, we provide these same services to area high school students, collegiate and professional athletes. 

I am writing today to voice my opposition to the therapy standards and requirements in regards to the staffing provisions for rehabilitation in hospitals and 
facilitics proposed in 1385-P. 

While I am concerned that these proposed changes to the hospital Conditions of Participation have not received the proper and usual vetting, I am more concerned 
that thesc proposed rules will create additional lack of access to quality health care for my patients. 

As an athletic trainer, I am qualified to perform physical medicine and rehabilitation services, which you know is not the same as physical therapy. My education, 
clinical experience, and national certification exam ensure that my patients receive quality health care. State law and hospital medical professionals have deemed 
mc qualified to perform these services and these proposed regulations attempt to circumvent those standards. 

The lack of access and workforce shortage to fill therapy positions is widely known througho"t the industry. It is irresponsible for CMS, which is supposed to be 
concerned with the health of Americans, especially those in rural areas, to further restrict their ability to receive those services. The flexible cwrent standards of 
staffing in hospitals and other rehabilitation facilities are pertinent in ensuring patients receive the best, most cost-effective treatment available. 

Sincc CMS seems to have come to these proposed changes without clinical or financial justification, I would strongly encourage the CMS to consider the 
rccomrnendations of those professionals that are tasked with overseeing the day-today health care needs of their patients. I respectfuIly request that you withdraw 
the proposed changes related to hospitals, rural clinics, and any Medieare Part A or B hospital or rehabilitation facility. 

Sincerely, 

Travis Francis, MS LAT ATC 
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VIA E-MAIL 

August 3 1,2007 

Centers for Medicare & Medicaid Services 
Department of Health & Human Services 
Attention: CMS-1385-P 
Mail Stop C-4-26-05 
7500 Security Boulevard 
Baltimore, MD 21244- 1850 

Re: File Code CMS- 1385-P 
Comments on Proposed Changes to 
Reassignment and Physician Self-Referral 
Laws to the Centers for Medicare & Medicaid Services 

To the Centers for Medicare & Medicaid Services: 

The law firm of Horty, Springer & Mattern, P.C. devotes its practice exclusively to hospital and 
health law. We work with health care providers throughout the country, consulting with hospital 
boards, hospital attorneys, and medical staff leaders. In submitting these comments to CMS, File 
Code-1385-P (the "Proposed Regulations"), we are not acting on behalf of any client. 

PHYSICIAN SELF-REFERRAL PROVISIONS 

1. ANTI-MARKUP PROVISIONS 

We find the Anti-Markup Provisions that have been included in the Proposed Regulations (i.e., 
42 C.F.R. '414.50 and 42 C.F.R. '424.80) to be less conhsing than the rules that had been 
proposed in the August 22, 2006 Federal Register. We also welcome CMS's request for 
comments on how to be sure that the Anti-Markup Provisions are consistent with the rules that 
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have been promulgated under Section 1877 governing In-Office Ancillary Services (42 C.F.R. 
41 1.355(b)) (the "In-Office Ancillary Services Rules"). 

In our opinion, the changes to the Anti-Markup Provisions that have been included in the 
Proposed Regulations address the arrangements that were described in the Preamble in the 
August 22,2006 Federal Register (& 71 Fed. Reg. 48982,49054-49058) (August 22,2006). 
We agree with CMS that addressing these arrangements in the broader context of changes to the 
Anti-Markup Provisions will create clarity, permit legitimate arrangements that further patient 
care, while at the same time prevent gaming the current Medicare reimbursement system through 
so-called "pod lab arrangements" and other arrangements that have been marketed to physicians 
since the In-Office Ancillary Services Rules were published on March 26,2004. 

However, the Anti-Markup Provisions should be amended so that they are consistent with the 
terminology used in the regulations to Section 1877. We also urge CMS to consider the 
comments that we have proposed to be made to the In-Ofice Ancillary Services Rules in order 
to hrther protect the Medicare program from abuse. 

As proposed, 42 C.F.R. 414.50(a)(3)(ii) provides that "an outside supplier is someone other 
than a full-time em~lovee of the billing physician or medical group." (Emphasis added.) We 
find the reference to a "full-time employee" to be conhsing and inconsistent with the defined 
terms that are set forth in the Section 1877 regulations at 42 C.F.R. 4 1 1.35 1. 

42 C.F.R. 4 1 1.35 1 defines a "Member of the group or member of a group practice" as "a direct 
or indirect physician owner of a group practice (including a physician whose interest is held by 
his or her individual professional corporation or by another entity), a physician employee of the 
group practice (including a physician employed by his or her individual professional corporation 
that has an equity interest in the group practice), a locum tenens physician (as defined in this 
section) or an on-call physician while the physician is providing on-call services for members of 
the group practice. A physician is a member of the group during the time he or she furnishes 
'patient care services' to the group as defined in this section. An independent contractor or a 
leased emvlovee is not a member of the UOUD (unless the leased employee meets the definition 
of an 'employee' under this 4 1 1.35 I)." (Emphasis added.) 

On the other hand, a "Physician in the Group Practice" is a separate definition under 42 C.F.R. 
41 1.35 1. The definition of a "Physician in the group practice" as revised by CMS- 18 1 0-F, is as 

follows: "a member of the group practice, as well as an independent contractor physician during 
the time the independent contractor is finishing patient care services (as defined in this section) 
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for the group practice under a contractual arrangement directly with the group practice to provide 
services to the group practice's patients in the group practice's facilities. The contract must 
contain the same restrictions on compensation that apply to members of the group practice under 

41 1.352(g) (or the contract must satisfy the requirements of the personal service arrangements 
exception in 41 1.357(d)), and the independent contractor's arrangement with the group practice 
must comply with the reassignment rules in '424.80(b)(2) of this chapter (see also 
section 30.2.1 1 of the CMS Internet-only Manual, publication 100-04, Claims Processing 
Manual, Chapter 1 (general billing requirements), as amended or replaced from time to time). " 

We would recommend clarifying the term "full-time employee of the billing physician or 
medical group" by replacing this term with the defined term "Member of the group or member of 
a group practice." Using the defined term "Member of the group or member of a group practice" 
will avoid the confusion created by the use of "full-time" versus "part-time" which can vary 
significantly depending on the nature of the employment relationship. The use of the term 
"member of the group or member of a group practice" will allow for flexibility while at the same 
time make it clear that independent contractor relationships are not permitted. 

In our experience, it is independent contractor relationships that have been involved in most of 
the arrangements that the Anti-Markup Provisions are intended to address. We appreciate that 
the changes to the definition of a "Physician in the Group Practice" that have been included as 
CMS- 18 10-F are intended to address such arrangements. However, it is not unusual for 
physicians to work on a part-time basis for any number of entities. Since the requirements of 
42 C.F.R. 414.50(c)(a)(3)(ii) will apply to all types of physician practices, these rules need to 
reflect the economic realities facing any Group Practice as that term is defined in 42 C.F.R. 

41 1.352. Using the defined term "Member of the group or member of a group practice" has a 
sufficient nexus to the group that should address CMS's concern with prohibiting disguised 
"purchased service" arrangements while providing group practices with the flexibility to organize 
themselves in a manner that is efficient and cost-effective. 

Similarly, in the Proposed Changes to 42 C.F.R. '424.80(d)(3), the special rules that are 
described therein apply "following a reassignment from a physician or other supplier who 
performed the technical or professional component and who was not a full-time emplovee of the 
billing: physician or medical group at the time the service was performed." (Emphasis added.) 
Again, for the reasons described above, the term "full-time employee" should be replaced with 
the defined term "Member of the group or member of a group practice." 



Centers for Medicare & Medicaid Services 
August 3 1,2007 
Page 4 

2. IN-OFFICE ANCILLARY SERVICES RULES 

We agree with CMS that one of the most important exceptions to the physician self-referral 
prohibition are the In-Office Ancillary Services Rules. Unfortunately, these In-Office Ancillary 
Services Rules have also allowed some physician practices to unfairly compete with hospitals. 

CMS accurately states that at the time of enactment of Section 1877, In-Office Ancillary 
Services were limited and presented little, if any, risk of abuse. However, change in technology 
and the failure of the In-Office Ancillary Services Rules to be updated to take into account those 
changes have permitted a number of services to be provided under the In-Office Ancillary 
Services Rules that should be provided in a hospital. Those rules have also permitted some 
physician practices to use, or to attempt to use, the In-Office Ancillary Services Rules to 
establish arrangements that are more for the physician's benefit than for the benefit of Medicare 
beneficiaries. 

For example, the Office of Inspector General for the Department of Health and Human Services 
("OIG") has found certain "turnkey" in-office service arrangements that purportedly satisfied the 
In-Office Ancillary Services exception to Section 1877 to violate the anti-kickback statute. (See, 
OIG Advisory Opinion 404-8 June 23,2004 described below.) 

It is also reassuring to see that CMS has recognized the fact that the In-Ofice Ancillary Services 
Rules that are currently in effect are so lax that private insurers such as Highmark Blue Cross 
have chosen to adopt Provider Credentialing Guidelines such as those that have been attached to 
this letter (See, https://www. highmarkblueshield.com/pdf 
guideline~.pdf#search=%highmark%20 privileging%guidelines%2Oradiology%22) in order to 
halt the proliferation of In-Office Ancillary Service arrangements that are currently permitted by 
the in-office ancillary exception. 

In the Proposed Rules, CMS has declined to publish a specific proposal for amending the 
In-Office Ancillary Services Rules. Rather, CMS is soliciting comments as to whether changes 
are necessary and, if so, what changes should be made. The changes that have been included in 
CMS- 18 10-F do not prohibit part-time block leasing arrangements in the same building to the 
same extent as such arrangements are prohibited in a "centralized building," and, for the reasons 
described below, we urge CMS to do so. We also urge CMS to adopt credentialing criteria as 
part of the In-Office Ancillary Services Rules that will prohibit a physician from billing for an 
In-Office Ancillary Service unless a "member of the group or a member of a group practice" has 
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been granted the clinical privileges from a local hospital that are necessary to interpret that 
service. 

Our rationale for these recommendations is as follows: 

(a) Location of Centralized Building 

CMS should be aware of the fact that CMS's definition of the term "Centralized Building" does 
not require that the Centralized Building be within a certain distance of the ordering physician's 
practice. As a result, a physician practice may locate a Centralized Building at a significant 
distance from the location where the patient has received professional services. We are aware 
that some physicians have gone so far as to place a Centralized Building in a different state from 
the state in which the professional services were provided in order to avoid state Certificate of 
Need rules. In doing so, the use of a Centralized Building can actually inconvenience 
beneficiaries. This stretches the intended purpose of a Centralized Building beyond the breaking 
point. 

Therefore, CMS should revise the definition of a "Centralized Building" in 42 C.F.R. 41 1.35 1 
to require that the Centralized Building be located within a certain defined distance of the 
location where the physician provided the professional services that gave rise to the ancillary 
services. One benchmark that may be used is the 250 yards used in the Medicare provider-based 
rules to define a provider's "campus." (42 C.F.R. '413.65(a).) At a minimum, CMS should 
require the Centralized Building to be in the same state as the ordering physician's practice. 

CMS's failure to require that the Centralized Building be in close proximity to the physician's 
office location permits arrangements intended to circumvent state law, allows for numerous types 
of abusive relationships and, most importantly, inconveniences Medicare beneficiaries. 

(b) Credentials of Physicians Who Interpret In-Office Ancillary Services 

The In-Office Ancillary Services Rules require the In-Office Ancillary Service to be furnished 
personally by the referring physician, by a physician who is a "member of the same group 
practice" as the referring physician, or by an individual who is supervised by the referring 
physician or by another "physician in the group practice" (see 42 C.F.R. '41 1.355(b)(l)). The 
In-Office Ancillary Service must then be billed by the physician performing the supervision or 
the group practice when the supervising physician is a "member of the group" or a "physician in 
the group practice." (See 42 C.F.R. 4 1 1.355(b)(3).) While we recognize that the changes to 
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the definition of "Physician in the Group Practice" that were included in CMS- 18 10-F will help 
to address some of our concerns, for the reasons stated above, and in order to be consistent with 
the Proposed Changes to the Anti-Markup Provisions, we urge CMS to delete "a physician in the 
group practice" wherever this definition appears in the In-Ofice Ancillary Services Rules and 
limit the applicability of this exception to services ordered and interpreted by a "Member in the 
group or a member of a group practice." 

Even then, CMS does not describe the qualifications of the physician who will interpret the 
In-Office Ancillary Service. This lack of specificity has led to situations where physicians are 
eligible to submit a claim for services to CMS that are performed intheir office under the current 
In-Ofice Ancillary Service that the physician would not be permitted to perform if that service 
were provided in a hospital. 

Therefore, we urge CMS to consider including credentialing requirements in the In-Ofice 
Ancillary Services Rules that are similar to those described in the attached Highmark Privileging 
Guidelines. At a minimum, CMS should adopt regulations that state that CMS will not pay a 
physician for a DHS that is performed as an In-Ofice Ancillary Service if the physician who 
interprets the service is not a member in the group or a member of a group practice and does not 
possess the clinical privileges needed to interpret that service if it were performed at a hospital 
where the physician maintains clinical privileges and would be subject to peer review. 

(c) On-Site Versus Off-Site 

A part-time leasing arrangement will not comply with the definition of a "Centralized Building" 
(42 C.F.R. '41 1.351) and, as such, is prohibited. Notwithstanding this clear prohibition of a 
part-time leasing arrangement in an off-site Centralized Building, the In-Ofice Ancillary 
Services Rules permit a provider of the ancillary services to lease space and equipment on a part- 
time basis to a physician or physician group practice that practices in the same building. This 
fact has not been affected by the publication of CMS- 18 10-F. CMS should consider revising the 
location-specific nature of part-time lease arrangements by prohibiting part-time leasing 
arrangements, regardless of whether they are provided in a "Centralized Building" or the "same 
building" as the ordering physician. 

When discussing the scope of the In-Office Ancillary Services Rules, the Preamble to the Phase I 
Regulations to the Section 1877 prohibition on referrals pursuant to a part-time lease in a 
building that is not located in the same building in which the Physician Group practices, the 
Preamble to those regulations states "what will not be protected by Phase I of this rule-making 
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are a number of part time, intermittent arrangements that functionally are nothing more than 
shared off-site facilities." (Emphasis added.) 66 Fed. Reg. 856, 881 (Jan. 4,2001). 

The Preamble to the Phase I1 Regulations to Section 1877 made it clear that the Phase I1 
Regulations to Section 1877 specifically adopted this portion of the Phase I rule by stating "we 
are also retaining without substantive change the Phase I centralized building test for group 
practices under the In-Office Ancillary Services exception. To prevent abuse of off-site DHS 
arrangements such as part-time MRI or CAT scan rentals, Phase I provided that the group 
practice must have full-time, exclusive ownership or occupancy of the centralized space. While 
many cornmenters objected to this requirement, we are not changing the rule." 69 Fed. Reg. 
16054, 16072. (Emphasis added.) 

Therefore, both the Phase I and the Phase I1 Regulations to Section 1877 clearly state that DHS 
that are provided in an off-site "centralized building" pursuant to a part-time lease arrangement 
will not qualify as an In-Office Ancillary Service. The Phase 11 Regulations to Section 1877 
further describe the manner in which a "centralized building" has been defined in 42 C.F.R. 

4 1 1.35 1 and the rules governing the use of a "centralized building" in the In-Office Ancillary 
Services exception. (42 C.F.R. 41 1.355(b)(2)(ii) and (iii).) We urge CMS not to alter this 
prohibition. 

In the Preamble to the Phase 11 Regulations to Section 1877, CMS distinguished a part-time lease 
arrangement in an off-site Centralized Building from a part-time leasing arrangement that is 
located in the same building as the referring physician by stating that "Under the regulations, a 
solo practitioner may provide DHS through a shared facility as long as the supervision, location 
and billing requirements of the In-Office Ancillary Services exception are satisfied." 69 Fed. 
Reg. at 1607 1. Unfortunately, CMS failed to define what is meant by a "shared facility" and did 
not include any type of discussion that would provide any meaningful guidance as to what CMS 
meant by a "shared facility." 

CMS's reference to a "shared facility" in the Preamble to the Phase 11 Regulations to 
Section 1877 and CMS's response to certain comments in theNovember 14,2004 changes to the 
Medicare Reassignment Rules have resulted in a proliferation of various types ofpart-time lease 
arrangements in the same building as the Physician Group's practice even if the group maintains 
a primary practice in close proximity elsewhere and the referring physician or one or more 
members of the referring physician's group practice regularly practice medicine in that building a 
mere six hours per week pursuant to 42 C.F.R. 4 1 1.355(b)(2)(C)(3). 
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CMS should consider that in the Preamble to the Phase I1 Regulations to Section 1877, when 
discussing the fact that the same building requirement excludes mobile vans or other facilities 
not permanently affixed to the building, CMS observed "as we stated in the Phase I Preamble (66 
F.R. 89 1) part-time rentals of DHS equipment are precisely the arrangements that Section 1877 
of the Act was designed to restrict." 69 Fed. Reg. at 16074. If one reviews the section of the 
Phase I Preamble that is cited in this quote, one will find that among CMS's concerns with a 
mobile van were arrangements that "would seem to be calculated to enhance physician revenue, 
rather than patient convenience, since patients would be encouraged, if not required, to schedule 
appointments on the day that the physician stands to profit from the services." 66 Fed. Reg. at 
89. 

The fact that (1) CMS references this section of the Phase I Preamble when discussing part-time 
leasing arrangements in the same building as the Physician Group, (2) the Medicare Purchased 
Service Rules will apply regardless of whether the test is performed at the physician's office or at 
another facility (Ch. 13 20.2.4.1 of the Medicare Claims Processing Manual), and (3) in many 
instances, the effect of a part-time lease, whether in the "same building" or in a "Centralized 
Building," will be that beneficiaries "will be encouraged, if not required, to schedule 
appointments on the day that the physician stands to profit from the services," 66 Fed. Reg. at 
891, should cause CMS to prohibit part-time lease from qualifying for the In-Office 
Ancillary Services exception, regardless of whether it is in a "Centralized Building" or in the 
"same building" as the physician practice. Regardless of the location, the effect of and the intent 
in structuring such a part-time lease arrangement are to "enhance physician revenue, rather than 
patient convenience." 66 Fed. Reg. at 89 1. 

While the proposed changes to the Anti-Markup Provisions and the change to the definition of a 
"Physician in the Group Practice" that has been included in CMS- 18 10-F are an excellent start, 
without M h e r  changes to the In-Office Ancillary Services Rules under Section 1877, the 
potential for abusive arrangements continues to exist and we urge CMS to halt these abusive 
arrangements. 

(d) Consistency with the Anti-Kickback Statute 

Compliance with the Stark Regulations "sets a minimum standard for acceptable financial 
relationships" and the mere fact that an arrangement is permitted by the Regulations to 
Section 1877 does not mean that it will comply with the Medicare Anti-Kickback Statute. 
66 Fed. Reg. at 863 and, more recently, 70 Fed. Reg. 4858,4863 (January 3 1,2005). 
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We recognize that CMS lacks the regulatory authority to comment on the Anti-Kickback Statute. 
However, CMS must take notice of the fact that many "same building," part-time leasing 
arrangements that are permitted by CMS's arbitrary distinction between a "Centralized Building" 
and a "Same Building," besides being inconvenient for patients and difficult to manage, have 
been found by the OIG to potentially generate prohibited remuneration under the anti-kickback 
statute. See OIG Advisory Opinion 04-8 (June 23, 2004) and OIG Advisory Opinion 4-17 
(December 17,2004). 

The location of the service was not a significant factor in the OIG's analysis of the compensation 
arrangement that was at issue in these Advisory Opinions. Rather, the OIG recognized that the 
actual financial and business risk for the group would be minimal or nonexistent because the 
physician group would have complete control over the amount of business the group would send 
to the lab and would, in fact, make substantial referrals to the lab. The OIG then ruled that the 
proposed in-office lab could potentially generate prohibited remuneration and that the OIG could 
potentially impose administrative sanctions under Section 1 128(b)(7) or 1 128(a)(7) of the Social 
Security Act. (See also the Discussion in the OIG's Supplemental Compliance Program 
Guidance for Hospitals at 70 F.R. 4866.) 

(e) Non-governmental Payor Policies May Affect Use 

While CMS is not required to consider the payment policies of private payors, ambiguous rules 
regarding the payment for In-Ofice Ancillary Services have caused a proliferation of In-Office 
Ancillary Services. This in turn has caused many private health plans to adopt, or to be in the 
process of adopting, payment policies that will prohibit a group practice from being paid by that 
plan for certain types of In-Office Ancillary Services for which CMS's current rules will permit 
payment, even after the publication of CMS- 18 10-F. As such, the latitude permitted by the In- 
Office Ancillary Services Rules under Section 1877 requires CMS to make additional regulatory 
revisions to those rules. 

For example, one of the "additional provisions" in the attached Highmark Blue CrossIBlue 
Shield "Professional Provider Privileging Guidelines" states that the plan will "only reimburse 
providers for diagnostic imaging services if the services are provided on imaging equipment 
(i) owned by the provider or (ii) leased by the provider on a hll-time basis. Owned or leased on 
a fill-time basis is defined as (a) the provider has possession of the equipment on the provider's 
property and the equipment is under the provider's direct control and (b) the provider has 
exclusive use of the equipment, such that the provider and only the provider uses the equipment." 
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These rules apply regardless of whether the ancillary service is provided in a Centralized 
Building or in the same building in which the referring physician practices. 

We, therefore, urge CMS to adopt additional rules that will clearly and unambiguously describe 
the circumstances under which a physician or group practice will be reimbursed for In-Office 
Ancillary Services that are provided to a Medicare beneficiary under Section 1877. 

3. OBSTETRICAL MALPRACTICE INSURANCE SUBSIDIES 

CMS correctly recognized that the current exception for obstetrical malpractice insurance 
subsidy is unnecessarily restrictive, does not allow for certain malpractice insurance subsidy 
arrangements that may be provided without a risk of program or patient abuse and does not 
permit hospitals to respond in a reasonable and appropriate manner when physicians who are 
appointed to the medical staff are confronted with precipitous increases in their malpractice 
insurance premium. However, the fact that CMS continues to limit this exception geographically 
and to obstetrical malpractice insurance is of little benefit to Medicare beneficiaries (few of 
whom need obstetrical services) and ignores the fact that malpractice insurance subsidies may be 
needed in a variety of geographic settings, by any medical specialty, and that a properly 
structured subsidy may be provided in any such circumstances without the threat of program 
abuse. 

Therefore, CMS should adopt a malpractice insurance subsidy exception that will permit anv 
hospital to provide malpractice subsidies to anv physician who is appointed to the hospital's 
medical staff. As such, we recommend that CMS completely revise 42 C.F.R. ' 4  1 1.357(r). 

Section 1877 of the Social secuhty Act applies to any hospital, regardless of its location, that 
provides inpatient or outpatient services if those hospital inpatient or outpatient services are paid 
for in whole or in part by the Medicare program. Whether a particular financial arrangement 
violates the law depends on whether the parties are capable of satisfying the exception to 
Section 1877 of the Social Security Act. 

We fail to find any basis in Section 1877 or in the legislative history to Section 1877 that justifies 
limiting an exception for a compensation arrangement to a specific medical specialty or to a 
specific location. If Congress had intended certain compensation arrangements to be limited to 
certain medical specialties, to rural areas, to an HPSA or to any other limited geographic area, 
then Congress would have created such a limited exception similar to the exception that pertains 
to a physician's ownership or investment interests in rural providers of DHS. (See 42 USCA 
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1395nn(d)(2).) Having failed to do so provides compelling evidence that Congress intended all 
of the exceptions that relate to compensation arrangements to apply to any limited geographic 
area. 

However, we are cognizant of the position on this issue that CMS provided in the Preamble to 
CMS-1810-F. Therefore, while CMS may possess the regulatory authority to limit a 
compensation arrangement to a few hospitals based on the location of a hospital, we question the 
policy rationale for doing so in this instance, which when examined is inconsistent with the 
intent of Section 1877. 

As currently drafted, and even if revised in the manner described in the Proposed Regulations, 42 
C.F.R. 4 1 1.357(r) does not permit a hospital that is not located in the limited geographic areas 
described in the Proposed Regulations to enter into the type of arrangements that may be 
necessary to further the charitable mission of the hospital and to provide services to the Medicare 
beneficiaries who reside within the geographic area served by the hospital. 

Therefore, the proposed revisions to 42 C.F.R. 4 1 1.357(r) are unduly restricted geographically 
and, given the paucity of fertile octogenarians, of absolutely no benefit whatsoever to Medicare 
beneficiaries. The proposed exception for obstetrical malpractice subsidies simply will not 
provide an exception under Section 1877 for a number of legitimate transactions which the OIG 
has found to benefit Medicare beneficiaries, without the threat of program abuse. 

As such, while the proposed amendments to 42 C.F.R. '41 1.357(r) constitute a significant 
improvement over the final rule, those changes still limit application of that exception to a few 
hospitals and to the sole medical specialty of obstetrics. Based on the findings of the Office of 
Inspector General, the need for a realistic exception in this area is significant and is not 
adequately addressed by the limited amendments that have been proposed to 4 1 1.357(r). See, 
OIG Letter on Hospital Corporation's Medical Malpractice Insurance Assistance Program, 
available at ht~://oin.hhs.pov/fraud~fraudalerts.html, Draft Supplemental Compliance Program 
Guidance for Hospitals (69 FR. 320 12), the OIG's Final Supplemental Compliance Guidance for 
Hospitals (70 FR. 4869) and OIG Advisory Opinion (04- 19) (Dec. 30,2004 which permitted a 
hospital that was not located in a rural area to assist two neurosurgeons with the increase in the 
cost of their malpractice liability insurance premium and with the cost of tail insurance. 

CMS has repeatedly recognized that a hospital may be interested in providing malpractice 
assistance to physicians who are appointed to its medical staff (see 63 Fed. Reg. 1659,1702 and 
1703 (Jan. 9,1998); 66 Fed. Reg. 855,907 and 920 (Jan. 4.200 1); 69 Fed. Reg. 16054,16093, 
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16094, 161 15 and 16121 (March 26, 2004)) and again in 72 Fed. Reg. 38182, but has 
consistently failed to provide a reasonable, practical exception that is available to &l hospitals, 
regardless of their location, to provide the type of malpractice insurance assistance that the OIG's 
hospital's compliance guidance has stated is consistent with the Medicare Anti-Kickback Statute 
to anv physician regardless of specialty. 

Simply put, if '41 1.357(r) is not substantially revised, then it will be impossible for all but a 
handful of hospitals to provide malpractice assistance to an obstetrician, even if such assistance 
is required in order to meet the health care needs of their community, meet the health care needs 
of the Medicare population served by the hospital, further a tax-exempt hospital's charitable 
mission, and not violate the Medicare Anti-Kickback Statute. 

Page 303 of CMS- 18 10-F states: "We see no reason why the fair market value compensation 
exception in '41 1.357(e) cannot be used to offer medical staff assistance with malpractice 
insurance, provided that the value of the assistance is fair market value for services actually 
provided by the staff and the other requirements of the exception are met." 

However, this statement ignores the fact that the amount of a malpractice insurance subsidy is 
determined by the amount of the increase in a particular physician's premium. It may also 
include the cost of tail coverage. Where the physician is required to provide certain services, 
generally those services have greater value to the community served by the hospital, rather than 
directly to the hospital. 

Also, two similarly situated physicians who will perform t'he same service may receive a 
different amount of subsidy since again the value of the subsidy is based on the physician's 
premium cost, not the value of the service to the hospital. Given the statement on page 303 of 
CMS- 18 1 0-F, please confirm that CMS is now revising its position with regard to the scope of 
the fair market value exception (4 1 1.357(e)). 

We also disagree with the statement on page 304 of CMS- 18 10-F where CMS states that "OIG 
has not issued any guidance of general application that is broader than this exception and safe 
harbor." The OIG's general advice in the OIG Letter on Hospital Corporation's Medical 
Malpractice Insurance Program, the advice in the Draft and Final Supplemental Compliance 
Guidance for Hospitals and the specific guidance in OIG Advisory Opinion 04- 19 are much 
broader and provide a reasonable manner in which a hospital can provide such malpractice 
assistance without the need to seek an advisory opinion from either OIG or CMS. 
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We request that CMS specifically comment on how a hospital such as the one described in OIG 
Advisory Opinion 04-19 is to fit such an arrangement under a current exception to Section 1877. 
Since the physicians involved were neurosurgeons, 42 C.F.R. 4 1 1.357(r) would not apply even 

though it is much more likely that a Medicare beneficiary would require the services of a 
neurosurgeon than an obstetrician. Due to the type and nature of the subsidy and the fact that the 
amount of the subsidy is not based on the value of the services provided to the hospital, this 
arrangement does not satis@ 42 C.F.R. '41 1.357(d) ("Personal Services Arrangements") or 
I41 1.357(1) ("Fair Market Value Compensation"). The physician was not relocating to the 
geographic area served by the hospital and did not receive an offer from another hospital to move 
from an HPSA or an area determined by the Secretary to have a demonstrated need. Therefore, 
neither 42 C.F.R. '41 1.357(e) nor 42 C.F.R. '41 1.357(t) applies, even after the revisions to 
these two exceptions by CMS- 18 10-F. 

If faced with the same facts as OIG Advisory Opinion 04-19, CMS would be hard pressed to 
reach a conclusion that differs from the OIG. However, despite the statements on pages 303 and 
304 of the Preamble to CMS- 1 8 1 0-F, the current regulations and Section 1 877 do not provide an 
exception that is available to all hospitals to provide such needed financial assistance. We urge 
CMS to promulgate a new rule to replace 42 C.F.R. 41 1.357(r) that will create an exception to 
Section 1877 of the Social Security Act that is consistent with the OIG's compliance guidance 
cited above. Such an exception could be narrowly drawn and consistent with OIG 
pronouncements in this area by using the following factors that were described in Advisory 
Opinion 04- 19: 

(r) malpractice insurance subsides B remuneration provided by 
a hospital to a physician or group of physicians regardless 
of whether the group meets the definition of a group 
practice as set'forth in 41 1.352 if: 

(1) the arrangement as set forth in writing is not in 
effect for longer than a two-year contract period in 
which the physicians agree to continue practicing 
and the hospital agrees to subsidize some (but not 
all) of the increase in their insurance costs; 

(2) during the first year of the agreement, the hospital 
would pay 75% of the difference between the cost 
of the policy from the original carrier and the cost 



Centers for Medicare & Medicaid Services 
August 3 1,2007 
Page 14 

of the policy from a new carrier to cover the 
physicians' continued practice; 

(3) the hospital may subsidize premium increases 
charged by the new carrier in the second year of the 
agreement only to the extent the community need 
persisted; 

(4) the hospital may purchase tail coverage for the 
physicians' continued practice, if necessary, 
regardless of the date on which this obligation 
becomes due, with the cost of the tail coverage to be 
determined by a number of factors, such as the 
length of time the physicians continued to practice; 

( 5 )  the subsidy may be paid directly to the physicians, 
upon receipt of documentation showing their 
expenditures, or it may be paid directly to the 
insurance company; 

(6) the amount of the subsidy would not take into 
account the volume or value of referrals or business 
otherwise generated by the physicians for the 
hospital; 

(7) the physicians were not required to refer patients to, 
or otherwise generate business for, the hospital; 

(8) the insurance would apply to services fbrnished by 
the physicians at any location, not just at the 
hospital; and 

(9) in return for this financial assistance, the hospital 
shall require any physician who received such 
assistance to provide the following services 
throughout the period that the assistance remains in 
effect: 
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(i) maintain a full-time practice of the 
physician's specialty in the geographic area 
served by the hospital; 

(ii) take emergency department call for the 
hospital's emergency department; 

(iii) participate in assigned hospital committees; 

(iv) continue to provide care to beneficiaries of 
the Medicare program; 

(v) provide at least as much Medicaid andlor 
indigent care as they were providing when 
they entered into the agreement with the 
hospital; and 

(vi) cooperate with any hospital's efforts to 
recruit additional physicians practicing that 
specialty to the geographic area served by 
the hospital regardless of whether any such 
recruit joined the physician or physician's 
group. 

(1 0) The arrangement does not violate the anti-kickback 
statute ( 1128B(b) of the Act) or any federal or 
state law or regulations governing billing or claims 
submission. 

4. UNIT OF SERVICE (PER CLICK) PAYMENTS IN SPACE 
AND EQUIPMENT LEASES 

CMS has often noted the distinction between therapeutic modalities and diarmostic modalities 
and that abuse of arrangements involving therapeutic modalities is unlikely to occur. For 
example, in CMS's proposed changes to the definition of "radiology and certain other imaging 
services" that were set forth in CMS - 1392-P at page 620, CMS specifically states "in the 
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definition of 'radiology and certain other imaging services' at 41 1.351, we exclude x-ray, 
fluoroscopy or ultrasound procedures that require the insertion of a needle, catheter, tube or 
probe, through the skin or into a body cavity because we do not believe that a physician would 
inappropriately subject a Medicare patient to such a procedure." 

In addition, at 72 Fed. Reg. 38179, the Preamble to these Proposed Regulations, CMS 
specifically states "we stated that, although we welcome comments inall aspectiof our proposal, 
we are particularly interested in receiving comments on whether diagnostic imaging tests should 
be accepted from any of our proposed provisions.. . . " (Emphasis added.) CMS makes a similar 
distinction between therapeutic and diagnostic services in CMS- 1 8 10-F at 4 1. If CMS were to 
review the Highmark Provider Privileging Guidelines described above, CMS will note that those 
services are limited to diagnostic services and do not apply to therapeutic procedures. 

Therapeutic equipment such as a cyber-knife, which has limited and specific therapeutic uses, or 
a therapeutic service such as hyperbaric oxygen therapy for the treatment of diabetic wounds of 
the lower extremities, with very specific conditions of coverage (see Transmittal AB-02-183), 
should be exempt from the rules prohibiting per click payments as diagnostic equipment where 
the conditions of treatment are less defined and are more easily subject to abuse. 

Therefore, we urge CMS to continue to study this issue. To the extent that CMS determines that 
CMS must exercise its regulatory authority to prohibit a practice that it has specifically found to 
be consistent with Congressional intent, CMS should exercise the discretion as narrowly as 
possible. We also urge CMS to consider the distinction between per click arrangements 
involving diagnostic services and therapeutic modalities which should be excluded from any 
such prohibition. 

Finally, given the fact that per click or per use payments are specifically permitted by the statute, 
there are a significant number of these arrangements currently in effect. Therefore, the proposed 
amendments affecting unit of service payment in space and equipment leases will constitute a 
major change to the regulations, will result in a significant restructuring of a number of current 
arrangements and, as such, will have a significant regulatory impact on both DHS providers and 
physicians. 
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5. "STAND IN THE SHOES" 

After reading the discussion in the Preamble to CMS- 18 10-F of the effect of the "Stand in the 
Shoes" standard on the indirect compensation rules currently set forth in the Regulations to 
Section 1877 (See, 42 C.F.R. 4 1 1.354(b)(5); 4 1 1.354(~)(2) and 41 1.357(p)), we have a 
much greater appreciation of the application of this standard than we did prior to the public 
availability of CMS- 18 10-F. 

We do, however, request clarification as to the manner in which the "Stand in the Shoes" 
standard will be applied in the following situation. The example that CMS uses in 72 Fed. Reg. 
38184 states "a hospital would stand in the shoes of a Medical Foundation that it owns or 
controls (such as where the hospital is the sole corporate member of a non-profit corporation)." 
Please clarify that the fact that such a hospital would "Stand in the Shoes" of the Medical 
Foundation for purposes of application of the referral prohibitions that are set forth in the 
regulations to Section 1877 would not make the hospital the "alter ego" of the Medical 
Foundation, nor does CMS intend for the "Stand in the Shoes" standard to preclude the hospital- 
related Medical Foundation from satisfying the definition of a "group practice," as that term is 
defined in 42 C.F.R. 352.4 12. 

In addition, please clarify if the "Stand in the Shoes" rules would apply to an entity which is 
related to a DHS entity through common ownership or control, rather than as a direct subsidiary. 

Specifically, 42 C.F.R. 41 1.352(a) states that the group practice must consist of "a single, legal 
entity operating primarily for the purpose of being a physician group practice and any 
organizational form recognized by the state in which the group practice achieves legal status." 
However, the Preamble to the Phase I1 regulations to Section 1877 (69 Fed. Reg. at 16077 
March 26,2004) specifically states: 

As we explained in the Phase I Preamble (66 F.R. 898-899), 
treating a 'group' of hospital employed physicians as a 'group 
practice' for purposes of Section 1877(h)(4) of the Act would 
stretch the meaning of a 'group practice' too far. It would enable 
hospitals that employed two or more physicians to use the 
In-Office Ancillary Services exception inappropriately to protect 
virtually all inpatient and outpatient services. We do not believe 
that Congress intended the In-Office Ancillary Services exception, 
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which focuses on services provided by physician practices, to be 
used to exempt hospital services from the scope of Section 1877 of 
the Act. Under the 'group practice' definition. a hospital may 
legally organize. own, or operate a group practice that is a separate 
legal entity; however. the hospital itself (or other facility or entity, 
the primary purpose of which is some thin^ other than the operation 
of a physician group practice) cannot be a group practice for 
purposes of Section 1877(h)(4) of the Act. Hospitals that employ 
physicians can appropriately structure their arrangements with 
physicians that fit in the employment exception. (Emphasis 
added.) 

Please clarify the manner in which the "Stand in the Shoes" standard would be used, provide 
further discussion as to the relationship between the "Stand in the Shoes" standard to the indirect 
compensation rules and the fact that CMS does not intend for the "Stand in the Shoes" provision 
to disqualify any hospital-owned or hospital-affiliated "group practice" from continuing to 
qualify as a "physician group" under 42 C.F.R. I 41 1.352. Given the statement in CMS- 1810-F 
at p. 6 1 that "a separate corporation formed by a hospital to employ physicians can constitute a 
single legal entity ...," it is clear that CMS does not intend for the "Stand in the Shoes" standard to 
be so construed. 

Please be aware that the manner in which the "Stand in the Shoes" standard has been articulated 
in the Proposed Rules could lead to such an erroneous conclusion. Also, the fact that the current 
definition of "locum tenens physician" is "a physician who 'stands in the shoes' in exigent 
circumstances for a physici an..." (emphasis added) at 42 C.F.R. I 4 1 1.35 1 seems to imply such a 
finding. As such, we specifically recommend CMS describe the "Stand in the Shoes" standard 
with as much specificity as possible and clarify the fact that, in the above-described example, the 
fact that the hospital may "Stand in the Shoes" of the legal foundation for the purpose of the 
application of Section 1877 does not disqualify the medical foundation from being a "physician 
group. " 

6. SERVICES FURNISHED "UNDER ARRANGEMENTS" 

According to Section 2 1 18 of the Medicare Provider Reimbursement Manual, the term "under 
arrangement" refers to a manner of furnishing services by a provider with payment to the 
provider for the services, with respect to which the individual being entitled to have payment 
made by the program discharges the individual's liability to pay for the services. The providers 
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may furnish services under arrangement with outside suppliers, including other providers. The 
amount charged by the supplying organization and paid by the provider for the services rendered 
then becomes a cost to the provider. The services are treated as though they were furnished 
directly by the provider and thus meet all of the Medicare provider-based rules. This is clear 
from the definition of "Inpatient Hospital Services" (42 C.F.R. '41 1.35 1) where the definition 
states that "Inpatient Hospital Services" include services that are "furnished either by the hospital 
directly or under arrangements made by the hospital with others." (Emphasis added.) 

According to the Supplemental Compliance Guidance for Hospitals, issued by the Office of 
Inspector General of HHS on January 3 1,2005, OIG stated that even though the arrangement 
provides for payment on a "per use" basis, and thus based on the volume of procedures referred 
by the physician owners of the joint venture, the arrangement should not automatically pose a 
problem as long as the amount paid to the entity in which the physicians have an ownership 
interest is not inflated. 

CMS has proposed a subtle yet significant change to the definition of an "entity" that is set forth 
in 42 C.F.R. '41 1.35 1. Rather than the current focus on whether the entity presented the claim 
for the DHS, CMS has proposed changing the definition of an "entity" to a person or entity that 
has performed the services or a person or entity that "presented a claim, or caused a claim to be 
presented for Medicare benefits for the DHS." 

By adding any entity that causes a claim to be presented, CMS states that it intends to prohibit 
physician investment in an entity that provides services "under arrangement" to a DHS provider 
if the physician has an investment interest in the under arrangement entity that provides the 
services to the DHS provider. Currently, physician investment in such an entity would not be 
precluded. 

MedPAC recognized that certain "under arrangement" joint ventures mav be problematic. 
However, given the amount of study that MedPAC has given to this issue prior to issuing its 
March 2005 Report to Congress, we urge CMS to adopt MedPAC's recommendation that 
prohibited interests should be limited "to physician interest in an entity that derives a substantial 
portion of its revenue from a provider or designated health service." CMS cites this report in 
CMS-19 10-F at p. 18 and, despite the time and study devoted to developing the Phase I11 Rules, 
CMS stated that it was making "no substantive changes to the definition of entity in this Phase I11 
final rule." a. 



Centers for Medicare & Medicaid Services 
August 3 1,2007 
Page 20 

By failing to adopt MedPAC's recommendation, especially after citing the MedPac Report in 
CMS- 18 10-F, CMS has created a significant amount of uncertainty as to what constitutes an 
entity that "causes claims to be submitted to Medicare for the DHS." The MedPAC definition 
permits legitimate businesses to provide services to a referral source, which is only prohibited if 
that entity derives a substantial portion of its revenue from the DHS provider. CMS's proposal 
would prohibit any level of business at all with a DHS provider without any investigation into 
the circumstances that cause certain "under arrangement" joint ventures to be abusive and which 
under arrangement ventures that MedPAC found should be permitted to continue to provide 
services under arrangement to a DHS entity. 

Therefore, CMS should not undertake any change in the definition of an "entity" at this point in 
time. Rather, CMS should consider MedPAC's recommendations, should devote further study to 
the effects of "under arrangement" joint ventures on the Medicare program, and should undertake 
a separate and thorough rule-making specifically on the issue of whether, and under what 
circumstances, physicians should be permitted to have an investment interest in an entity that 
provides a service to a DHS provider under arrangement. 

At the very least, CMS should consider only applying these proposed rules relating to ownership 
of under arrangements entities to entities that provide services under arrangement on a per unit of 
service basis, but not to those which provide services under arrangement for a fixed fee that does 
not vary based on the volume or value of services provided. 

Again, the proposed change to the definition of the term "entity" will affect a number of 
arrangements that are currently in effect. Therefore, the proposed amendment to this definition 
will constitute a major change to the regulations, will result in a significant restructuring of a 
number of current arrangements and, as such, will have a significant regulatory impact on both 
DHS providers and physicians. 

7. SET IN ADVANCE AND PERCENTAGE-BASED 
COMPENSATION ARRANGEMENT 

We found the discussion of the "set in advance" and "percentage-based compensation 
arrangements" that was included in the Proposed Regulations to be somewhat confusing. 
Furthermore, the definition of percentage-based compensation arrangements fails to consider the 
manner in which a physician group may compensate a physician for services provided under the 
direction or medical supervision of a non-physician practitioner. Finally, we need the ability to 



Highmark 
Professional Provider Privileging Guidelines 

Purpose 
The following guidelines are intended to promote reasonable and consistent quality and safety standards 
for the provlsion of imaging services. Highmark will not reimburse providers for imaging services 
performed if they do not satisfy the following guidelines. These guidelines affect all Highmark members 
except those covered under traditional indemnity plans. 

General Requirements for Imaqinq Providers 
All imaging providers mustpxo_vide a written report within 10 business days from date of service to the 
ordering provider. (Mammography reports must be coiiipleted within 30 days, per Mammography 
Quality Standards Act (MQSA) guidelines.) 
All imaging facilities must have a documented Quality Control Program inclusive of both imaging 
equipment and film processors. 
All imaging facilities must have a documented Radiation Safety Program and As Low As Reasonably 
Achievable (ALARA) Program. 
All imaging facilities utilizing equlpment producing ionizing radiation must have a current (within 3 
years) letter of state Inspection, or calibration report, or physicist's report. 
Highmark Medlcal Policy will apply to the delivery of services detailed in the guidelines. 
All imaging providers must be Highmark credentialed (hereinafter referred to as "credentialed"). 

Guidelines Specific to Plain Films 
Provlders must have a state certified or American Registry of Radiologic Technologists (ARRT) 
certified technologist on-site taking all films, or must arrange for a credentlaled radiologist to over- 
read all films within 5 business days from date of service. 
At minimum, an automatic processor must be used to develop all analog plain films. 

Guidelines Specific t o  Bone Densitornetry 
Bone Densitometry must be performed by hospitals, or by credentialed radiologists, endocrinologists, 
rheumatologists, obstetricianslgynecologists, orthopedists, internists, and family physicians. 
Must be performed on an axial Dual Energy X-ray Absorption (DEXA) system or a Quantitative CT. 
At least one physician from each practice location must be a credentialed radiologist or achieve 
certification by the ISCD (International Society for Clinical Densitometry), and one technologist from 
each practice location must be ARRT certified or achieve certification by the ISCD (International 
Society for Clinical Densitometry) within one year of Provisional acceptance in the Privileging 
Program. [Note: Practice must submit evidence of application for accreditation within 3 months of 
receipt of letter indicating Provisional acceptance.] 

Guidelines Specific to Nuclear Cardiology 
Nuclear cardiology practices must employ at least one physician who is credentialed in diagnostic 
radiology, nuclear medicine or has received certification by the Certification Board of Nuclear 
Cardiology (CBNC). 
Nuclear cardiology practices that do not meet the above criteria will be considered for participation 
upon submitting evidence that at least one physician has satisfied the Level II training in Nuclear 
Cardiology as recommended in the American College of CardiologylAmerican Society of Nuclear 
Cardiology, Core Cardiology Training Symposium (COCATS) Training Guidelines. 
Nuclear cardiology imaging systems must have the capability of assessing both myocardial perfusion 
and contractile function (ejection fraction and regional wall motion). 
Cardiac stress tests must be performed under the direct supervision of a credentialed physician who 
has a current Advanced Cardiac Life Support (ACLS) certification. 
Nuclear cardiology practices must provide a copy of a Radioactive Materials License that indicates 
the practice address and the name of the nuclear cardiology physician(s) performing andlor 
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Submitter : Miss. Amanda Flores Date: 08/31/2007 
Organization : Carthage College 

Category : Other Practitioner 

Issue Areas/Comments 

Physician Self-Referral Provisions 

Physician Self-Referral Provisions 

Dear Sir or Madam: 
My name is Amanda Flores, and I am certified and licensed as an Athletic Trainer in the state of Wisconsin. I am currently working on my Masters of Education 
with an emphasis in counseling, at Carthage College, where I also work as a graduate assistant in the athletic training room. I am currently working with women s 
soccer, men s/women s cross country, women s golf and women s tennis, but have experience with all sports offered here at Carthage College. After I finish here at 
Carthage, at the end of May, I will be looking out looking for a job which may bring me to the clinic setting. 
I am writing today to voice my opposition to the therapy standards and requirements in regards to the stafing provisions for rehabilitation in hospitals and 
facilities proposed in 1385-P. 
While I am concerned that these proposed changes to the hospital Conditions of Participation have not received the proper and usual vetting, I am more concerned 
that these proposed rules will create additional lack of access to quality health care for my patients. 
As an athletic trainer, I am qualified to perform physical medicine and rehabilitation services, which you know is not the same as physical therapy. My education, 
clinical experience, and national certification exam ensure that my patients receive quality health care. State law and hospital medical professionals have deemed 
me qualified to perform these services and these proposed regulations attempt to circumvent those standards. 
The lack of access and workforce shortage to fill therapy positions is widely known throughout the industry. It is irresponsible for CMS, which is supposed to be 
concerned with the health of Americans. eswciallv those in rural areas. to further restrict their abilitv to receive those services. The flexible current standards of , .  < 

stafling in hospitals and other rehabilitation facilities are pertinent in ensuring patients receive the best, most cost-effective treatment available. 
Since CMS seems to have come to these proposed changes without clinical or financial justification, I would strongly encourage the CMS to consider the 
recommendations of those professionals thatare tasked with overseeing the day-to-day health care needs of their I res&ctfully request that you withdraw 
the proposed changes related to hospitals, rural clinics, and any Medicare Part A or B hospital or rehabilitation facility. 
Sincerely, 

Amanda Flores LAT ATC 
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August 3 1,2007 

Kerry Weems 
Administrator Nominee 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Hubert H. Humphrey Building, Room 445-G 
200 Independence Avenue, SW 
Washington, DC 2020 1 

Re: CMS-1385-P 

Dear Mr. Weems: 

I would like to thank you for the opportunity to comment on the Proposed Rule CMS-1385-P, 
"Revisions to Payment Policies under the Physician Fee Schedule, and Other Part B Payment 
Policies for CY 2008" (the "Proposed Rule") published in the Federal Register on July 12,2007 
As requested, I have limited my comments to the issue identifiers in the Proposed Rule. 

There are approximately 7,000 physicians practicing interventional pain management in the United States I am 
included in this statistic. As you may know physician offices, along with hospital outpatient departments and 
ambulatory surgery centers are important sites of service for the delivery of interventional pain services. 

I appreciated that effective January 1, 2007, CMS assigned interventional pain and pain management specialties to the 
"all physicians" crosswalk. This, however, did not relieve the continued underpayment of interventional pain services 
and the payment shortfall continues to escalate. After having experienced a severe cut in payment for our services in 
2007, interventional pain physicians are facing additional proposed cuts in payment; cuts as much as 7.8% to 19.8% in 
2008 alone. This will have a devastating affect on my and all physicians' ability to provide interventional pain services 
to Medicare beneficiaries. I am deeply concerned that the continued underpayment of interventional pain services will 
discourage physicians fkom treating Medicare beneficiaries unless they are adequately paid for their practice expenses. 
I urge CMS to take action to address this continued underpayment to preserve Medicare beneficiaries' access. 

The current practice expense methodology does not accurately take into account the practice expenses associated with 
providing interventional pain services. I recommend that CMS modify its practice expense methodology to 
appropriately recognize the practice expenses of all physicians who provide interventional pain services. Specifically, 
CMS should treat anesthesiologists who list interventional pain or pain management as their secondary Medicare 
specialty designation, along with the physicians that list interventional pain or pain management as their primary 
Medicare specialty designation, as "interventional pain physicians" for purposes of Medicare rate-setting. This 
modification is essential to ensure that interventional pain physicians are appropriately reimbursed for the practice 
expenses they incur. 

RESOURCE-BASED PE RVUs 
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I. CMS should treat anesthesiologists who have listed interventional pain or pain management as 
their secondary specialty designation on their Medicare enrollment forms as interventional pain 
physicians for purposes of Medicare rate-setting. 

Effective January 1, 2007, interventional pain physicians (09) and pain management physicians (72) are cross- 
walked to "all physicians" for practice expenses. This cross-walk more appropriately reflects the indirect practice 
expenses incurred by interventional physicians who are office-based physicians. The positive affect of this cross- 
walk was not realized because many interventional pain physicians report anesthesiology as their Medicare primary 
specialty and low utilization rates attributable to the interventional pain and pain management physician specialties. 

The practice expense methodology calculates an allocable portion of indirect practice expenses for interventional 
pain procedures based on the weighted averages of the specialties that furnish these services. This methodology, 
however, undervalues interventional pain services because the Medicare specialty designation for many of the 
physicians providing interventional pain services is anesthesiology. Interventional pain is an inter-disciplinary 
practice that draws on various medical specialties of anesthesiology, neurology, medicine & rehabilitation, and 
psychiatry to diagnose and manage acute and chronic pain. Many interventional pain physicians received their 
medical training as anesthesiologists and, accordingly, clinically view themselves as anesthesiologists. While this 
may be appropriate from a clinically training perspective, their Medicare designation does not accurately reflect 
their actual physician practice and associated costs and expenses of providing interventional pain services. 

This disconnect between the Medicare specialty and their practice expenses is made worse by the fact that 
anesthesiologists have the lowest practice expense of any specialty. Most anesthesiologists are hospital based and 
do not generally maintain an office for the purposes of rendering patient care. Interventional pain physicians are 
office based physicians who not only furnish evaluation and management (EM) services but also perform a wide 
variety of interventional procedures such as nerve blocks, epidurals, intradiscal therapies, implant stimulators and 
infusion pumps, and therefore have practice expenses that are similar to other physicians who perform both E M  
services and surgical procedures in their offices. 

Furthermore, the utilization rates for interventional pain and pain management specialties are so low that they are 
excluded fiom Medicare rate-setting or have very minimal affect compared to the high utilization rates of 
anesthesiologists. CMS utilization files for calendar year 2007 overwhelming report anesthesiologists compared to 
interventional pain physicians and pain management physicians as being the primary specialty performing 
interventional pain procedures. The following table illustrates that anesthesiologists are reported as the primary 
specialty providing interventional pain services compared to interventional pain physicians 

The high utilization rates of anesthesiologists (and their extremely low practice expenses) drive the payment rate for 
the interventional pain procedures, which does not accurately reflect the resource utilization associated with these 

CPT Code 

64483 (Inj foramen epidural 11s) 
64520 (N block, lumbarlthoracic) 
64479 (Inj foramen epidural clt) 
623 1 1 (Inject spine Ils (cd)) 

Anesthesiologists -05 
(Non-Pacility) 

59% 
68% 
58% 
78% 

Interventional Pain 
Management Physicians - 09 

(Non-Facility) 
18% 
15% 
21% 
8% 
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services. T h s  results in payment rates that are contrary to the intent of the Medicare system-physician payment 
reflects resources used in W s h i n g  items and services to Medicare beneficiaries. 

I urge CMS to make a modification to its practice expense methodology as it pertains to interventional pain services 
such that its methodology treats physicians who list anesthesiology as their primary specialty and list interventional 
pain as their secondary specialty designation as interventional pain physicians for rate-setting. This pool of 
physicians should be cross-walked to "all physicians" for practice expenses. This will result in a payment for 
interventional pain services that is more aligned with the resources and costs expended to provide these services to a 
complex patient population. 

I urge CMS not to delay implementing our proposed recommendation to see if the updated practice expenses 
information from the Physician Practice Information Survey ("Physician Practice Survey") will alleviate the 
payment disparity. While I believe the Physician Practice Survey is critical to ensuring that physician services are 
appropriately paid, I do not believe that updated practice expense data will completely resolve the current 
underpayment for interventional pain services. The accurate practice expense information for interventional pain 
physicians will continue to be diluted by the high utilization rates and associated low practice expenses of 
anesthesiologists. 

11. CMS Should Develop a National Policy on Compounded Medications Used in Spinal Drug 
Delivery Systems 

We urge CMS to take immediate steps to develop a national policy as we fear that many physicians who are facing 
financial hardship will stop accepting new Medicare beneficiaries who need complex, compounded medications to 
alleviate their acute and chronic pain. Compounded drugs used by interventional pain physicians are substantially 
different from compounded inhalation drugs. Interventional pain physicians frequently use compounded 
medications to manage acute and chronic pain when a prescription for a customized compounded medication is 
required for a particular patient or when the prescription requires a medication in a form that is not commercially 
available. Physicians who use compounded medications order the medication from a compounding pharmacy. 
These medications typically require one or more drugs to be mixed or reconstituted by a compounding pharmacist 
outside of the physician office in concentrations that are not commercially available (e.g., concentrations that are 
higher than what is commercially available or multi-drug therapy that is not commercially available). 

The compounding pharmacy bills the physician a charge for the compounded fee and the physician is responsible for 
paying the pharmacy. The pharmacy charge includes the acquisition cost for the drug ingredients, compounding 
fees, and shipping and handling costs for delivery to the physician office. A significant cost to the physician is the 
compounding fees, not the cost of drug ingredient. The pharmacy compounding fees cover re-packaging costs, 
overhead costs associated with compliance with stringent statutes and regulations, and wages and salaries for 
specially trained and licensed compounding pharmacists bourn by the compounding pharmacies. The physician 
administers the compounded medication to the patient during an office visit and seeks payment for the compounded 
medication from hisher carrier. In many instances, the payment does not even cover the total out of pocket 
expenses incurred by the physician (e.g., the pharmacy fee charged to the physician). 

There is no uniform national payment policy for compounded drugs. Rather, carriers have discretion on how to pay 
for compounded drugs. This has lead to a variety of payment methodologies and inconsistent payment for the same 
combination of medications administered in different states. A physician located in Texas who provides a 
compounded medication consisting of 20 mg of Morphine, 6 of mg Bupivicaine and 4 of mg Baclofen may receive a 
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payment of $200 while a physician located in Washington may be paid a fraction of that amount for the exact same 
compounded medication. In many instances, the payment to the physician fails to adequately cover the cost of the 
drug, such as the pharmacy compounded fees and shipping and handling. Furthermore, the claim submission and 
coding requirements vary significantly across the country and many physician experience long delays in payment. 

We urge CMS to adopt a national compounded drug policy for drugs used in spinal delivery 
systems by interventional pain physicians. Medicare has the authority to develop a separate 
payment methodology for compounded drugs. The Medicare Prescription Drug, Improvement 
and Modernization Act of 2003 (the "MMA") mandated CMS to pay providers 106% of the 
manufacturer's Average Sales Price ("ASP") for those drugs that are separately payable under 
Part B. The,language makes clear that this pricing methodology applies only to the sale prices of 
manufacturers. Pharmacies that compound drugs are not manufacturers, and Congress never 
contemplated the application of ASP to specific drug compounds created by pharmacies. 
Accordingly, CMS has the discretion to develop a national payment policy. 

We believe that an appropriate national payment policy must take into account all the pharmacy costs for which the 
physicians are charged: the cost of the drug ingredient, the compounding fee costs, and the shipping and handling 
costs. We stand ready to meet with CMS and its staff to discuss implementing a national payment policy. 

111. CMS Should Incorporate the Updated Practice Expenses Data from Physician Practice 
Survey in Future Rule-Making 

I commend CMS for working with the AMA, specialty societies, and other health care professional organizations on 
the development of the Physician Practice Survey. I believe that the survey data will be essential to ensuring that 
CMS has the most accurate and complete information upon which to base payment for interventional pain services. I 
urge CMS to take the appropriate steps and measures necessary to incorporate the updated practice expense data into 
its payment methodology as soon as it becomes available. 

IV CMS Should Work Collaboratively with Congress to Fix the SGR Formula so that Patient 
Access will be preserved. 

The sustainable growth rate ("SGR) formula is expected to cause a five percent cut in reimbursement for physician 
services effective January 1, 2008. Providers simply cannot continue to bear these reductions when the cost of 
providing healthcare services continues to escalate well beyond current reimbursement rates. Continuing 
reimbursement cuts are projected to total 40% by 2015 even though practice expenses are likely to increase by more 
than 20% over the same period. The reimbursement rates have not kept up with the rising cost of healthcare because 
the SRG formula is tied to the gross domestic product that bears no relationship to the cost of providing healthcare 
services or patient health needs. 

Because of the flawed formula, physicians and other practitioners disproportionately bear the cost of providing 
health care to Medicare beneficiaries. Accordingly, many physicians face clear financial hardship and will have to 
make painful choices as to whether they should continue to practice medicine andlor care for Medicare beneficiaries. 
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CMS should work collaboratively with Congress to create a formula that bases updates on the true cost of providing 
healthcare services to Medicare beneficiaries. 

Thank you for the opportunity to comment on the Proposed Rule. My fear is that unless CMS addresses the 
underpayment for interventional pain services today there is a risk that Medicare beneficiaries will be unfairly lose 
access to interventional pain physicians who have received the specialized training necessary to safely and effectively 
treat and manage their complex acute and chronic pain. We strongly recommend that CMS make an adjustment in its 
payment methodology so that physicians providing interventional pain services are appropriately and fairly paid for 
providing these services and in doing so preserve patient access. 

Sincerely, 

Sincerely, 

Earl Beam 111, PA-C 
Advanced Pain Management 
4 13 1 W Loomis Road 
Greenfield, WI 5322 1 



Submitter : Dr. Erin Guinan 

Organization : DeRosa Physical Therapy 

Category : Physical Therapist 

Issue Areas/Comments 

Date: 08/31/2007 

Physician Self-Referral Provisions 

Physician Self-Referral Provisions 

Please consider adding a provision that prohibits prescribing individuals From self-referring their patients to physical therapy clinics that they themselves own. 
Thank you- Erin Guinan, PT 
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See attachment 
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August 3 1,2007 

Kerry Weems 
Administrator Nominee 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
Hubert H. Humphrey Building, Room 445-G 
200 Independence Avenue, SW 
Washington, DC 2020 1 

Re: CMS-1385-P 

Dear Mr. Weems: 

I would like to thank you for the opportunity to comment on the Proposed Rule CMS-1385-P, 
"Revisions to Payment Policies under the Physician Fee Schedule, and Other Part B Payment 
Policies for CY 2008" (the "Proposed Rule") published in the Federal Register on July 12,2007 
As requested, I have limited my comments to the issue identifiers in the Proposed Rule. 

There are approximately 7,000 physicians practicing interventional pain management in the United States I am 
included in this statistic. As you may know physician offices, along with hospital outpatient departments and 
ambulatory surgery centers are important sites of service for the delivery of interventional pain services. 

I appreciated that effective January 1,2007, CMS assigned interventional pain and pain management specialties to the 
"all physicians" crosswalk. This, however, did not relieve the continued underpayment of interventional pain services 
and the payment shortfall continues to escalate. After having experienced a severe cut in payment for our services in 
2007, interventional pain physicians are facing additional proposed cuts in payment; cuts as much as 7.8% to 19.8% in 
2008 alone. This will have a devastating affect on my and all physicians' ability to provide interventional pain services 
to Medicare beneficiaries. I am deeply concerned that the continued underpayment of interventional pain services will 
discourage physicians fiom treating Medicare beneficiaries unless they are adequately paid for their practice expenses. 
I urge CMS to take action to address this continued underpayment to preserve Medicare beneficiaries' access. 

The current practice expense methodology does not accurately take into account the practice expenses associated with 
providing interventional pain services. I recommend that CMS modify its practice expense methodology to 
appropriately recognize the practice expenses of all physicians who provide interventional pain services. Specifically, 
CMS should treat anesthesiologists who list interventional pain or pain management as their secondary Medicare 
specialty designation, along with the physicians that list interventional pain or pain management as their primary 
Medicare specialty designation, as "interventional pain physicians" for purposes of Medicare rate-setting. This 
modification is essential to ensure that interventional pain physicians are appropriately reimbursed for the practice 
expenses they incur. 

RESOURCE-BASED PE RVUS 
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I. CMS should treat anesthesiologists who have listed interventional pain or pain management as 
their secondary specialty designation on their Medicare enrollment forms as interventional pain 
physicians for purposes of Medicare rate-setting. 

Effective January 1, 2007, interventional pain physicians (09) and pain management physicians (72) are cross- 
walked to "all physicians" for practice expenses. This cross-walk more appropriately reflects the indirect practice 
expenses incurred by interventional physicians who are office-based physicians. The positive affect of this cross- 
walk was not realized because many interventional pain physicians report anesthesiology as their Medicare primary 
specialty and low utilization rates attributable to the interventional pain and pain management physician specialties. 

The practice expense methodology calculates an allocable portion of indirect practice expenses for interventional 
pain procedures based on the weighted averages of the specialties that furnish these services. This methodology, 
however, undervalues interventional pain services because the Medicare specialty designation for many of the 
physicians providing interventional pain services is anesthesiology. Interventional pain is an inter-disciplinary 
practice that draws on various medical specialties of anesthesiology, neurology, medicine & rehabilitation, and 
psychiatry to diagnose and manage acute and chronic pain. Many interventional pain physicians received their 
medical training as anesthesiologists and, accordingly, clinically view themselves as anesthesiologists. While this 
may be appropriate from a clinically training perspective, their Medicare designation does not accurately reflect 
their actual physician practice and associated costs and expenses of providing interventional pain services. 

This disconnect between the Medicare specialty and their practice expenses is made worse by the fact that 
anesthesiologists have the lowest practice expense of any specialty. Most anesthesiologists are hospital based and 
do not generally maintain an office for the purposes of rendering patient care. Interventional pain physicians are 
office based physicians who not only furnish evaluation and management (EM) services but also perform a wide 
variety of interventional procedures such as nerve blocks, epidurals, intradiscal therapies, implant stimulators and 
infusion pumps, and therefore have practice expenses that are similar to other physicians who perform both E M  
services and surgical procedures in their offices. 

Furthermore, the utilization rates for interventional pain and pain management specialties are so low that they are 
excluded from Medicare rate-setting or have very minimal affect compared to the high utilization rates of 
anesthesiologists. CMS utilization files for calendar year 2007 overwhelming report anesthesiologists compared to 
interventional pain physicians and pain management physicians as being the primary specialty performing 
interventional pain procedures. The following table illustrates that anesthesiologists are reported as the primary 
specialty providing interventional pain services compared to interventional pain physicians 

The high utilization rates of anesthesiologists (and their extremely low practice expenses) drive the payment rate for 
the interventional pain procedures, which does not accurately reflect the resource utilization associated with these 

CPT Code 

18% 

64479 (Inj foramen epidural clt) 58% 21% 
623 1 1 (Inject spine Vs (cd)) 78% 8% 

Anesthesiologists -05 
(Non-Facility) 

Interventional Pain 
Management Physicians - 09 

(Non-Facility) 
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services. This results in payment rates that are contrary to the intent of the Medicare system-physician payment 
reflects resources used in h i s h l n g  items and services to Medicare beneficiaries. 

I urge CMS to make a modification to its practice expense methodology as it pertains to interventional pain services 
such that its methodology treats physicians who list anesthesiology as their primary specialty and list interventional 
pain as their secondary specialty designation as interventional pain physicians for rate-setting. This pool of 
physicians should be cross-walked to "all physicians" for practice expenses. This will result in a payment for 
interventional pain services that is more aligned with the resources and costs expended to provide these services to a 
complex patient population. 

I urge CMS not to delay implementing our proposed recommendation to see if the updated practice expenses 
information from the Physician Practice Information Survey ("Physician Practice Survey") will alleviate the 
payment disparity. While I believe the Physician Practice Survey is critical to ensuring that physician services are 
appropriately paid, I do not believe that updated practice expense data will completely resolve the current 
underpayment for interventional pain services. The accurate practice expense information for interventional pain 
physicians will continue to be diluted by the high utilization rates and associated low practice expenses of 
anesthesiologists. 

11. CMS Should Develop a National Policy on Compounded Medications Used in Spinal Drug 
Delivery Systems 

We urge CMS to take immediate steps to develop a national policy as we fear that many physicians who are facing 
financial hardship will stop accepting new Medicare beneficiaries who need complex, compounded medications to 
alleviate their acute and chronic pain. Compounded drugs used by interventional pain physicians are substantially 
different from compounded inhalation drugs. Interventional pain physicians frequently use compounded 
medications to manage acute and chronic pain when a prescription for a customized compounded medication is 
required for a particular patient or when the prescription requires a medication in a form that is not commercially 
available. Physicians who use compounded medications order the medication from a compounding pharmacy. 
These medications typically require one or more drugs to be mixed or reconstituted by a compounding pharmacist 
outside of the physician office in concentrations that are not commercially available (e.g., concentrations that are 
higher than what is commercially available or multi-drug therapy that is not commercially available). 

The compounding pharmacy bills the physician a charge for the compounded fee and the physician is responsible for 
paying the pharmacy. The pharmacy charge includes the acquisition cost for the drug ingredients, compounding 
fees, and shipping and handling costs for delivery to the physician office. A significant cost to the physician is the 
compounding fees, not the cost of drug ingredient. The pharmacy compounding fees cover re-packaging costs, 
overhead costs associated with compliance with stringent statutes and regulations, and wages and salaries for 
specially trained and licensed compounding pharmacists bourn by the compounding pharmacies. The physician 
administers the compounded medication to the patient during an office visit and seeks payment for the compounded 
medication from hisfher carrier. In many instances, the payment does not even cover the total out of pocket 
expenses incurred by the physician (e.g., the pharmacy fee charged to the physician). 

There is no uniform national payment policy for compounded drugs. Rather, carriers have discretion on how to pay 
for compounded drugs. This has lead to a variety of payment methodologies and inconsistent payment for the same 
combination of medications administered in different states. A physician located in Texas who provides a 
compounded medication consisting of 20 mg of Morphine, 6 of mg Bupivicaine and 4 of mg Baclofen may receive a 
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payment of $200 while a physician located in Washington may be paid a fraction of that amount for the exact same 
compounded medication. In many instances, the payment to the physician fails to adequately cover the cost of the 
drug, such as the pharmacy compounded fees and shipping and handling. Furthermore, the claim submission and 
coding requirements vary significantly across the country and many physician experience long delays in payment. 

We urge CMS to adopt a national compounded drug policy for drugs used in spinal delivery 
systems by interventional pain physicians. Medicare has the authority to develop a separate 
payment methodology for compounded drugs. The Medicare Prescription Drug, Improvement 
and Modernization Act of 2003 (the "MMA") mandated CMS to pay providers 106% of the 
manufacturer's Average Sales Price ("ASP") for those drugs that are separately payable under 
Part B. The language makes clear that this pricing methodology applies only to the sale prices of 
manufacturers. Pharmacies that compound drugs are not manufacturers, and Congress never 
contemplated the application of ASP to specific drug compounds created by pharmacies. 
Accordingly, CMS has the discretion to develop a national payment policy. 

We believe that an appropriate national payment policy must take into account all the pharmacy costs for which the 
physicians are charged: the cost of the drug ingredient, the compounding fee costs, and the shipping and handling 
costs. We stand ready to meet with CMS and its staff to discuss implementing a national payment policy. 

111. CMS Should Incorporate the Updated Practice Expenses Data from Physician Practice 
Survey in Future Rule-Making 

I commend CMS for working with the AMA, specialty societies, and other health care professional organizations on 
the development of the Physician Practice Survey. I believe that the survey data will be essential to ensuring that 
CMS has the most accurate and complete information upon which to base payment for interventional pain services. I 
urge CMS to take the appropriate steps and measures necessary to incorporate the updated practice expense data into 
its payment methodology as soon as it becomes available. 

IV CMS Should Work Collaboratively with Congress to Fix the SGR Formula so that Patient 
Access will be preserved. 

The sustainable growth rate ("SGR) formula is expected to cause a five percent cut in reimbursement for physician 
services effective January 1, 2008. Providers simply cannot continue to bear these reductions when the cost of 
providing healthcare services continues to escalate well beyond current reimbursement rates. Continuing 
reimbursement cuts are projected to total 40% by 2015 even though practice expenses are likely to increase by more 
than 20% over the same period. The reimbursement rates have not kept up with the rising cost of healthcare because 
the SRG formula is tied to the gross domestic product that bears no relationship to the cost of providing healthcare 
services or patient health needs. 

Because of the flawed formula, physicians and other practitioners disproportionately bear the cost of providing 
health care to Medicare beneficiaries. Accordingly, many physicians face clear financial hardship and will have to 
make painful choices as to whether they should continue to practice medicine andlor care for Medicare beneficiaries. 
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CMS should work collaboratively with Congress to create a formula that bases updates on the true cost of providing 
healthcare services to Medicare beneficiaries. 

Thank you for the opportunity to comment on the Proposed Rule. My fear is that unless CMS addresses the 
underpayment for interventional pain services today there is a risk that Medicare beneficiaries will be unfairly lose 
access to interventional pain physicians who have received the specialized training necessary to safely and effectively 
treat and manage their complex acute and chronic pain. We strongly recommend that CMS make an adjustment in its 
payment methodology so that physicians providing interventional pain services are appropriately and fairly paid for 
providing these services and in doing so preserve patient access. 

Sincerely, 

Sincerely, 

Aric Blom, PA-C 
Advanced Pain Management 
4 1 3 1 W Loomis Road 
Greenfield, WI 53221 



Submitter : Dr. Diane Hartley Date: 08/31/2007 

Organization : Hartley Health Care Services, Inc 

Category : Physical Therapist 

Issue Areas/Commenb 

Physician Self-Referral Provisions 

Physician Self-Refeml Provisions 

I have been a physical therapist for 33 years and have owned Hartley Health Care Services, Inc., a Medicare Certified Rehabilitation Agency, for 25 years. I have 
earned both a bachelor of science and a doctorate degree in physical therapy as well as taken over 6,000 hours in continuing education. I strongly believe it is 
most advantageous to both the patient and CMS to only pay for physical therapy services that are delivered by licensed physical therapist in a non-physician 
owned setting. 

Physical therapy delivered as "in-office ancillary service" has a high potential for fraud and abuse. There is a potential for conflict of interest when the services 
prescribed can give fmacial gain to the referrer. For example, the physician may refer the patient for physical therapy services that are not needed or unnecessarily 
legnthen the period of treatment. 

We have seen physical therapy given as an "in-ofice ancillary service" in physician's ofices being administered by non physical therapists either massage 
therapists or athletic trainers as well as by peoplc with no related education. Physical therapy is a very skilled profession requiring graduating from an accreditaed 
physical therapy program with either a masters or doctorate degree and being licensed to practice physical therapy. 

We have seen over utilization of physical therapy services when provided in the physician's office. There have been serveral published studies that document the 
over utilization of physical therapy when provided in the physician owned facilllity. The first study that I read was conducted in 1991 by The Florida Health Care 
Cost Containment Board. This study showed that physician owned physical therapy practices had a significant over utilization pattern as well as higher profits, 
and may provide less complex treatment regimes and a lower quality of care. The most recent study was released May 1,2006 by the Office of Inspector General 
showed that 91% of physical therapy billed by physicians in the first 6 months of 2002 did not meet the programs requirements. 

We have seen a drop of over 35% of patients due to the growing numbers of physician owned physical therapy practices. Patients have told us that their doctor 
said that they had to go to "thcir physical therapy facilitiy so that they can keep tract of their care". Physicians have refused to give them a referral or prescription 
to any other facility. We have seen an increase in the number of complex patients who have had previous "physical therapy" in their physicians office that did not 
receive the proper physical therapy and now are suffering with more pain or complications. 

Disallowing physical therapy provided in physician's offices as "in-office ancillary services" would save CMS money and put limits on potential fraud and abuse. 
It would ensure that only licensed physical therapists or physical therapist assistants deliver physical therapy treatments which would consistently give a higher 
quality of care. I urge CMS to remove physical therapy from the "in-office ancillary services" exception to the federal physician referral laws in the 2008 proposed 
Medicare fee schedule ~ l e .  

Thank you for you time and consideration. Please feel free to contact me if I can be of any help. 
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August 21,2007 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
P.O. Box 8018 
Baltimore, MD 21244-8018 
RE: CMS-1385-P (BACKGROUND, IMPACT) ANESTHESIA SERVICES 

Dear Administrator: 

As a member of the American Association of Nurse Anesthetists (AANA), I write to 
support the Centers for Medicare & Medicaid Services (CMS) proposal to boost the 
value of anesthesia work by 32%. Under CMS' proposed rule Medicare would increase 
the anesthesia conversion factor (CF) by 15% in 2008 compared with current levels. (72 
FR 381 22, 7/12/2007) If adopted, CMS' proposal would help to ensure that Certified 
Registered Nurse Anesthetists (CRNAs) as Medicare Part B providers can continue 
to provide Medicare beneficiaries with access to anesthesia services. This increase in 
Medicare payment is important for several reasons. First, as the AANA has previously 
stated to CMS, Medicare currently under-reimburses for anesthesia services, putting at 
risk the availability of anesthesia and other healthcare services for Medicare 
beneficiaries. Studies by the Medicare Payment Advisory Commission (MedPAC) and 
others have demonstrated that Medicare Part B reimburses for most services at 
approximately 80% of private market rates, but reimburses for anesthesia services at 
approximately 40% of private market rates. 

Second, this proposed rule reviews and adjusts anesthesia services for 2008. Most 
Part B providers' services had been reviewed and adjusted in previous years, effective 
January 2007. However, the value of anesthesia work was not adjusted by this process 
until this proposed rule. Third, CMS' proposed change in the relative value of anesthesia 
work would help to correct the value of anesthesia services which have long slipped 
behind inflationary adjustments. Additionally, if CMS' proposed change is not enacted 
and if Congress fails to reverse the 10% sustainable growth rate (SGR) cut to Medicare 
payment, an average 12-unit anesthesia service in 2008 will be reimbursed at a rate 
about 17% below 2006 payment levels, and more than a third below 1992 payment 
levels (adjusted for inflation). America's 36,000 CRNAs provide some 27 million 
anesthetics in the U.S. annually, in every setting requiring anesthesia services, and are 
the predominant anesthesia providers to rural and medically underserved America. 
Medicare patients and healthcare delivery in the U.S. depend on our services. The 
availability of anesthesia services depends in part on fair Medicare payment for them. I 
support the agency's acknowledgement that anesthesia payments have been 
undervalued, and its proposal to increase the valuation of anesthesia work in a manner 
that boosts Medicare anesthesia payment. 
Sincerely, 

Jo Ann Platko, CRNA, MSN 
Name & Credential 

49 Patrick Henrv Drive 
Address 

Hanover towns hi^, PA 18706 
City, State ZIP 
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