
C\ West County Heart Alliance, LLC 
OUTPATIENT CATH LAB 

2335 Dougherty Ferry Road 

St. Louis, MO 63122 

ph 3 14-966-9698 

fax 3 14-966-9699 

August 27,2007 

Herb B. Kuhn, Deputy Administrator (Acting) 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Mail Stop: C4-26-05 
7500 Security Boulevard 
Baltimore, MD 21 244-1 850 

Re: Proposed Revisions to Payment Policies Under the Physicians Fee Schedule, 
and Other Part B Payment Policies for CY 2008 

Dear Mr. Kuhn: 

On behalf of the West County Heart Alliance and our twenty six individual practicing 
cardiologists, we appreciate the opportunity to submit comments to the Centers for 
Medicare & Medicaid Services ("CMS") regarding the "Resource-Based PE RVU's" 
section of the above referenced July 2, 2007 Proposed Rule. We are specifically 
concerned with the 2008-201 0 PE RVU's established for non-facility outpatient cardiac 
catheterization procedure codes and the significant negative impact that could res~nlt for 
our practice and our patients if these values are finalized for the 2008 Physicians Fee 
Schedule. 

The West County Heart Alliance is a consortium of 8 independent cardiology 
practices located in St. Louis County. The WCHA serves a diverse population covering 
central Missouri and Southern Illinois caring for 2400 patients per year. 

The West County Heart Alliance is a member of the Cardiovascular Outpatient Center 
Alliance (COCA) and as such we have actively been involved in the work that COCA has 
accomplished this year to collect and submit direct and indirect cost data to the AMA's 
Practice Expense Review Committee (PERC) of the Relative Value Scale Update 
Committee (RUC). Unfortunately, this process did not allow all of COCA'S data to be 
considered and resulted in PE RVU recommendations to CMS that severely undervalued 
the direct and indirect costs associated with providing these procedures to our patients. 

It is apparent from the July 2, 2007 Proposed Rule that CMS has accepted the RUC 
recommendations without considering the detailed direct cost information that COCA 
provided to CMS in May 2007. The PE-RVU values set out in the July 2 Proposed Rule 
would result in a draconian cut in reimbursement for cardiac catheterizations performed in 



West County Heart Alliance, LLC 
OUTPATIENT CATH LAB 

2335 ~ o u ~ h e r t y  Ferry Road 

St. Louis, MO 63122 

ph 3 14-966-9698 

fax 3 14-966-9699 

practice or IDTF locations. For example, if the 2007 conversion factor is applied to the 
technical corrlponent of the primary three CPT codes for a Left Heart Cath (9351 OTC, 
93555TC, and 93556TC) the reimbursement in 2008 w o ~ ~ l d  be cut by 32% and when fully 
implemented the total reimbursement would be reduced by 49%. While at the same time 
the reimbursement for cardiac catheterizations performed in the hospital setting is slated 
for an 11 % increase. 

These reductions would undoubtedly result in the closing of the majority of non-facility 
outpatient cardiac catheterization labs in the country forcing all patients who now benefit 
from improved access and lower costs into more acute hospital settings. 

We request that CMS review the additional cost data provided by COCA and establish PE 
RVU's for o~~tpatient cardiac catheterization procedures that more reasonably reflect the 
direct and indirect costs of providing these procedures. If the proposed RVU's are allowed 
to stand, the outcome will inevitably that will cost the Medicare program more in direct 
APC payments and Medicare patients more in higher deductibles and co-insurance. 

Thank you for this opportunity to comment on this important issue. 

Sincerely, 

, 
Scott -- . I 

Manager 
County Heart Alliance 



Dr. Anthony DiFilippo 
23887 Lorain Road 

, N. Olmsted, OH 44070 
August 30,2007 

Mr. Kerry N. Weems 
Administrator- Disignate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 
P. 0 .  Box 8018 
Baltimore, MD 2 1244-80 1 8 

Subject: Medicare Program; Proposed Revisions to Payment Policies under the Physician 
Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed Rule. 

Dear Mr. Weems: 

I am a physical therapist and have been practicing for 15 years. I work in the out-patient 
physical therapy setting. It has become increasingly common for physicians to own and 
thus profit from sending their patients for rehabilitation in a facility that they own. I am 
happy that CMS has changed the requirement that physical therapy performed in a 
physician's office is to be performed by a physical therapist and not a random worker. 

The potential for fraud and abuse exists whenever physicians are able to refer Medicare 
beneficiaries to entities in which they have a financial interest, especially in the case of 
physician-owned physical therapy services. Physicians who own practices that provide 
physical therapy services have an inherent financial incentive to refer their patients to the 
practices they have invested in and to overutilize those services for financial reasons. By 
eliminating physical therapy as a designated health service (DHS) furnished under the in- 
office ancillary services exception, CMS would reduce a significant amount of 
programmatic abuse, overutilization of physical therapy services under the Medicare 
program, and enhance the quality of patient care. 

I have two personal experiences with this type of abuse. For a short period of time, I was 
employed by a physician to provide physical therapy services. I left after seeing several 
instances that made me aware that the physician was more concerned about making 
money from the referral than the treatment of the patient. I overheard the physician tell a 
patient that he would not give him a referral for physical therapy and that the patient had 
to come to his office. The patient lived approximately 1 hour away and had several 
quality physical therapy offices close to where he lived. The physician strong armed the 
patient into getting a ride, as the patient was unable to drive due to her condition, and 
receive physical therapy from his office. 
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Another instance is currently happening at my office. A physician that I have met with 
multiple times over the past year has referred only a few patients to my office. He is a 
surgeon and refers most of his patients to the local hospital therapy center. He recently 
has met with me upon his request and is being told by his billing company that he can 
make more money for himself if he owns his own therapy and imaging services. He 
wishes to move his office and have our company provide therapy services for him to 
enable the physician to bill services rendered to his patients. This brings up the question 
that if the physician feels that the hospital physical therapy is providing acceptable care 
for his patients and he typically refers to that physical therapy facility, why then would he 
refer all of his patients to a facility that has therapists providing care that he does not send 
to currently. The reason would be because he is going to gain an additional revenue 
stream. 

Thank you for taking the time to consider my experiences in this matter. 

Sincerely, 

Anthony DiFilippo, PT, DPT, M Ed, CSCS 
Physical Therapist 
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Mr. Kerry N. Weems 
Administrator - Designate 
Centers for Medicare and Medicaid Services 
US Dept. Of Health and Human Services 

Attn: CMS - 1385 - P 

Dear Mr. Weems: 

My name is John M. Wallman and I am a licensed Physical Therapist practicing in the 
State of Virginia. My wife, Mary (also a licensed Physical Therapist) and I are part of 
a large , private outpatient, Physical Therapy practice in central Virginia. Our 
company, Rehabilitation Associates of Central Virignia has been serving the members 
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I wish to comment on the July 12 proposed physician fee schedule rule, especially the' 
issue surrounding physician self referral and the "in-office ancillary services" 
exception. 

The American Physical Therapy Association has been warning Congress, the CMS 
and Inspector General's office for more than a decade about the highly abusive nature 
of Physician Owned Physical Therapy Services (POPTS). Was it not alarming to 
Congress and the CMS when the OIG came forth with it's report stating that 91 % of 
Physical Therapy services billed failed to meet the proper requirements, resulting in 
"improper" Medicare payments of 136 million dollars in the first 6 months of 2002 ? 
We have seen the potential for abuse for years and years! This was not alarming to us! 

POPTS began in our very "conservative" medical community more than five years 
ago. One of the three existing Orthopedic physician groups began their "own" in- 
office Physical Therapy clinic. Since then, the other two groups have merged with 
them and are also participating in this arrangement. We have seen a definite shift in 
referral patterns. I would like to share with you just two of the many examples of 
POPTS abuse that I have experienced. 

1 A Family Practice physician referred me a patient that had been experiencing a 
shoulder problem. I had been seeing this man twice a week for approximately 3-4 

1 weeks. His progress was slow and I suspected a possible rotator cuff tear. I referred 



him to one the orthopedic surgeons for consultation whom I considered a fantastic 
surgeon, fiiend, and one of my biggest referral sources! The doctor agreed with my 
suspicion of a rotator cuff tear, told the patient that he wanted him to have more 
physical therapy and referred him to his own clinic to continue. Took the man out of 
my clinic and "self referred" ! I called the physician immediately to let him know how 
I felt about the incident. He "backed up" quickly! 

The second example, involved a patient that an Orthopedist had sent me for pre- 
surgical rehab. I had been seeing the man for 4 weeks in preparation for an anterior 
cruciate ligament repair. After the surgery, the physician once again self referred to 
his facility rather than sending the patient back to me, where he had received quality 
care pre-operatively! The patient complained about the referral and told the physician 
that he was not going to his clinic and demanded the referral be sent to me. The 
patient won! 

Many times we have heard that some physicians do not disclose to their patients that 
they "own" the physical therapy practice they are referring them to and they are 
supposed to. Is that not abusive and fraudulent? 

Now is the time to close the "loophole" in the Stark I1 physician self-referral law and 
protect Physical Therapy services, the Physical Therapy practitioner and consumer. 
My wife and I are calling on CMS and Congress to remove Physical Therapy from an 
"in-office" ancillary services exception to the physician self referral laws. This, 
without a doubt, creates a thriving environment for potential fraud and abuse! CMS , 

needs to put a stop to physician practices that participate in Referral for Profit. 

Thank you for your consideration in regard to this most important subject. 

Sincerely, 



Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 2 1244-1 850 

Re: File Code CMS-1385-P 
Physician Self-Referral Provisions 
Section II.M.3; In-OEce Ancillary Services Exception 

Dear Sir or Madam: 

I am a Physical Therapist Assistant , working for an organization that provides rehab 
services, within a physician practice. Working within this model has proven to be very 
patient-centered. It allows for constant interdisciplinary communication concerning 
individualized treatment plans, case management, and development of clinical protocol 
with physician involvement that is diagnosis specific to the Physical Therapy program to 
facilitate a patients timely return to activities of daily living. 

As a rehab service provider, I ask for your continued support of this model. The 
partnership between the physicians and the therapists sustains a positive stress, to provide 
quality care in a cost efficient manner. 

Linda A. Hargrove, PTA " 
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Ostert, Aprille 

From: Mora, Peggy 

Sent: Tuesday, August 28,2007 3:48 PM 

To: Ostert, Aprille 

Subject: Centers for Medicare 

Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 2 1244- 1850 

Re: File Code CMS-1385-P 
Physician Self-Referral Provisions 
Section II.M.3; In-Office Ancillary Services Exception 

Dear Sir or Madam: 

I am a Physical Therapist Assistant, working for an organization that provides rehab services, within a 
physician practice. Working within this model has proven to be very patient-centered. Located within 
the same physical space as the physicians enables me to have frequent contact with them concerning 
individualized treatment plans, case management to facilitate timely return to activities of daily living. 
The accessibility to physicians, nurses, medical records and financial records enables me to provide 
more comprehensive care to my patients and to provide it with cost-containment as a priority. This 
accessibility allows immediate attention of contraindication and immediate revision of the Physical 
Therapy plan of care if the patient's condition changes. 

Patient satisfaction is high as patients appreciate the convenience of not having to go to a separate 
facility for their therapy services. 

The in-house PT model holds both partners accountable to best practice principles concerning patient 
care and cost-containment. As a rehab provider, I ask for your continued support of this model. 

~ - 6 ~ ~ f l  
Pegg . Mora, PTA 
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N O R T H E R N  

Kerry N. Weems 
Administrator-Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 

Re: Physician Self-Referral Issues 

Dear Mr. Weems, 

This letter is to comment on the physician fee schedule rule proposed for 
July 12,2008. My specific concerns surround the issue of physician self- 
referral and "in-office ancillary services." 

I am a physical therapist and have practiced in Michigan for 18 years. 

The Medicare beneficiaries with their mindset of never questioning their 
doctor become a vulnerable populous to financially interested physicians 
who apparently do not have rigid enough laws to protect our system from 
abuse. I am therefore reinforcing the APTA in strongly urging the CMS to 
remove physical therapy as a designated health services permissible under 
the in-office ancillary exception of the federal physician self-referral laws. 

Thank you for your attention to this important matter. 

Sincerely, 

b/d p* flli7- 
Val Pullen, M.S.P.T. 



CLAUSEN CHIROPRACTIC 
Anna M. Clausen, D.C. 

2 17 Gilman St 
P.O. Box 520 

Sheffield, IA 50475 
#64 1-892-4008 

Dear Dallas, 

I am writing to you because you have benefits under Medicare, Medicaid, or both. I have 
just received notification from the Iowa Chiropractic Society that the Centers for 
Medicare and Medicaid Services are attempting to adopt a new ruling that will exclude 
some x-ray benefits. Currently, Medicare and Medicaid will pay for x-rays taken at a 
hospital or clinic when ordered by a Doctor of Chiropractic. The new ruling states that 
they will no longer pay for these services. If you need x-rays, you would need to be 
referred to another provider (orthopedist, rheumatologist, etc) for another or duplicate 
examination before being referred to a radiologist for x-rays or you would pay for them 
out of your own pocket. 

In an attempt to override this new ruling that will eliminate current x-ray benefits, I urge 
you to read, sign, and mail the enclosed letter in the stamped, addressed envelope I have 
included. The letter must reach Medicare and Medicaid no later than Friday Aug. 
3 1 st. 

If you have any questions, please call us at the office at #641-892-4008. Thank you for 
your time. 

Sincerely, 

Anna M. Clausen, DC 



August 2 1,2007 

Santa Barbara County Fire Department 
4410 Cathedral Oaks Road 
Santa Barbara, CA 93 110 

Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention CMS- 1385-P 

RE: "BENEFICIARY SIGNATURE, Proposed change Section 424.36 

The Santa Barbara County Fire Department operates an emergency ambulance service within 
it's jurisdiction. The Department compliments CMS for attempting to improve the authorization 
process by which providers are allowed to bill for emergency services. However, we believe the 
present proposal adds additional complications to an already burdensome process. Therefore the 
Department recommends against adoption of the proposed change for the following reasons. 

1) The proposed change is presented as a sympathetic effort to provide ambulance providers 
with an additional option for obtaining authorization in the absence of a beneficiarity signature. 
However, the proposed change does not remove previous requirements but only adds the 
additional requirement of obtaining a signature from a receiving facility. This adds an additional 
requirement to an already burdensome process performed during delivery of emergency medical 
care to an injured or ill patient. 
2) The proposed change implies that the emergency treatment process stops when the 
patient is delivered to the treatment facility. The real circumstances of emergency medical care 
is that when a patient is delivered to a treatment facility, the personnel of that facility take over 
the patient's emergency care. The projected 5 minute time period for obtaining a signature is not 
realistic since the treatment facility personnel are usually committed to providing continuing care 
to the patient. Assisting with ambulance provider authorization becomes a low priority. 
3) Upon delivery of the patient to the treatment facility, the priority of the ambulance provider 
is to retum the ambulance to its service area, which is often quite distant. A requirement to stay 
at a treatment facility, waiting for a signature, will slow down a retum to it's service area. 
4) The proposed change requires the ambulance provider to obtain a signature from the treatment 
facility contemporaneous to delivery of the patient. The proposed change does not require the 
treatment facility to provide such a signature. As indicated above, provision of such a signature 
will not be a priority of the treatment facility and will likely have the unintended consequence of 
degrading the timely recovery of the ambulance response capability. 

In closing, the Santa Barbara County Fire Department recommends not adopting the 
recommended change to Section 424.36. If you have questions concerning the Department's 
position and understanding of this issue, please contact Bill Turpin of the Department's 
ambulance billing section at the above address or by telephone at 805-68 1-5520 or by email at 
bill .turpin@sbcfire.com. 

Sincerely, Bill Turpin,Departmental Assistant 



Mr. Kerry N. Weems 
Administrator-Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS- 13 85-P 
P.O. Box 8018 
Baltimore, MD 2 1244-801 8 

Dear Mr. Weems: 

Patients should have the ability to make a choice on who provides their medical care. 
This being said, Physicians are highly influential in directing patient's in their health 
care decisions and if it is profitable for a physician to refer to his own Physical Therapy 
practice, why would he not direct hisher patient toward his own Physical Therapy 
practice. 

I am writing this letter in opposition of the Stark Law loophole. This loophole has 
allowed physicians to benefit from referrals. It has limited Physical Therapist in some 
cases to practice independently from physicians. 

In this states, the physician's lobbyist have made it difficult for Physical Therapist to pass 
rules that would limit the relationship between physicians and Physical Therapist. I think 
the only way to limit this abuse is if the CMS would limit hnding for this type of 
relationship. Shutting down the loophole would benefit the patients by creating more 
choices from which the patient could receive care and it would improve competition 
between Therapist's trying to gain that patient's business. 

Thank you for listening to our concerns. 

Sincerely, 

&W hew ills, P? 



Heather M Walling PT, DPT, CSCS 
Rehab Associates of Central Virginia 
203 1 1 -B Timberlake Road 
Lynchburg, Virginia 24502 
Phone (434) 237-6812 
Fax (434) 237-68 14 
h wa l l i n~~ ,~ahoo . com 

Mr. Keny N. Weems 
Adminster- Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 
P.O. Box 8018 
Baltimore, Maryland 2 1244-80 1 8 

RE: Physician Self Referral Issues 

Dear Dr. Weems, 

I am writing this letter to you concerning the changes that will be discussed in the CMS 
regarding the proposed policies under the Physician Fee Schedule, specifically the issues 
surrounding physician self-referral and the "in-office ancillary services" exception. My 
name is Heather Walling. I am a Doctor of physical therapy and a Certified Strength and 
Conditioning Specialist who has been practicing since 2005. As a practicing clinician in 
a private orthopedic physical therapy setting, I witness the abuse of the STARK I1 "in 
office ancillary services" exception on a regular basis. This exception which allows for 
the self referral of physical therapy patients by the physician to hisher own physical 
therapy clinic is not only unethical for the field of physical therapy and the physical 
therapist, but most importantly, it is unethical for the patients who need such services. 

First and foremost, the exception allowing for self referral infringes on the right of every 
patient. According to the laws written in the Coalition for Patient's Rights, it is the 
patient's right to choose where they would like to receive their health care services, 
specifically physical therapy in this case. Unfortunately, with the current STARK I1 
laws, this right to choose is often biased by the referring physician if they are associated 
with a physician owned physical therapy clinic. On several occasions, patients have told 



me that even after stating where they would like to go to therapy, the physician will still 
try to direct them to their own physical therapy clinic. It is only when the patient is 
adamant that they can receive PT care where they have requested. 

On another occasion, I have even seen former patients out in public with another injury 
and in passing conversation they inform me that they tried to come to physical therapy 
with me again but their doctor thought it would be better to go to the physical therapy 
clinic in his own building. They reported that the doctor said he would be able to keep a 
"better eye" on the patient's therapy if she went to therapy in his own office; however, 
the physician does not state that they will not be attending or actually see the patient 
individually in any of the therapy sessions. This type of advertising gives the patient a 
misperception of getting better care and often persuades them to go easily to the clinic 
being suggested by the referring physician. 

I have also had incidents where I have been providing physical therapy services for a 
patient up until their surgery and then, following the surgery, the patient will be sent to 
the physician's own clinic. When a phone call was made to check on the patient 
following surgery, the patient informed me that his doctor wanted him to receive therapy 
at his own physical therapy clinic since it would be easier for the doctor. When asked 
about the physician's satisfaction with progress prior to the surgery, the patient replied 
that he was very satisfied but, just wanted him to change places in order to keep up with 
his progress better after surgery since the therapy office was in his building. These 
occurrences are absolutely unethical and definitely unacceptable. These are just a few of 
the abusive situations I have encountered in my two years practicing as a physical 
therapist. I feel that it is my responsibility to take up for my patients and make these 
incidents known to those that have the power to make the changes that will decrease the 
incidence of biased and abusive healthcare. 

In general, the patient looks to hisfher doctor as a person to give them unbiased advice 
regarding the best and most appropriate healthcare intervention and choices. Nine times 
out of ten, the patient puts their trust in the doctor's recommendations and wants to please 
the doctor. They often want to do what the doctor deems best. This becomes a problem 
when the doctor decision is biased by possible individual financial gains versus being a 
decision based entirely on what is best for patient care. With a financial incentive 
involved, it can be easy for a physician to fall into the habit of referring in house even 
when better services and care can be provided to the patient by another clinic. The law 
not only requires the physician to give the patient a choice of where to receive physical 
therapy care but also requires them to inform the patient that by sending them to their in 
house clinic they will be receiving financial gains, which has been rarely revealed to the 
patient according to patient report. 

With the current need for a physician referral to provide physical therapy services, private 
clinics are at the discretion of the physician for referrals. With the incidence of POPTS 
quickly escalating and resulting in the quick rise in the incidence of self-referral, the 
referring of patients to physical therapy becomes grossly biased whether it be 
unconscious or intentional. What does that do for the field of physical therapy? It 
impedes the growth of physical therapy as an autonomous profession and infringes on the 
rights of those that needs such services, the patient. 

Research has shown that physician owned clinics tend to over bill and over utilize 
physical therapy services, which can be attested to the financial gains that are associated 
with physician self referral. With such over utilization of physical therapy services the 



patient is affected, the insurance company is affected, and the field of physical therapy as 
an autonomous profession is affected. If a physician sends a patient to their own physical 
therapy clinic first instead to the necessary specialty clinic and the patient ends up 
coming to the specialty clinic weeks later, then the plan of care for .the patient will be 
significantly longer leading to unnecessary physical, emotional, and financial costs to the 
patient. These unnecessary costs could have been avoided if the appropriate referral was 
initially made to the clinic that would provide the patient with the best quality of care. If 
fraudulent behavior continues to occur with over billing and over utilization of physical 
therapy services, then insurance companies will continue to pay less and the patient will 
suffer with higher co-pays and out of pocket pay for health care services. 

I urge you to please help protect the patient's right to choose where they believe they can 
get the best healthcare and limit the abuse and fraud brought about by the STARK 11 "in- 
office ancillary services" exception. Those patients who have a passive personality 
suffer the most. They do not take up for their rights and most are not even aware of 
them, therefore it is up to the rules and regulations to make sure that those rights are not 
being abused by others. It is my hope, with your help we can make these incidents 
known to those in power to make the appropriate changes in order to protect the patient, 
decrease the incidence of abuse and fraud, and offer the most unbiased healthcare 
services possible to all patients in need of physical therapy services. 

Thanks you so very much for your time, reflection, and consideration in this important 
matter. 

Sincerely, 

PT, DPT, CSCS 



Patricia M. Strain P.T.A 
203 1 1 -B Timberlake Rd. 

Lynchburg, Va.24502 
Phone (434) 237-6812 

Fax (434) 237-6814 
Si sstrain4@yahoo.com 

Mr. Kerry N. Weems 
Adminster- Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 
P.O. Box 8018 
Baltimore, Maryland 2 1244-801 8 

RE: Physician Self Referral Issues 

Dear Mr. Weems, 

My name is Patricia Strain and I am a physical therapist assistant. I have worked 
in a privately owned specialty physical therapy clinic for over a year and have treated 
patients of all ages and diagnosis. I am writing you today regarding the potential changes 
going to be discussed in the CMS on the subject of proposed policies under the Physician 
Fee Schedule. Specifically, the issue surrounding physician self referral and the "in 
office ancillary services" that currently creates an abusive referral arrangement. 

Within the last year, I have witnessed various examples of how patients are being 
directed toward physician owned physical therapy clinics. On more than one occasion, a 
patient has gone back to the doctor and has been sent to the Physician Owned Physical 
Therapy Clinic for no apparent reason. Patients have been seen up until surgery and then 
referred to the physician owned physical therapy clinic, once again for no good reason. 
Physicians tend to persuade patients to in house therapy by claiming helshe could keep a 

. closer watch on them. In the end the physician was never present during one therapy 
treatment. In fact, it is not more convenient, cheaper or more time efficient to obtain 
healthcare in a physician's office compared to an independently owned practice due to 
the repetitive nature of physical therapy. 



Most patients are referred to physical therapy by their primary care physician or an 
orthopedic doctor. Every patient should have the right to request where they will 
receive physical therapy. To hinder that right is unethical and contradicts the laws written 
in the Coalition for Patient's Rights, which protects the rights of the patient to choose 
where they would like to receive health care services. Patient's right to choose where to 
receive physical therapy in this case should always be protected, just like any other 
freedom offered in this country. Under the current STARK I1 laws, the ability to refer is 
more often then not biased by physician self referral of physical therapy patients to their 
own physical therapy clinic. 

I am asking you today to please consider these issues in order to help protect the patient's 
right to choose where one feels they can receive the best and most impartial healthcare 
available. I would like to see the most appropriate change made to help protect the 
patient's freedom to choose and to avoid biases in healthcare. 

Thank you for your time and consideration. 

Sincerely, 

Patricia Strain, PTA 
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Leslie Nonvalk, Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health & Human Services 
Attention: CMS-1385-P 
P.O. Box 8012 
Baltimore, Maryland 2 1244-80 12 

Re: CMS-1385-P; Medicare Program; Proposed Revisions to Payment Policies Under the 
Physician Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed 
Revisions to the Payment Policies of Ambulance Services Under the Ambulance Fee 
Schedule for CY 2008. 

Dear Ms. Nonvalk: 

The City of North Lauderdale provides emergency ambulance services to our residents. The 
proposed rule would have a severely negative direct impact on our operation and the high quality 
health care we provide to Medicare beneficiaries. In addition, we believe this proposed rule will 
inappropriately provide incentives to seek signatures from patients who are in need of medical 
care and under mental duress. Additionally, this proposed rule would have a negative impact on 
wait times in the emergency room impacting our operations and the operations of emergency 
rooms throughout the country. We therefore urgently submit comments on ills of the proposed 
rule. 

In summary, here are the points we would like you to consider: 
Beneficiaries under duress should not be required to sign anything; 

> Exceptions where beneficiary is unable to sign already exist and should not be made 
more stringent for EMS; 

> Authorization process is no longer relevant (no more paper claims, assignment now 
mandatory, HIPAA authorizes disclosures); 

> Signature authorizations requirement should be waived for emergency encounters. 
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We understand that the proposed rule was inspired by the intention to relieve the administrative 
burden for EMS providers. However, the "relief' being proposed by CMS would have. the 
unintended effect of increasing the administrative and compliance burden on ambulance services . 
and the hospitals and would result in shifting the payment burden to the patient if they fail to 
comply with the signature requirements at the time of incident. Accordingly, we urge CMS to 
abandon this approach and instead eliminate entirely the beneficiary signature requirement for 
emergency ambulance services. 

Thank you for your consideration of these comments. 

city of North ~aiderdale 

Cc: Richard D. Sala, City Mana & r 
Sam Goren, City Attorney \ 
Lou Cavallo, Public Safety Director 
Kevin Bowen, Fire Chief 
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Via E Mail only 
Administrator (www.cms.hhs.gov/eRulemaking) 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
P.O. Box 80 18 
Baltimore, MD 2 1244- 1 850 

Re: CMS- 13 85-P Therapy Standard and Requirements 
Comment to Proposed Regulations 

To Whom It May Concern: 

On behalf of the Board of Directors of the Federation of Associations of 
Regulatory Boards (FARB), I am writing to comment on the above-referenced 
proposed rule change regarding the qualification standards for physical 
therapists and physical therapist assistants. We are in receipt of the Proposed 
Physical Therapy Rule, 72 Federal Register 38230-2883 1 (July 12,2007) 
(hereinafter referred to as the Proposed Rule) and provide the following 
comment. 

FARB was incorporated as a not-for-profit corporation in 1974 and has 
continuously operated as an association recognized as exempt by the Internal 
Revenue Service from federal taxation as a charitable entity under Section 
501(c)(3) of the Internal Revenue Code. FARB develops and operates 
programs that assist its members in fulfilling their statutory responsibilities to 
regulate their respective professions in the interest of protecting the public. 
The tax status and mission statement of FARB allow it to seek and maintain 
members that consist of associations of regulatory boards and the state and 
provincial regulatory boards which operate in the interest of public protection. 

By virtue of its membership and tax status, FARB, as an association of 
associations of regulatory boards, does not engage in lobbying or other 
activities that its member regulatory boards, individually, could not undertake. 
FARB and its membership are distinguished from professional associations 
whose membership consist of practicing professionals and which promote, 
among other things, the economics of the profession and the professionals. 
This distinction is essential to understanding and differentiating between 
professional promotion and public protection. It is this distinction and the 
dangerous precedent within the Proposed Rule of delegation to and reliance 
upon a professional association in determining eligibility of an individual 
professional to receive CMS benefits that prompts this correspondence. 
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FARB Full members consist of associations of regulatory boards. Currently, there are thirteen Full 
member associations of regulatory boards relating to the regulation of the professions of 
accountancy, architecture, veterinary medicine, optometry, social work, chiropractic, physical 
therapy, funeral services, long term care administrators, pharmacy, massage therapy, and nursing 
(including the regulatory organizations in both the United States and Canada). Many of the FARE3 
Full members provide uniform licensing examinations used by their member regulatory boards in 
determining minimum competence as one criterion of licensure eligibility in furtherance of public 
protection. 

FARE3 Associate members consist of the individual state, provincial or jurisdictional regulatory 
boards statutorily empowered to regulate the profession through a licensure process. These 
regulatory boards are statutorily created and empowered to enforce the practice acts in the interest of 
public protection. 

The FARl3 Mission is to promote excellence in regulation for public protection by providing 
expertise and innovation from a multi-professional perspective. It is with this perspective that 
FARE3 submits the following comments on the Proposed Rule that would change the definition of 
"physical therapist" in Section 484, Title 42 of the Code of Federal Regulations. The Proposed 
Rules is part of the 2008 Proposed Revisions to Payment Policies under the Physician Fee Schedule 
and Other Part B Payment Policies for Calendar Year 2008, found in Volume 72 of the Federal 
Register, published on July 12,2007. 

Under subsection (i)(B) and (ii)(B) of the proposed definition of "physical therapist," an applicant, to 
be eligible for CMS benefitslreimbursement for physical therapy services provided to a patient, is 
required to have "[plassed the National Examination approved by the American Physical Therapy 
Association." The American Physical Therapy Association (APTA) is a professional association 
whose membership consists of individuals duly licensed by each respective state. Indeed, the APTA 
bylaws require its members that wish to be in good standing to not be under suspension or 
revocation by any licensing jurisdiction. The primary purpose of the APTA is to represent and 
promote the profession of physical therapy. (See APTA Bylaws Article 11, Object. See: 
www.apta.org). While FARl3 understands that ancillary public protection benefits that may result 
from the activities of a trade association and does not wish to underestimate or downplay such a 
point, our comments herein are intended to voice support for recognition of the existing state based 
licensure system that exists for the profession of physical therapy, and so many other professions 
affecting the public health and welfare. 

The APTA, as an advocate for the profession as a whole and for physical therapy professionals, may 
make decisions that are in the best interest of the professionals, even when such may be in conflict 
with what would best protect the public health and welfare. In identifying eligibility criteria that 
must be satisfied in order to qualifj for benefits, CMS reliance upon and delegation to a professional 
association whose membership and mission are not driven by or beholden to the public protection 
mandates of a state-based licensure system is the impetus behind the submission of this letter on 
behalf of the FARB membership. The perils of vesting such authority with the professional 
association, an organization comprised of competing professionals, are obvious. 
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In order to promote public protection, it is recommended that CMS recognize the state-based 
licensure system already in existence and rely upon the statutory protections contained in state law. 
State legislatures have exercised their authority to regulate various professions by enacting practice 
acts which protect the public and are drafted with an eye toward the local issues regarding the 
profession and the public they serve. The creation by CMS of a mechanism other than the state- 
based licensure system for determining eligibility for benefits and reimbursement not only 
undermines the licensure systems already in place, but may be fraught with legal and practical issues 
at both the state and federal levels. These issues are magnified with the unfettered reliance upon a 
professional association. Finally, such reliance upon a professional association is unprecedented in 
that CMS relies upon state based licensure regarding eligibility benefits in human medicine, nursing, 
and others. (For example, CMS regulations define a physician as a "doctor of medicine . . . legally 
authorized to practice medicine and surgery by the State in which such function or action is 
performed." See 42 C.F.R. 5 484.4 (2006)) 

It is FARE3's position that subsections (i)(B) and (ii)(B) of the definition of "physical therapist" be 
either deleted from the final rule or modified to rely upon the fact that an individual is currently 
licensed and in good standing as a prerequisite to eligibility. State licensure in any relevant 
profession for purposes of CMS eligibility determinations provides both CMS and the public with 
effective assurances of minimum competency and an unbiased commitment to public protection. 
Furthermore, state licensure provides a mechanism to hold the relevant professional accountable for 
maintaining appropriate competencies and following all applicable laws related to the practice of 
their profession. 

The states, without exception, have enacted laws which promote uniformity in addressing the 
essential public protection elements upon which all regulatory schemes rely. FARE3 supports the use 
of the national qualifying exam for physical therapists, the National Physical Therapy Examination 
("NPTE"), which is currently used in the licensure process of all United States jurisdictions. Under 
recognized examination development principles to ensure defensibility and reliability, the Federation 
of State Boards of Physical Therapy ("FSBPT") develops and administers the NPTE in close 
collaboration with its member state boards of physical therapy. The NPTE is provided to member 
boards as a minimum competence indicator to be used as part of the licensure process. Successful 
completion of the examination is a prerequisite to licensure and the government granted authority to 
practice the profession. 

The licensure of the various professions has traditionally been a role reserved for the states. As 
evidenced in other sections of CMS regulations, CMS respects states' rights and defers to the state 
licensure process with regard to other health care professionals. The Proposed Rule fails to explain 
why recognition and deferral to the regulatory systems currently in place in the several states is 
acceptable for other professions but not for physical therapy. The attempt to federalize a state 
function seems inconsistent in the treatment of physical therapists as opposed to other health care 
professionals. 
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As stated in the preamble to the Proposed Rule, CMS is committed to uniformity in the application 
of its rules and regulations. FARB supports such a commitment. Such uniformity and consistency 
in the licensure process is in place to a great degree across the United States in the professions 
represented by the FARB Full members. State licensing requirements apply regardless of the 
location of practice. Not only do the state regulatory boards rely on national licensing examination 
programs, but they rely on accrediting bodies regarding recognition of educational criteria for both 
United States and foreign educated applicants. These examination and accreditation programs 
currently assist the regulatory boards in achieving an effective level of uniformity while at the same 
time respecting the rights of the states to oversee such programs to ensure that they adequately 
respond to and protect the health and welfare of their own citizens. The Proposed Rule has the 
potential to negatively impact this pursuit of uniformity. Non-recognition of a state-based licensure 
system, which the Proposed Rule would permit, could cause substantial confusion and potential 
interruption of service. 

FARB strongly urges CMS to recognize state licensure as a prerequisite to eligibility for 
reimbursement. Most importantly, subsection (i)(B) and (ii)(B) of the definition inappropriately vest 
recognition authority in the professional association and potentially undermine the fundamental 
principle of state-based licensure. FARB suggests modifications to these subsections to recognize 
licensure criteria enforced by the statutorily created and empowered state boards of physical therapy. 
If it is not possible to undertake such changes at this time, FARB asks that CMS delay promulgation 
of the Proposed Rule until CMS has had an opportunity to further investigate the examination, 
credentialing, and licensing processes currently in place. 

We appreciate the opportunity to comment on the Proposed Rule. Please feel free to contact me 
should you have any questions with regard to the comments provided herein. We would be happy to 
answer any questions or provide you with further information. 

Sincerely, 

Dale J. Atkinson 
Executive Director 

1 Cc: FARB Board of Directors 
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Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
P.O. Box 8018 
Baltimore, MD 21 244-1 850 

Re: CMS-1385-P 
Therapy Standards and Requirements 

Dear Sir or Madam: 

The Texas Board of Physical Therapy Examiners ("TBPTE") submits the following comments on the 
proposed rules changing the definition of "physical therapist" in Section 484, Title 42 of the Code of 
Federal Regulations. The proposed rules are part of the 2008 Proposed Revisions to Payment Policies 
Under the Physician Fee Schedule and Other Part B Payment Policies for Calendar Year 2008, found 
in Volume 72 of the Federal Register, published on July 12, 2007. 

Specifically, under subsection (i)(B) and (ii)(B) of the proposed definition of "physical therapist" an 
applicant would need to have "[plassed the National Examination approved by the American Physical 
Therapy Association." We strongly suggest that CMS rely on currently established state licensure 
procedures that are included in state statutes and that the additional examination requirements 
contained in subsections (i)(B) and(ii)(B) of the definition of "physical therapist" be deleted from the 
final rule. 

We ask that the following facts be considered as support for our request. 

Recognizing the conflict of interest that the American Physical Therapy Association ("APTA) as 
an advocacy group for the Physical Therapy profession would have if it were to have authority 
over the examination and credentialing processes, the APTA created the Federation of State 
Boards of Physical Therapy ("FSBPT) two decades ago to eliminate, protect against and 
prevent this inherent conflict of interest. 
The FSBPT develops and administers the National Physical Therapy Examination ("NPTE") for 
both physical therapists and physical therapist assistants in close collaboration with the state 
boards. 
The FSBPT has received both Stage One and Stage Two Accreditation from the Buros Institute 
for Assessment Consultation and Outreach ("BIACO) following a rigorous evaluation of NPTE 
test development, administration, and security practices. 
Uniformity and consistency across the nation and across provider settings already exists since 
all state licensing authorities have adopted the NPTE to assess the basic entry-level 
competence for first time licensure or registration as a PT or PTA, and have adopted the 
FSBPT's criterion-reference passing point so that the minimum passing score is the same in all 
jurisdictions. 
Through the NPTE, we are able to ensure that only qualified individuals who successfully 
demonstrate the minimal knowledge, judgment, technical skills, and interpersonal skills that are 
required for the provision of safe and effective patient care are licensed within our state. 



If the APTA were to approve a different exam than the NPTE, the possible creation of a two- 
tiered examination system (one exam for state licensure, one to qualify for Medicare 
reimbursement) would create an unwarranted administrative burden on the jurisdictions, 
substantial confusion for our licensees, and potential interruption of service to the consumer 
public as they become Medicare or Medicaid eligible. 

The licensing and credentialing of physical therapists and physical therapist assistants are within the 
domain of the states. CMS currently respects these states' rights and recognizes state licensure as the 
standard for other health care professions, and it should continue to do so with respect to the physical 
therapy profession. For example, CMS' regulations define a physician as a "doctor of medicine .. . 
legally authorized to practice medicine and surgery by the State in which such function or action is 
performed." 42 C.F.R.9 484.4 (2006). Likewise, a registered nurse is defined as "[a] graduate of an 
approved school of professional nursing, who is licensed as a registered nurse by the State in which 
practicing." 42 C.F.R. § 484.4. Establishing requirements that are different than the stringent standards 
that the states already require for licensing PTs would be inconsistent with not only the rights of the 
states, but also CMS' own standards. 

The Texas Board of Physical Therapy Examiners strongly urges CMS to require only state licensure as 
the criterion. Most importantly, CMS should remove the additional examination requirements contained 
in subsections (i)(B) and (ii)(B) of the definition of "physical therapist." At a minimum, CMS should 
delay promulgation of the proposed rule until CMS has had an opportunity to review and to understand 
the examination, credentialing, and licensing processes that are currently in place in all of the states. 

We appreciate the opportunity to comment on the proposed rules regarding physical therapist and 
physical therapy assistant qualification requirements. 

Respectfully yours, 

The Texas Board of Physical Therapy Examiners 

By: 

Karen L. Gordon, PT 
Chair, 'TBPTE 
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Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
P.O. Box 8018 
Baltimore. MD 2 1244-1 850 

Re: CMS-1385-P 
THERAPY STANDARDS AND REQUIREMENTS 

Dear Sir or Madam: 

I write on behalf of the Foreign Credentialing Commission on Physical Therapy ("FCCPT"). The FCCPT 
is a non-profit organization created to assist the U.S. Citizenship and Immigration Services ("USCIS") 
and U.S. jurisdiction licensing authorities by evaluating the credentials of foreign-trained physical 
therapists ("PTs") who wish to work in the United States. The USCIS under 8 C.F.R. 5 2 12.15(e) 
specifically identifies the FCCPT as one of two bodies responsible for credentialing foreign-trained PTs 
who want to immigrate. Our mission is to protect the public through the proper evaluation and 
authentication of foreign credentials. 

We submit the following comments regarding the rules proposed by the Centers for Medicare and 
Medicaid Services ("CMS") to amend 42 C.F.R. § 484.4 with regard to the definition of "physical 
therapist" and "physical therapist assistant." The proposed rules were published by CMS in 72 Federal 
Register 38230-3823 1 (July 12, 2007). These comments are submitted on a timely basis. 

According to the proposed rules, besides meeting state licensure requirements, foreign-trained PTs and 
physical therapist assistants ("PTAs") beginning their practice on or after January 1,2008, would be 
required to undergo a credentialing process approved by the American Physical Therapy Association 
("APTA").' We disagree with the proposed rules. 

The USCIS has authorized only two entities to perform credentialing for PTs, the FCCPT and the 
Commission on Graduates of Foreign Nursing Schools ("CGFNS"). The states, under their licensing 
authority, then utilize the information for their decision-making. Therefore, we strongly urge CMS to 
defer to existing federal process and also respect the choice the states have made by removing the foreign 
credentialing requirements contained in subsection (l)(ii)(A) for PTs of the proposed regulations. CMS 
should instead defer to the states in deciding health care professional credentialing, as it traditionally has, 
and permit reimbursement of PT and PTA services to those qualified under the applicable state's 
credentialing requirements. 

I Section (I)(ii)(A) of  the definition of  "physical therapist" under the proposed rules. 

FOREIGN CREDENTIALING COMMISSION O N  PHYSICAL THERAPY, Inc. 

124 West Street South, 3rd Floor Alexandria, VA 22314-2825 
Telephone 703/684-8406 Facsimile 703/684-8715 
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If finalized, the proposed rules would therefore impose a second credentialing process for foreign-trained 
PTs. According to current federal regulations, the Department of Homeland Security ("DHS") has not 
included the APTA in the list of credentialing ~r~aniza t ions .~  Consequently, under CMS' proposed 
regulations, applicants would have to undergo FCCPT or CGFNS credentialing to qualify for entry into 
the United States and APTA credentialing to be eligible for Medicare reimbursement. We strongly urge 
CMS to consider the ill effects that the inconsistency between the USCIS and the CMS rules would 
create. There is no reason or justification for a dual and duplicative system. 

For foreign-trained PTAs, CMS should leave the current regulations unchanged and take the issue under 
advisement. There are no foreign PTA programs; it is a U.S. concept. PTAs do not qualify for entry into 
and employment in the U.S. under existing HI-B work visa standards. 

At a minimum, CMS should study the issue of foreign credentialing more closely. If CMS is not 
prepared to act on the FCCPT's recommendations at this time, the proposed rules regarding professional 
qualifications should be removed from the fee schedule regulations and delayed until CMS has an 
opportunity to fully understand the credentialing processes currently available and in use. 

The States, and not the Federal Government, Should Decide the Qualification Standards for 
Admitting Foreign-Trained PTs and PTAs. 

The proposal by CMS that foreign-trained PTs undergo a credentials evaluation process approved by the 
APTA improperly replaces the judgment of the state licensing boards with that of the APTA. The 
proposed rule's usurpation of state authority over this aspect of the licensure of foreign-trained PTs and 
PTAs is inappropriate. Licensure of health care professionals is a classically state function, and CMS 
should continue to respect the rights of the states. CMS has not cited any evidence indicating that the 
states have failed in their duty to properly screen foreign-trained PT and PTA applicants. CMS should 
therefore continue to defer to the states in setting the standards required for the practice of physical 
therapy, as it does with respect to other health care professions. CMS should not, on an issue traditionally 
reserved for the states, summarily supplant the authority of the states without sufficient justification. 

APTA Oversight of Foreign Credentialing Conflicts with Existing Federal Immigration Laws. 

The attempt to vest the APTA with authority and responsibility over foreign credentialing ignores the 
existing credentialing process available to foreign-trained PTs and established by another cabinet-level 
Department of the United States government. The APTA does not evaluate the credentials of foreign- 
trained PTs. In fact, the USCIS has authorized only the FCCPT and the CGFNS to perform this 
credentials review for PTs and to issue certifications to those who are qualified for entry into the United 
~ t a t e s . ~  This authority is derived from DHS regulations requiring that any alien seeking admission as an 
immigrant or nonirnrnigrant for the primary purpose of worhng in certain health care occupations present 
a certificate from a credentialing organization found in the DHS' approved list.4 With respect to PTs, the 
approved credentialing organizations consist only of the FCCPT and the CGFNS.' The DHS has not 
included the APTA in its approved list. Because this credentialing process has been established and 

See 8 C.F.R. 212.15(e). 
' A foreign credentialing process has not been established for PTAs. We assume this is due to the lack of any PTA training 
programs outside the United States. Should a need arise, however, the process currently used for PTs can be adapted to PTAs. 
Certainly, a simple adaptation would be easier, faster, and less expensive than having to create an entirely new process, such as 
what the APTA would have to do. 

8 C.F.R. 212.15. 
Id. 
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relied on not only by the states, but also by federal authority and regulation, there is clearly no need for 
CMS to create a rule requiring another credentialing procedure. 

The Proposed Rules Add a Duplicative Credentialing Requirement, Thus Creating Waste and 
Undue and Unnecessary Burdens. 

Since the proposed rules do not consider the currently available and currently used foreign credentialing 
process, the proposed rules in effect require applicants to satisfy two credentialing processes to qualify for 
Medicare reimbursement. They would require states to utilize two credentialing organizations, and defer 
to one that does not even exist. This would place an extraordinary burden on the states to examine, 
understand, comment on and interpret a second process that would only duplicate the process currently in 
place - as required by DHS. For years, the state boards have effectively relied on the credentialing 
process provided by the FCCPT. There is no need to invent a new credentialing process for foreign- 
trained PTs. Requiring the devotion of precious resources, expense, and effort to a task and a goal that 
have already been and continue to be achieved by the FCCPT would simply be wasteful, would not serve 
the public's interest, and would create undue and unnecessary burdens upon the states and PTs. 

The proposed rule will worsen the shortage of available PTs with no benefit to public health.6 Having to 
undergo credentialing twice could effectively deter foreign-trained PTs from practicing in the United 
States or at least from seeing Medicare or Medicaid patients. Any regulation that could inhibit the entry 
of high quality PTs into the United States would likely aggravate the shortage and impose unnecessary 
obstacles to the treatment of patients. 

CMS has not expressed or demonstrated any reasons for concern over the credentials of foreign-trained 
PTs. Instead, CMS' goals are to update the regulations and make them uniform across the nation. The 
state PT licensing boards have already achieved these goals for CMS. Thus, CMS should defer to the 
states. Although CMS could promulgate rules that mirror the USCIS regulations (and the FCCPT would 
accept and welcome that approach), there does not appear to be a regulatory need. 

The Proposed Approval by the APTA of Foreign Credentialing Would Create an Inappropriate 
Conflict of Interest and Undermine Federal Antitrust Laws. 

CMS' proposed approval by the APTA of credentialing of foreign-trained PTs places the APTA in the 
inappropriate position of being an advocate for its members and simultaneously a gatekeeper to the 
profession. As a professional organization, the APTA advocates for PTs. Its goals are to promote the 
profession and to protect the professional, economic and other interests of its members, licensed PTs. 
Given that APTA's charge is to advocate for its members, it would have an incentive to establish or 
approve a credentials review process that is designed to limit or control the number of competitors 
entering the marketplace to compete with, and thereby commercially harm, its members. The effect of 
this could easily be to limit the supply of licensed PTs and concomitantly to increase the costs to the 
Medicare and Medicaid programs as well as other patients seelung PT services. 

The antitrust risks associated with the erection of such anticompetitive bamers to entry are very real and 
have long been recognized by the federal courts.' CMS should be vigilant to prevent such risks and avoid 
placing any organization in an antitrust and conflicted predicament. 

- - - -  - -  - 

See Study Sees Dearth ofDoctors for Elders, THE BOSTON GLOBE, NOV. 24,2002, available at http://nl.newsbank.comlnl- 
search/we/Archives?p-action=print (last visited Aug. 16,2007). 

See, e .g . ,  Welch v. American Psychoanalytic Ass 'n., No. 85 Civ. 1651, 1986 U.S. Dist. LEXIS 27182 (S.D.N.Y. 1986) 
(recognizing antitrust risks presented where a professional association in control of professional accreditation and admissions 
standards has a commercial motive). 
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In fact, the federal immigration regulations governing credentials review require that uncertified foreign 
health care workers be certified by an "independent credentialing organization.. ."' To qualify as a 
credentialing organization under federal regulations, certifying organizations must be "independent of 
any organization that functions as a representative of the occupation orprofession in question or 
serves as or is related to a recruitment/placement ~rganization."~ Moreover, these regulations preclude 
DHS from approving an organization "that is unable to render impartial advice regarding an individual's 
qualifications regarding training, experience, and licensure." This standard of independence is critical for 
the sanctity of the process and protection of the public. CMS should adopt and utilize the same 
requirement. 

The APTA itself has recognized that as a professional organization whose mission is to protect the 
interests of its members, its oversight of the licensing process constituted an inherent conflict of interest. 
Two decades ago, the APTA had responsibility for administering the national licensing examination for 
PTs. But the APTA formally transferred that function to the Federation of State Boards of Physical 
Therapy ("FSBPT") in October 1989. At the time of this transfer, it was envisioned that the FSBPT, in 
contrast to the APTA, would function as a stand-alone entity whose ultimate responsibility was to protect 
the public and to ensure that candidates for licensure meet standards of competency. The APTA, on the 
other hand, would be free to continue to advocate for its members. Thus, vesting the APTA with 
authority over the credentialing process of foreign-trained PTs would place the APTA in the same 
conflict-of-interest position it was in twenty years ago and which it ensured in 1989 it would avoid. CMS 
should not put the APTA in this conflicted situation. 

Conclusion and Recommendations. 

CMS needs to better understand that a well-established credentialing process currently exists for foreign- 
trained PTs that has been approved by the USCIS and managed well by the states. We strongly 
recommend that CMS remove those aspects of the proposed rules that vest authority in the APTA to 
approve the foreign credentialing process for PTs and PTAs. CMS should instead defer to the states for 
licensure. Credentialing of health care professionals is a classically state function, and CMS has not 
demonstrated any failure by the states in this regard that would warrant imposition of federal guidelines. 

Under long-established regulations of USCIS, the FCCPT and CGFNS are the credentialing organizations 
for foreign-trained PTs. CMS should ensure that the Medicare and Medicaid regulations do not contradict 
other law and do not create redundant, but resource-intensive, requirements. CMS should not impose 
unnecessary rules that could create harm by exacerbating the shortage of PTs. Additionally, the proposed 
rule would not enhance the health and welfare of the public at large or Medicare or Medicaid patients 
since credentialing of foreign-educated PTs is performed by nationally recognized and widely accepted 
organ~zations. 

If CMS is not prepared to act on the FCCPT's recommendations at this time, the proposed rules regarding 
professional qualifications should be removed from the fee schedule regulations and delayed until CMS 
has adequately examined the credentialing processes currently available and in use. There is no reason to 
rush to regulate. 

See 8 U.S.C. 9: 1 182(a)(5)(C). 
see 8 C.F.R. $212.15 (k)(l)(ii) (A) -(D). 
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Thank you for the opportunity to comment on the proposed PT and PTA qualifications. We look forward 
to your lund consideration. 

Respectfully yours, 

1 
Eileen C. Bach 
Chair 



August 3 1,2007 

Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
P.O. Box 801 8 
Baltimore, MD 2 1244- 1850 

Re: CMS-1385-P 
THERAPY STANDARDS AND REQUIREMENTS 

Dear Sir or Madam: 

I write on behalf of the Federation of State Boards of Physical Therapy ("FSBPT") to submit the 
following comments regarding the rules proposed by the Centers for Medicare and Medicaid 
Services ("CMS") to amend 42 C.F.R. $ 484.4 - specifically, the definition of "Physical 
therapist" and "Physical therapist assistant." The proposed rules were published by CMS in 72 
Federal Register 38230-3823 1 (July 12,2007), and these comments are submitted on a timely 
basis. 

The FSBPT develops and administers the national licensing exam for physical therapists and 
physical therapist assistants. Our licensing exam, the National Physical Therapy Exam 
("NPTE"), is recognized and used by our 53 member jurisdictions - the 50 U.S. states, the 
District of Columbia, Puerto Rico and the U.S. Virgin Islands - to assess candidates for licensure 
and to ensure that licensed physical therapists ("PTs") and physical therapist assistants ("PTAs") 
satisfy basic standards of entry-level competence. Our primary mission is to assist these 
licensing jurisdictions to protect the health, safety and welfare of the public by identifying and 
promoting desirable and reasonable uniformity in physical therapy regulatory standards and 
practices. I am the President of the FSBPT. I am also a member of the American Physical 
Therapy Association ("APTA). 

We are troubled by three aspects of the proposed regulations: the APTA approval of a licensing 
examination; APTA approval of foreign credentialing; and limitation of curriculum approval to 
only the Commission on Accreditation in Physical Therapy Education ("CAPTE"). While we 
join CMS in the desire to ensure quality health care, the proposed rule unnecessarily and 
improperly supplants the autonomy and authority of the state licensing boards and places 
unnecessary burdens on the states, the profession and patients, as well as undermining existing 
federal immigration and antitrust laws and proposing to create a monopoly for curriculum 
approval. 

FEDERATION OF  STATE BOARDS OF  PHYSICAL THERAPY 
D A ~ ~ ~ & I ? ? @ E T  SOUTH; Yu FLOOR, ALEXANDRIA, VIRGINIA 223 14 1 703.299.31 00 PHONE 1 703.299.3 1 10 FAX 

http://www.fsbpt.org 
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I. APTA Approval of the National Licensing Exam, Foreign Credentialing, and 
Educational Accreditation is Inappropriate and Unnecessary. 

The proposed rules are problematic to the extent they attempt to vest authority over the national 
licensing exam, credentialing for foreign-educated PTs, and educational accreditation with the 
APTA, the professional trade association of PTs and PTAs. Because APTA is an advocacy 
group dedicated to benefit its members, it should not be vested with such approval to govern 
professional qualifications or the state government determinations. It is inappropriate to transfer 
the authority of the states over these issues to a professional advocacy organization. In fact, it is 
our understanding that the APTA itself recognizes that its approval of at least the national exam 
is inappropriate and intends to submit comments to CMS to this effect. 

The most troubling aspects of the proposed rules relating to physical therapy are that: 

1. PTs beginning their practice on or after January 1, 2008, would have to pass a national 
exam approved by the APTA. (Sections (l)(i)(B) and (l)(ii)(B)). This proposed 
requirement is in addition to the existing requirement that PTs meet the practice 
requirements of the state in which the physical therapy services are h i s h e d ,  which 
already includes a national exam with national passing score standards. 

2. Foreign-trained PTs and PTAs beginning their practice on or after January 1,2008, 
would be required to undergo a credentialing process approved by the APTA. (Section 
(l)(ii)(A) of the definition of "physical therapist" and Section (l)(ii) of the definition of 
"physical therapist assistant"). Again, for PTs, this requirement is in addition to the 
existing obligation to satisfy state practice requirements. There are no foreign training 
programs for PTAs; so the requirement does not make sense. 

3. U.S.-trained PTs beginning their practice on or after January 1,2008, would be required 
to graduate from a physical therapy or physical therapist assistant curriculum approved 
by the Commission on Accreditation in Physical Therapy Education ("CAPTE"), a 
division of the APTA. (Section (l)(i)(A) of the definition of "physical therapist" and 
Section (l)(i) of the definition of "physical therapist assistant"). This proposal is too 
limiting. 

For the reasons set forth in more detail below, we strongly suggest that, with respect to each of 
these issues, CMS defer to state licensure requirements. In our view, the examination 
requirements contained in subsections (l)(i)(B) and (l)(ii)(B), the foreign credentialing 
requirements contained in subsection (l)(ii)(A), and the educational accreditation requirement 
contained in Section (l)(i)(A) under the definition of "physical therapist" should be deleted from 
the final rule. Similarly, the foreign credentialing and educational accreditation requirements 
contained in subsections (l)(i) and (ii) under the definition of "physical therapist assistant" 
should be deleted. Instead, and as is the case for most other health care professions, CMS should 
defer to the states' authority over such issues, permitting Medicare and Medicaid reimbursement 
to PTs and PTAs who satisfy the respective states' licensure and certification requirements. 
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At a minimum, CMS should study the issues of professional licensing and qualification standards 
more closely. If CMS is not prepared to act on the FSBPT's recommendations at this time, the 
proposed rules regarding professional qualifications should be removed from the fee schedule 
regulations and delayed until CMS has an opportunity to study and understand the examination 
and credentialing processes currently available and that represent the state-of-the-art for PTs and 
other health care professionals. 

11. The States, and not the Federal Government, Should Decide the Qualification 
Standards for PTs and PTAs. 

The proposed rule would usurp the states' authority over the requirements of health care 
professionals practicing within their jurisdiction. Licensure of the health care professions is a 
classically state function, and CMS should continue to respect the rights of the states. 
Determinations of qualifications for licensure have been, and are rightly, the domain of the 
states. CMS has proffered no evidence to indicate that the states have failed in the execution of 
their licensure duties with regard to PTs or PTAs. No grounds have been offered for the United 
States government to usurp this classically state function from the states. There is no 
justification for delegating that authority to a private, professional advocacy organization. CMS 
should therefore rely on the states to determine the standards required for the practice of physical 
therapy. 

A. CMS defers to the states with respect to other health care professions and 
should do the same with respect to PTs and PTAs. 

CMS should treat physical therapist qualifications the same way it treats the qualifications for 
other health care professions, such as physicians and nurses. Regulatory consistency demands it. 
In the same section of regulations in which CMS proposes to change the definition of physical 
therapist (i.e., 42 C.F.R. 8 484.4), CMS demurs to the states' licensure requirements for other 
health care professions. For example, a physician is defined as a "doctor of medicine . . . legally 
authorized to practice medicine and surgery by the State in which such function or action is 
performed."' Likewise, a registered nurse is defined as "[a] graduate of an approved school of 
professional nursing, who is licensed as a registered nurse by the State in which practicing."2 
Establishing requirements that are different than what the states require for licensing or 
certifying PTs would be inconsistent not only with the principles of federalism but also CMS's 
own standards. 

B. The proposed regulation adds a duplicative examination requirement, thus 
creating undue hardship on the states, wasteful duplication, and 
confusion and unnecessary burdens for patients and the profession. 

The states are responsible for determining qualifications for licensure. Every state in the nation 
requires candidates for licensure as PTs to take and pass the NPTE. Despite this fact, the 
proposed rule proposes a national exam approved by the APTA. Thus, it would be logical to 

' 42 C.F.R. § 484.4 (2006). 
* Id. 
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interpret the proposed rule as requiring or authorizing development of a second Medicare- 
qualifying exam. Undoubtedly, this is not the result CMS intended, and it would be disaster for 
the Medicare program and its beneficiaries needing physical therapy services. 

The states have already determined that examination is necessary, and for decades they have 
selected the NPTE as the exam of choice. Because the proposed regulation does not consider the 
currently available, currently used, state-of-the-art examination and credentialing processes, the 
proposed rule could lead to substantial confusion and duplication of effort. Given the current 
realities, the proposed rule can easily be read to require or allow requirement of a second 
examination to qualify for Medicare reimbursement. The proposed rule change could require the 
states to defer to an examination that does not exist. The proposed rule would or could 
effectively require the states to accept an examination that they have not analyzed or had an 
opportunity to consider adequately. This would place an extraordinary burden on the states to 
compare the existing exam with another exam, evaluate consistency and continuity, determine 
passing scores, and devote extraordinary resources annually that they may well not have in order 
to meet these and the many other challenges created by the proposed regulation. 

For years, the state boards have effectively relied on the NPTE as developed and administered by 
the FSBPT. There is no need to invent a new qualifying exam for PTs and PTAs, and no need for 
the APTA or any other private organization to be allowed to force its will on the state 
governments. Requiring the devotion of precious resources, expense, and effort to a task and a 
goal that have already been and continue to be achieved by the NPTE simply would be wasteful, 
would not serve the public's interest, and would create undue and unnecessary burdens upon the 
states and PTs. 

Moreover, having to qualify twice could deter PTs from entering the field of physical therapy or 
at least from seeing Medicare or Medicaid patients. That there is a shortage of PTs is a well- 
recognized concern within the industry. The U.S. is facing a shortage of health care 
professionals, including PTs, who specialize in serving the aging population.3 The Boston 
Globe, for one, has observed that the problem is likely to worsen as the baby boomers age. Any 
rule that could inhibit the development of high quality physical therapy and places extra burdens 
on candidates without benefit to the public or the quality of healthcare services, such as the 
proposed examination and credentialing rules discussed above, would likely aggravate the 
shortage. 

111. APTA Approval of Foreipn Credentialinp not onlv Usurps State Authoritv. but also 
Conflicts with exist in^ Federal Immigration Laws. 

For all of the reasons set forth above, CMS' proposal that foreign-educated PTs and PTAs 
undergo a "credentials evaluation process approved by the American Physical Therapy 
Association" improperly replaces the judgment of the state licensing boards with that of the 
APTA. The proposed rule's usurpation of state authority over this aspect of the licensure of 
foreign-education PTs is inappropriate. 

3 See Study Sees Dearth of Doctors for Elders, T H E  BOSTON GLOBE, Nov. 24, 2002, available at 
http://nl.newsbank.com/nl-search/we/Archives?p-action=print (last visited Aug. 16, 2007). 
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In addition, the proposal to vest the APTA with authority over foreign credentialing is misguided 
and overlooks the existing credentialing process available to PTs educated outside of the United 
States. Evaluating the credentials of foreign-trained PTs and PTAs is not a function that the 
APTA performs. There are only two entities, the Foreign Credentialing Commission on Physical 
Therapy ("FCCPT") and the Commission on Graduates of Foreign Nursing Schools ("CGFNS"), 
that are authorized by federal law to perform this credentials review for PTs. 

The U.S. Bureau of Citizenship and Immigration Services has authorized only the FCCPT and 
CGFNS to review the credentials of foreign-trained PTs and to issue certifications to those who 
are qualified for entry into the United States. This authority is derived from Department of 
Homeland Security ("DHS") regulations requiring that any alien seeking admission as an 
immigrant or nonimmigrant for the primary purpose of working in certain health care 
occupations present a certificate from a credentialing organization found in the DHS' approved 
list.4 With respect to the physical thera y profession, the approved credentialing organizations 
consist of the FCCPT and the CGFNS. P 

Because this credentialing process has been established and relied on not only by the states but 
also by federal authority and regulation, there is clearly no need for CMS to create a rule 
requiring another credentialing procedure. Imposing the requirement for an APTA-approved 
credentialing process not only usurps state authority over the issue, but also creates unnecessary 
duplication and conhsion. The potential that foreign-educated professionals would have to 
satisfy one credentialing standard for purposes of satisfying the federal immigration laws and 
state licensure and a second standard in order to treat Medicare or Medicaid patients imposes 
unnecessary obstacles to the treatment of such patients and does not improve public health and 
welfare. As a result, we urge CMS to remove this requirement and defer to the states with 
respect to licensure requirements for foreign-educated PTS.~  

Importantly, the federal immigration regulations governing credentials review require that 
uncertified forei n health care workers be certified by an "independent credentialing 9 organization.. ." To qualify as a credentialing organization under DHS' federal regulations, 
certifying organizations must be "independent of any organization that functions as a 
representative of the occupation or profession in question or serves as or is related to a 
recruitment/placement organization."' Moreover, these regulations preclude DHS from 
approving an organization "that is unable to render impartial advice regarding an individual's 
qualifications regarding training, experience, and licensure." This standard of independence is 

- - - 

8 C.F.R. 8 212.15 (2007). 
Id. 

6 With respect to credentialing of foreign-educated PTAs, no credentialing function currently is performed by any 
entity. This is because, as a practical matter, there are no overseas PTA educational programs, nor do PTAs 
typically qualify for entq into and employment in the United States under existing H1-B work visa standards. Thus, 
CMS should consider carefully any effort to artificially construct such a credentials review process. 

See 8 U.S.C. 1182(a)(5)(C). 
' See 8 C.F.R. $212.15 (k)(l)(ii) (A) -(D). 
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critical for the sanctity of the process and protection of the public. CMS should adopt or at least 
utilize the same requirement. 

We also believe CMS' proposal to require credentialing of foreign-trained PTAs is inappropriate. 
Training programs for PTAs exist only in the United States. There are not any outside the U.S. 
Even if there were PTA education programs outside the U.S., the individuals who would attend 
those programs would not be eligible for immigration to this country. USCIS regulations would 
prohibit them from qualifying. (If those regulations were to ever change, it would also make 
more sense for FCCPT and CGFNS to be appointed as the credentialing agencies, since they are 
already doing it and since they are public health and not professional trade or advocacy 
organizations.) CMS should reconsider any effort to artificially construct such a credentials 
review process. 

IV. APTA Approval with Respect to Physical Therapist Oualifications Creates a 
Conflict of Interest and Undermines Federal Antitrust Laws. 

The proposed rule would re-establish conflicts of interest eliminated two decades ago, which is 
an untenable result. As previously noted, the APTA is a professional association that advocates 
for previously qualified PTs and PTAs. Its goals are to promote the profession and to protect the 
professional, economic and other interests of its member PTs and PTAs, and it does a good job 
in that regard. Decades ago, prior to the formation of the FSBPT, the APTA did have 
responsibility for the NPTE, but the APTA formally transferred that function to the FSBPT in 
October 1989. This transfer was motivated in large part by the APTA's recognition that, as a 
professional association whose mission is to protect the interests of its members, its continued 
oversight of the licensing exam constituted an inherent conflict of interest. At the time of this 
transfer, it was envisioned that the FSBPT, in contrast to the APTA, would function as a stand- 
alone entity whose ultimate responsibility was to protect the public and to ensure that candidates 
for licensure meet standards of competency. The APTA, on the other hand, would be free to 
continue to advocate for its members. Thus, the FSBPT has developed and administered the 
NPTE since the full transition of this responsibility was completed in January 1993. Although 
the APTA maintains minimal involvement in certain administrative aspects of the exam through 
the year 2014, under the contract that transferred the exam to the FSBPT, it is the FSBPT that 
has ultimate responsibility for, oversight of, and control of the NPTE. 

The FSBPT and APTA are quite separate and distinct entities. In fact, the FSBPT and the APTA 
only recently concluded contentious litigation regarding the nearly 20-year old contract that 
transferred ownership of the NPTE, including an allegation by the APTA that it was entitled to 
take back authority over the exam. The settlement agreement approved by the Virginia Circuit 
Court makes it irrefutable that ultimate authority over the NPTE rests solely with the FSBPT. 
Thus, CMS should be very careful before it appoints the APTA or any other organization to have 
approval authority over the NPTE or any other national licensing exam for PTs. Principles of 
separation of the branches of government demand that CMS be deferential to the judicial 
resolution. 

Any attempt to return authority over the national licensing exam to the APTA re-creates the 
untenable conflict of interest that motivated the APTA itself to transfer the exam to the FSBPT. 
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For the same reason, APTA oversight of other qualifications - including credentials review for 
foreign-educated therapists and accreditation of educational programs - places the APTA in the 
inappropriate position of being both an advocate for its members and a gatekeeper to the 
profession. 

In fact, the conflict of interest that would exist in the event that the APTA were inappropriately 
granted approval authority over licensing, credentialing and accreditation would present potential 
antitrust issues. The APTA, given that its charge is to advocate for its members, would have an 
incentive to establish testing, credentials review and accreditation standards in a manner 
designed to reduce the number of competitors entering the marketplace to compete with, and 
thereby commercially harm, its members. The effect of this would be to reduce the supply of 
licensed PTs and concomitantly to increase the costs to patients seeking services from such 
licensed professionals. The antitrust risks associated with the erection of such anticompetitive 
barriers to entry are very real and have long been recognized by the federal courts. See, e.g., 
Welch v. American Psychoanalytic Ass 'n., No. 85 Civ. 1651, 1986 U.S. Dist. LEXIS 27182 
(S.D.N.Y. 1986) (recognizing antitrust risks presented where a professional association in 
control of professional accreditation and admissions standards has a commercial m ~ t i v e ) . ~  

V. The Scope of the Proposed Rules Greatlv Exceeds the Goals Enunciated bv CMS. 

The proposed rules exceed the concerns that CMS intended to address as expressed in the 
Preamble. In the Preamble, CMS noted the following: 

"[a]lthough all States license PTs, some States have no licensing provisions for 
PTAS.. ..-lo 
"[Ilt is our intention to assure that Medicare payment is made only for physical 
therapy.. .services provided by personnel who meet qualifications, including consistent 
and appropriate education and training relevant to the discipline, so that they are 
adequately prepared to safely and effectively treat Medicare beneficiaries." 
Personnel qualifications for therapists and assistants should apply equally to all settings 
in which Medicare pays for their services." 
For foreign-trained applicants, CMS wants to consider developing standards comparable 
to those applied to PTs and PTAs trained in the U.S. 

All four of these concerns can be adequately addressed without the sweeping language found in 
the proposed rules. Most importantly, none of these concerns require the federal government to 
impose a new national examination requirement or, importantly, to require APTA approval of a 
national examination, credentials evaluation or educational accreditation. As expressed 
previously, the states already approve a national licensing exam, credentials review processes for 
foreign-educated candidates, and educational accreditation, and there is no basis for concluding 
that the states have failed in the execution of these duties. APTA oversight of these issues is not 
necessary to effect a goal of consistency across settings. 

- 

9 
We note with interest the timing of the 1986 case and the 1989 spin-out of the FSBPT from and by the APTA. 

lo  72 Fed. Reg. 38,191 (July 12, 2007). 
I I 72 Fed. Reg. 38,193 (July 12,2007). 
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VI. CMS' Proposal to Recognize CAPTE as the Only Organization Qualified to 
Accredit PT and PTA Education Provrams Would Create an Inappropriate 
Monopolv and Eliminate the Authoritv of the States to Identify and Approve 
Acceptable Education Levels. 

States identify and select accrediting organizations across the many professions and occupations, 
they license, certify and register. They are well-equipped to evaluate the quality of accrediting 
organizations and to select the ones that set the best standards. CMS should defer to the states 
with regard to all accreditation decisions, including those that address the curriculum for training 
of PTs and PTAs. 

Under the proposed regulation, CMS would create a monopoly for CAPTE, which would also 
effectively eliminate state discretion. We encourage CMS to revise the proposed regulation to 
state that PTs and PTAs shall have "graduated after successful completion of a college or 
university physical therapy curriculum approved by the Commission on Accreditation in 
Physical Therapy Education (CAPTE) or another accrediting body that is accepted in the state." 

VII. Closing. 

The proposed regulations discussed in the preceding paragraphs demonstrate that CMS needs to 
better understand how PTs and PTAs are qualified to practice their respective professions. We 
strongly recommend that CMS remove those aspects of the proposed rule that vest authority in 
the APTA to approve the national examination, foreign credentialing, and accreditation. CMS 
should, instead, defer to the states with respect to each of these issues, particularly in light of the 
fact that well-functioning processes with respect to each of these issues already exist. 

There is no reason to rush to regulate. Thus, if CMS is not prepared to act on the FSBPT's 
recommendations at this time, the proposed rule regarding professional qualifications should be 
removed from the proposed rulemaking and delayed until CMS has an opportunity to study and 
understand the examination and credentialing processes currently available and that represent the 
state-of-the-art for PTs and PTAs. 

Thank you for the opportunity to comment on the proposed PT and PTA qualifications. We 
appreciate your kind consideration. 

Respectfully yours, 

E. Dargan Ervin, Jr., PT 
President 
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Kerry N. Weems 
Administrator Nominee 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P, 
Mail Stop C4-26-05, 
7500 Security Boulevard, 
Baltimore, MD 2 1244- 1850 

RE: Comments to Provosed Rule CMS-1385-P 

Ladies and Gentlemen: 

On behalf of the entire Lumenis corporation I thank you for the opportunity to comment on 
the Notice of Proposed Rulemaking regarding the Medicare Physician Fee Schedule for 
Calendar Year 2008 published in the Federal Register on July 12, 2007 ("NPRM). These 
comments focus solely on several of the significant proposed changes to the regulations 
promulgated under the Ethics in Patient Referrals Act (frequently referred to as the "Stark 
Law") - Section 1I.M. of the NPRM. 

Lumenis is one of the pioneers in the use of lasers and light-based technology for medical 
purposes. For over 40 years, our company has been involved in the research and development 
of laser technology. Lumenis technology is found in more than 100 countries world-wide. 

We write not as a party directly affected by the proposed changes in the Stark Law 
regulations, but rather as a long-term member of the health care industry that has had direct 
experience with the financial struggles of hospitals, ambulatory surgery centers, physician 
practices and other providers and suppliers to continually make new and improved technology 
available to patients. Our concern is that while the proposed rules may aim to address some 
perceived problems, these changes have the potential to eliminate a number of business 
models that permit facilities and physician practices to acquire new technology without 
having to outlay the capital to purchase the technology. - 
I. Impact of the Stark Law and Regulations 

A believed correlation between physicians' financial ties to the delivery of certain medical 
and health care services and measurable increases in utilization and price was the impetus for 
Congress to enact the Ethics in Patient Referrals Act eighteen years ago. Since that time, the 
Stark Law has been expanded to firther restrict and/or eliminate certain physician business 

Lumenis Ltd. 
Yoknearn Industrial Park 
P.O.B. 240 
Yoknearn 20692, Israel 
Tel. +972.4.959.9000 
Fax. +972.4.959.9050 
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arrangements, often common in the industry, that Medicare has become convinced could be 
abusive to the Medicare program and beneficiaries. 

Physician investment in services for which they recommend also has significant benefit. 
Physician-driven investments often involve the acquisition and early adoption of the newest 
technology or the development of alternative, more efficient sites of services (i.e., 
establishment of ambulatory surgery centers). Thus, these arrangements contribute to quicker 
and broader access to state-of-the-art services than if our health care system relied solely on 
facilities, such as hospitals, to have the financial and decision-making elasticity to acquire 
new technology quickly. 

CMS has acknowledged this benefit to some extent in its ongoing attempts to carve out 
certain regulatory exceptions from the all-encompassing grasp of the Stark Law. But, the 
latest proposed changes to Stark Law seem to dismiss this balancing of the potential positives 
of physicians' financial relationships with entities that provide health care services they order 
without any definitive data cited in the preamble that these changes are necessary. Nor does 
the preamble contain any explicit discussion regarding the types of services about which CMS 
has the most concern. Rather, the proposed changes, if finalized, would institute sweeping 
prohibitions against arrangements that are perfectly legitimate under current regulation and in 
existence across the country. 

The ability for physicians to participate in many of these arrangements is a primary reason 
certain services are available in particular areas and without the physician financial 
involvement these services may not have been available to Medicare beneficiaries. As such, 
we are very concerned about the potential unintended consequences these proposed changes 
to the Stark Law may have on patient access to services. This is particularly true for 
procedures and services that are dependent on an investment in expensive capital equipment. 

11. Services Furnished "Under Arrangements" 

CMS proposes to expand the definition of an "entity" to include both the entity that performs 
a designated health service ("DHS") as well as the entity that bills Medicare for the DHS.' 
CMS explains that this proposal is intended to reduce the number of "under arrangements" 
ventures, e.g., where a physician-owned entity provides certain services that were previously 
provided by a hospital directly. According to CMS, the net effect of these arrangements is to 
allow physicians to make money on referrals for separately payable services that could 
continue to be h i s h e d  directly by the hospital. 

While CMS discusses anecdotal reports related to under arrangements ventures that 
presumably are abusive, there is no suggestion that these concerns are equally applicable to all 
types of services. Yet, the proposed change would eliminate completely this significant 

I 42 CFR 9 4 1 1.35 1 as proposed in the Proposed Rule. 
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option utilized by hospitals, particularly those without significant financial resources, to bring 
certain services (like new technology) to their community. Before CMS implements any 
changes to the Stark regulations that will restrict or eliminate under arrangements ventures 
with entities that are owned in whole or in part by physician referral sources, it is imperative 
that CMS assess the potentially significant impact such a change will have on the quality and 
scope of care offered by many institutions. 

Most hospitals have a finite pool of dollars to spend on new technology every fiscal year. 
Like any business, these purchasers must understand their potential return on investment 
before agreeing to any outlay for new capital equipment. The natural outcome of this process 
is that hospitals simply decide not to offer certain services. The losing technologies often are 
those with the highest price tag and/or the smallest financial return. This outcome may be 
offset by the seriousness of the medical condition that a technology is designed to treat or the 
political clout of the physician pushing the hospital to purchase certain equipment. 
Nevertheless, some technologies simply will not be made available if the only option a 
hospital has is to purchase it. 

Under arrangements contracts, therefore, give hospitals an important means to offer new 
services, particularly those that are expensive and/or used to treat smaller patient populations, 
without tying up scarce capital dollars. CMS itself cites the proliferation of under - - 

arrangements deals. This is not a surprise given that physician investment in technologies 
offered through under arrangements ventures is a vital source of finding to open access to 
new services. Moreover, physician driven investments may assist hospitals maintain quality 
since the physicians likely will be drawn to technologies they trust and believe will be 
important in the management of their patients. Independent third-parties cannot be relied 
upon to choose their investment strategy according to subtleties in clinical data. 

We believe such an all-encompassing change is a critical mistake, and should not be finalized. 
If, however, CMS feels that these under arrangements must be limited we urge the agency to 
provide some exceptions that would permit physician-investors in a DHS entity to refer 
patients to a hospital for the service in certain situations. First, CMS should permit all 
arrangements existing at the time the proposed rule was published to stand without change, 
even if the agreement between the parties calls for annual renewal. There simply would be no 
way for some hospitals to find the direct purchase of the technologies they currently offer 
through under arrangement deals. Consequently, the services related to these technologies 
would become extinct, and patients would be faced with a critical access problem. Moreover, 
parties to these lawful deals have invested significant resources into obtaining technology, 
negotiating relationships, and implementing the related services. It would be unfair to apply 
the changes retroactively and a challengeable use of administrative authority. 

Second, CMS should craft an exception that does not prohibit physician referrals for under 
arrangements services at issue when the DHS involves a technology that requires a 
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considerable capital investment and where the risk of overutilization is minimal because the 
number of patients to be treated with the technology is small (as compared, for example, to 
technology such as imaging equipment) or misuse would be patients at significant risk. We, 
at Lumenis, find it difficult to comprehend that there is a systemic problem with physicians 
ordering unnecessary surgical procedures or invasive tests simply to generate additional fees. 
We have to believe that the vast majority of physicians take seriously their ethical 
responsibilities. 

B. Unit-of-service (Per-Click) Payments in Space and Equipment Leases 

CMS is proposing to prohibit unit-of-service (per click) payments to a physician-lessor for 
services provided by a designated health services ("DHS") entity lessee to patients who were 
referred by .the physician lessor? If finalized the proposal would require that "per click" fees 
paid to the physician-lessor exclude amounts associated with the use of the equipment for 
patients referred by the physician. According to CMS, it is concerned that a physician-lessor 
has a financial incentive to refer a higher volume of patients to the lessee when the physician 
receives a per-click payment. 

CMS's proposal will affect all space and equipment leases where a physician lessor currently 
receives a "per click or "per use" rental payment fiom a DHS entity. We assume that a 
physician lessor could receive another type of payment for space/equipment used in 
connection with patients that the physician refers, but we ask CMS to clarify this point. For 
example, we ask CMS to make clear that time-based rental payments, such as "block time" 
leases (e.g., $1,000 per month), would be acceptable. 

The above said, Lumenis urges CMS to reconsider its decision to eliminate all unit of service 
based arrangements. As with "under arrangements" ventures, unit of service leases give 
hospitals and other entities, which might not otherwise have the financial resources to 
purchase equipment outright or lease it for extended periods, the opportunity to make 
technology dependent services available to the community. This option is particularly 
important when technologies are new or very costly and entities are apprehensive about 
investing in a technology. 

Thus, so long as a per click lease fee is fair market value for the use of the equipment then we 
believe the potential benefits of assuring technology is available outweighs the concern that a 
rogue physician will act inappropriately. If there is a prevalence of overutilization in a 
particular areathen the changes should be aimed at addressing real rather than theoretical 
concerns. 

Consequently, we appeal to CMS to withdraw its proposal to eliminate click-fees. 

42 CFR $41 1.357(a)(5) and $ 41 1.357(b)(4) as proposed in the Proposed Rule. 
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C. In-Office Ancillary Services Exception 

CMS requested input regarding whether the in-office ancillary services (IOAS) exception 
should be modified to limit the types of services that qualify for the exception or restrict the 
circumstances to which the exception would apply. While CMS has not put forth any 
particular proposed changes it appears from the preamble that CMS is in favor of narrowing 
.the IOAS exception in order to limit physician ability to profit referral for ancillary services 
that are not closely connected to the physicianlgroup. CMS also clearly suspects that the 
exception also has contributed to the (presumably undesirable) migration of sophisticated and 
expensive equipment to the physician office. 

While we can understand CMS's desire to ensure that IOAS offered to patients are services 
closely related to the physicians practice and expertise, such changes if not made carefully 
could result in limitations of the sites of service where certain health may be delivered. Taken 
together the proposed changes to the Stark regu.lations will eliminate most sound business 
opportunities that would make a physician's decision to invest in new technology a rationale 
choice. Consequently, it leaves all patients, including Medicare beneficiaries, at the whim of 
hospitals and other third-party entities to invest in new technology. Such an outcome is 
inconsistent with the push to move care out into the community, to build efficiency in health 
care delivery through the development of large multi-specialty full-service groups, and to 
create a level playing field across sites of service. 

Accordingly, as we have articulated above, we ask CMS to reconsider such broad sweeping 
prohibitions. Instead, there should be a clearer articulation of the types of arrangements and 
related services that are leading CMS to believe these proposals are necessary and design 
changes to the regulations to address these specific problem areas. Physician investment in 
technology is an important aspect to the deployment of state-of-the-art health care. If we shut 
down all the incentives for physicians to make these investments, we fear that our delivery 
system will suffer immeasurably from decreased access and diminished quality or care. This 
is too high a price for all patients to pay. 

Again, we thank opportunity to provide these comments on the current proposals. 
We are hopeful weigh our concerns against other competing issues. 

Respectfully submitte 

Dov Ofer, 
CEO 
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August 3 1,2007 

Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
P.O. Box 8018 
Baltimore, MD 2 1244-801 8 

Re: Proposed Revisions to Payment Policies Under the 
Physician Fee Schedule - Recalls and Replacement Devices 

Dear SirJMadam: 

America's Health Insurance Plans (AHIP) is writing to offer comments regarding the Proposed 
Revisions to Payment Policies Under the Physician Fee Schedule published in the Federal 
Register on July 12,2007 (72 Fed. Reg. 38 122) and, in particular, with respect to issues related 
to Medicare reimbursement for costs associated with recalls of and replacements for medical 
devices. 

AHIP is the national association representing nearly 1,300 health insurance plans providing 
coverage to more than 200 million Americans. Our members offer a broad range of products in 
the commercial marketplace including health, long-term care, dental, vision, disability, and 
supplemental coverage. AHIP's member health insurance plans also have a strong track record of 
participation in Medicare, Medicaid, and other public programs. 

As noted in the Proposed Revisions, recent recalls s f  imp!antabIe cxdioverter-defibrillators 
(ICDs) have resulted in significant costs for public and private payers including, for example, 
hospitalization, surgery or other medical procedures to repair or replace the recalled device, 
physician consultation and follow-up visits, and lab tests. AHIP believes the manufacturers of 
these devices should be responsible for medical expenses associated with such recalls, in 
addition to the cost of any replacement device. We have enclosed prior correspondence with the 
Centers for Medicare & Medicaid Services (CMS) and the Food and Drug Administration 
regarding this issue. 

AHIP supports efforts by CMS to identify expenditures by the Medicare program in connection 
with the recall of medical devices, such as ICDs, and actions to recover any expenses from the 
manufacturers of the devices. We do not believe the costs should be the responsibility of federal 
programs, such as Medicare, private payers or the general public. 
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Please feel free to contact me at (202) 778-3255 if you have any questions regarding this 
important issue. 

Sincerely, 

Thomas J. Wilder 
Senior Regulatory Counsel 

Enclosures 



America's Health 
Insurance Plans 

August 17,2005 

Mark McClellan, M.D., Ph.D. 
Administrator, Centers for Medicare and Medicaid Services 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard 
Baltimore, MD 21244-1 850 

Dear Dr. McClellan: 

We write today to call to your attention our concerns regarding the recent recalls of certain implantable 
defibrillators and pacemakers by Guidant Corporation and the impact of these recalls on the Medicare 
and Medicaid programs and our member health insurance plans. In our view, these recalls highlight 
several important public policy issues that should be addressed by CMS, and we are anxious to work 
closely with the agency as it addresses these issues. 

As the result of advances in medical knowledge and improvements in the delivery of care, CMS and 
health insurance plans are providing coverage for more new technology than ever before. In particular, 
CMS' decision to expand its coverage of implantable devices will likely increase their use in the 
Medicare program. Recent information about internal defibrillators raises new and important 
questions about safety, effectiveness and costs for both private and public purchasers of medical 
devices. 

As you explore these questions, we have two recommendations. The first is to urge a broader policy 
discussion about ultimate responsibility for medical expenses involved with device recalls. The second 
relates to the urgent need for better data sharing between medical device manufacturers and public and 
private payers and consumers, including steps to enable collection of medical device information by 
payers. 

Responsibility for Medical Costs: 

AHIP suggests that CMS consider developing a reasonable and equitable means to allocate 
responsibility to medical device manufacturers for the medical expenses associated with device recalls. 
We believe that a manufacturer should bear not just the replacement cost of a recalled device, but also 
the associated medical expenses. Those expenses may include hospitalization, surgery or other medical 
procedures to repair or replace the recalled device, physician consultation, and necessary lab tests. At 
present, it appears that medical device manufacturers have assumed that Medicare and private payers 
will bear the considerable medical expenses associated with defective device recalls. 

For example, Guidant Corporation has offered to reimburse only patients themselves who receive 
certain replacement devices up to $2,500 for out-of-pocket medical expenses remaining after Medicare 
and health insurance coverage. Strikingly, it has not offered to reimburse Medicare or private health 
insurers for medical expenses surrounding its recalled devices. It also appears that Guidant's policy 



guidelines would result in hospitals being paid by Medicare for a device that Guidant Corporation is 
replacing at no charge. Thus, Guidant has published a list of appropriate CPT and ICD-9 codes 
associated with recall-related medical expenses which specifically advises providers that: "When 
billed, Medicare is expected to pay providers the full Diagnosis Related Group (DRG) or Ambulatory 
Payment Classification (APC) rate for the replacement procedure without discounting that amount by 
the value of the replaced device."' 

It is troubling if manufacturers of recalled devices are pursuing policies that result in shifting of costs 
associated with their recalled devices to working families who pay for health insurance through 
forgone wages and taxpayers who fund public programs. Such expenses only compound the health 
care financing burdens already faced by employers, consumers, and public programs. AHIP stands 
ready to work with CMS and others in the health policy community to develop a fair policy for 
allocation of these costs. 

Facilitating the :Flow of Device Information: 

Unfortunately, today neither public nor private payers are able to efficiently collect critical information 
about devices at the time of implantation, resulting in an information vacuum where payers are left in 
the dark about when and whether additional medical costs are attributable to a replacement of a 
defective device. Manufacturers, however, routinely track this information and voluntarily share it 
with providers at the time of a recall, but it is not currently provided to public and private payers. At 
present, there is no simple way for both health insurance plans and public programs like Medicare and 
Medicaid to identify consumers who have received a recalled device for purposes of allocating medical 
costs. 

Until such time that there can be a broader policy resolution concerning the allocation of responsibility 
for medical costs associated with recalled devices, AHIP asks CMS to work with AHIP's members, the 
FDA, and device manufacturers to consider ways to facilitate the flow of key information about 
recalled devices (e.g., model number, serial number, identifying patient information) from medical 
device manufacturers to public and private payers. We also understand that CMS will be collecting 
registry information on internal defibrillators in connection with the expanded coverage of these 
devices. We urge CMS to work with AHIP and others to facilitate the collection of this important 
information so that costs can be properly allocated. 

AHIP appreciates the significant role CMS plays in working with AHIP's members and assuring 
coverage for medical devices for Medicare and Medicaid beneficiaries. We look forward to a 
continuing dialogue with you on an issue critical to both public and private payers. 

Sincerely, 

P+-- 
Karen Ignagni 

c: Lester M. Crawford, Ph.D., DVM 
Leslie Norwalk, Esq. 

' See ~ttp://www.grudaor.com/reimburscmcnt/g~~i~1~line~.pd~ see also Ch 16g40.4 - Items Covered Under Warranty, 
Medicare Benefit Policy Manual, http://www.cms.hhs.gov/manuals/l02 ~olicv/bpl02c16.pd~ Medicare transmittal 
http://www.cms.hhs.gov/manuals/pm trans/R599CP.pdf 
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March 14, 2006 

Andrew C. von Eschenbach, M.D. 
Acting Commissioner 
United States Food and Drug Administration 
Office of the Commissioner 
Parklawn Building 
5600 Fishers Lane 
Rockville, MD 20857 

Re: The Medical Device User Fee Modernization Act of 2002 - Docket No. 02N-05341 

Dear Dr. von Eschenbach: 

I am writing on behalf of America's Health lnsurance Plans (AHIP) representing 1,300 member 
companies providing health insurance coverage to more than 200 million Americans to provide comments 
on the Medical Device User Fee Modernization Act and to follow-up on previous discussions with your 
staff about collaborative initiatives to improve the safety and efficacy of pharmaceutical products and 
medical devices. 

Our comments are designed to urge you to consider analyzing the long-term safety and effectiveness of 
prescription drugs, biological products, and medical devices as part of FDA's enforcement activity and to 
set aside funding for ongoing effectiveness analysis and comparisons across available treatments. We 
believe the agency has an important role to play in facilitating the transition to a more evidence-based, 
safe, and effective health care system and we are making five recommendations to help achieve these 
goals. 

1. Require and Adequately Fund Post-Market Studies of Prescription Drugs, Biological Products, and 
Medical Devices 

The FDA has committed significant resources to pre-market testing of prescription drugs, biological 
products, and medical devices through funding available under the Prescription Drug User Fee Act and 
the Medical Device User Fee Act. As the population ages and the number of individuals with multiple 
chronic diseases increases, it is critical that FDA expand its activities to include post-marketing 
surveillance that focuses on the long-term effects of drugs, biologics, and devices. 

We believe that FDA should require manufacturers to conduct selected post-market studies of their 
products, including situations where safety concerns have not been raised, to determine if the drug, 
biologic, or device is safe, effective, and fulfilling its intended purpose. In addition, FDA should seek 
adequate support for its post-market surveillance activities through user fee funding. The Prescription 
Drug User Fee Act and the Medical Device User Fee Act provide critical resources to conduct cost- 
effective and efficient review of new prescription drugs, biological products, and medical devices. We 
support reauthorization of these two important laws, which are scheduled to expire next year, and urge the 
earmarking of specific user fee funds for both pre- and post-market studies of prescription drugs, 
biological products, and medical devices. 
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2. Develop Public-Private Partnerships to Conduct Post-Marketing Studies of Drugs and Devices 

An overwhelming majority of Americans have their health care financed through or administered by 
health insurance plans. As a result, health insurance plans have comprehensive data sets that could be 
used in evaluating safety and effectiveness. We recommend that FDA work with health plans and other 
key stakeholders to design post-marketing studies that will draw upon these de-identified data. We would 
be delighted to bring together representatives of health plans and FDA staff to discuss this issue. 

The Centers for Medicare & Medicaid Services (CMS) also can provide important information about 
drug, biologic, and device usage for older Americans and for the disabled. These data, coupled with 
information available from health insurance plans, could provide an expanded view of how prescription 
drugs, biological products, and devices impact patient outcomes. 

We recommend that FDA work with CMS to establish appropriate protocols to utilize Medicare data in 
the development of post-marketing studies. We are available to participate in this dialogue to ensure that 
data sets available from health insurance plans can be integrated into data available from CMS. 

3. Provider Early Warning Monitoring Through Linkages to the National Health Information 
Infrastructure 

Health plans have taken a leading role in using information technology to improve health quality and care 
outcomes through activities such as electronic prescribing, creation of personal health records, and 
development of decision support tools for consumers and caregivers. These initiatives are part of a larger 
effort by the health care community to create an electronic "health information highway" to link 
physicians, hospitals, health plans, state and federal governments, and consumers. 

We recommend that FDA consider ways to monitor drug and device safety through linkages with public 
and private health data systems. Such linkages will provide the tools to obtain early indications of 
potential problems with prescription drugs, biologics, and medical devices that impact patient safety. 

4. Establish Procedures to Track Implanted Medical Devices 

FDA's Center for Devices and Radiological Health (CDRH) recently published a report (Ensuring the 
Safety of Marketed Medical Devices: CDRH's Medical Device Postmarket Safety Program) discussing its 
process for post-market surveillance of medical devices. One important issue raised in the report is the 
lack of complete documentation in health care records at the time devices are implanted which results in 
an inability to monitor device performance. Unlike prescription drugs, which have a National Drug Code 
identifier, there is no currently reliable system to track medical devices. 

We recommend FDA work with health plans, health care providers, standards organizations, and other 
stakeholders to establish procedures to track medical devices. This process should include the 
development of unique identifiers for medical devices that can be used for health reporting purposes and 
in the claims and payment process (such as the UB 04, HCFA 1500, and HIPAA 837 claim forms). In 
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addition, a process should be developed to identify medical procedures that are performed as a result of 
device failures. 

5. Encourage Accountability for Device Failures 

Recent recalls of implantable defibrillators and pacemakers highlight the impact of device failures on 
patient safety and the cost of medical care. If device manufacturers are not held accountable for medical 
expenses associated with voluntary and involuntary device recalls, these costs are shifted to the public at 
large. We believe that manufacturers are responsible for all expenses related to a recall, including 
replacement costs, hospitalization, surgery, and other medical procedures to replace or repair the device. 
We recommend FDA use its existing authority to establish a process for medical device manufacturers to 
assume the cost of voluntary and involuntary device recalls. We have previously shared with FDA's 
General Counsel an analysis of this authority and would be happy to discuss this issue with you. 

We believe the Food and Drug Administration plays an essential role in protecting patient safety and 
promoting quality health care for all Americans and we look forward to continuing our dialogue on how 
health plans can assist the FDA in this critical endeavor. 

Sincerely, 

Karen Ignagni 
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Lester M. Crawford, PhD, DVM 
Commissioner of Food and Drugs 
U.S. Food and Drug Administration 
Department of Health and Human Services 
Rockville, MD 20857 

Dear Commissioner Crawford: 

We write today to call to your attention our concerns regarding the recent well-publicized 
voluntary recalls of certain implantable defibrillators and pacemakers and the impact of these 
recalls on our member health insurance plans. These recent recalls of implantable medical 
devices highlight important public policy issues that should be addressed by the Food and Drug 
Administration concerning safety and efficacy, postmarket suweillance, and the responsibilities 
of manufacturers of recalled devices. 

America's Health Insurance Plans (AHIP) is the national association representing health 
insurance plans. Our nearly 1,300 members provide coverage to over 200 million Americans, 
including coverage for or administration of public and private programs that cover implantable 
medical devices. These coverage decisions are based on the scientific evidence validating the 
effectiveness of such devices. 

As the result of advances in medical knowledge and improvements in the delivery of care, our 
health insurance plans are providing coverage for more implantable medical devices. In addition, 
the recent decision by the Centers for Medicare and Medicaid Sewices (CMS) to expand its 
coverage of these devices in certain cases will likely increase their use in the Medicare program. 
The recent information surfacing about recalled devices raises new and important questions for 
both private and public purchasers. 

As the FDA formulates a response to the recent surge of recalls, AHIP has three 
recommendations: 

Safety and Efficacy. While we recognize that implantable devices can save lives and 
improve health outcomes, we ask the FDA to carefully consider appropriate initiatives to 
ensure the safety and long term effectiveness of implantable medical devices through 
postmarket suweillance programs. The FDA, by January 2007, is required to report to 
Congress on the effects of the medical device user fee program on postmarket 
surveillance, including compliance with requirements by device companies and the need 
for programmatic improvements and additional funding. Given the recent recalls of 
internal defibrillators and pacemakers, we recommend that a report be made to Congress 
and the public on an expedited timetable. 



Responsibility for Medical Costs. AHIP suggests that FDA, working with other 
appropriate policymakers, consider the responsibility that medical device manufacturers 
should bear for medical expenses associated with both voluntary and involuntary device 
recalls. These costs are separate from the replacement cost of the device itself. We 
believe that - in addition to taking responsibility for the replacement cost of a recalled 
device - a manufacturer should take responsibility for associated medical expenses. 
Medical expenses may include, for example, hospitalization, surgery or other medical 
procedures to repair or replace the recalled device, physician consultation, and necessary 
lab tests. If manufacturers of recalled medical devices do not voluntarily assume these 
medical costs, the costs will be shifted to working families who pay for health insurance 
through forgone wages and taxpayers who fund public programs. Such expenses only 
compound the health care financing burdens already faced by employers, consumers, and 
public programs. At present, if a device manufacturer does not voluntarily opt to pay for 
medical costs associated with recalled devices, the only recourse to recover payment is 
through litigation, which is an inefficient and costly process. We urge the FDA to lend 
its significant expertise to the health care community to fashion a better solution to this 
problem and to work with CMS as it considers whether Medicare beneficiaries and 
taxpayers should bear the burden of these costs. 

Facilitating the Flow of Recall Information. Until such time that there has been a 
broader policy resolution concerning the allocation of responsibility for medical costs 
associated with recalled devices, AHIP asks FDA to consider ways to facilitate the flow 
of key information about recalled devices (e.g., model number, serial number, identifying 
patient information) from medical device manufacturers to public and private payers. 
Although this information is already tracked by the manufacturers and voluntarily shared 
with providers, it is not currently provided to public and private payers. At present, there 
is no simple way for both health insurance plans and public programs, such as Medicare 
and Medicaid, to identify consumers who have received a recalled device for purposes of 
allocating medical costs. 

AHIP appreciates the significant role FDA plays in maintaining patient safety and promoting 
quality health care, and looks forward to a continuing dialogue with you on these important 
issues. We will call your office to schedule an appointment to discuss AHIP's concerns and 
ways we can move forward to address these critical cost, quality, and safety issues. 

Sincerely, 

Karen Ignagni 

c: Mark McClellan, M.D., Ph.D. 
Janet Woodcock, M.D. 
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August 22,2007 

Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
P.O. Box 8018 
Baltimore, MD 21244-1 850 

Re: CMS-1385-P 
THERAPY STANDARDS AND REQUIREMENTS 

Dear Sir or Madam: 

The Missouri State Board of Healing Arts' Advisory Commission for Physical Therapists submits the 
following comments on the proposed rules changing the definition of "physical therapist" in Section 
484, Title 42 of the Code of Federal Regulations. The proposed rules are part of the 2008 Proposed 
Revisions to Payment Policies Under the Physician Fee Schedule and Other Part B Payment Policies 
for Calendar Year 2008, found in Volume 72 of the Federal Register, published on July 12,2007. 

Under subsection (i)(B) and (ii)(B) of the proposed definition of "physical therapist" an applicant 
would need to have "[plassed the National Examination approved by the American Physical Therapy 
Association." We strongly suggest that CMS rely on state licensure and that the additional 
examination requirements contained in subsections (i)(B) and (ii)(B) of the definition of "physical 
therapist" be deleted from the final rule. At the very least, the Centers for Medicare and Medicaid 
Services ("CMS") should delay promulgation of the proposed rule until CMS has had an opportunity 
to understand the examination, credentialing, and licensing processes currently in place. 

We, along with &l of the other state boards of physical therapy examiners, have already adopted a 
national qualifying exam for physical therapists, the National Physical Therapy Examination 
("NPTE"). The Federation of State Boards of Physical Therapy ("FSBPT") develops and administers 
the NPTE in close collaboration with the state boards. Working together, we have 



August 22,2007 
Page -2- 

developed a national passing score. The FSBPT has done an outstanding job of meeting our 
needs. Likewise, the NPTE has been a valuable tool in screening physical therapist applicants. 
Through the NPTE, we have been able to successfully filter applicants. In turn, we, as a policing 
body, have been able to protect the public by ensuring that only qualified therapists are licensed 
care for our citizens. 

CMS should not usurp the states' function of licensing physical therapists and other professionals. 
Health care professional credentialing and licensing is a classically state function. Licensing and 
credentialing are the domain of the states. CMS' proposal would inappropriately transform a 
state function into a federal function. There is no justification for this action, and CMS should 
prevent it by removing the proposed rule. 

CMS respects states' rights and state licensure for other health care professions, and it should 
continue to do so with respect to physical therapists. For example, CMS' regulations define a 
physician as a "doctor of medicine . . . legally authorized to, practice medicine and surgery by the 
State in which such function or action is performed." 42 C.F.R. $484.4 (2006). Likewise, a 
registered nurse is defined as "[a] graduate of an approved school of professional nursing, who is 
licensed as a registered nurse by the State in which practicing." 42 C.F.R. $484.4. Establishing 
requirements that are different than what the states require for licensing PTs would be 
inconsistent with not only the rights of the states, but also CMS' own standards. 

Moreover, the federal government should not impose an additional burden on the states, 
particularly since its stated desire for a national examination already satisfied and its other stated 
goals would not be better met by the burden it proposes to impose. The proposed unfunded 
mandate could result in the development of a second exam, which would create confusion and 
more work for the states, without benefit. Our resources are already limited and stretched. 

In the preamble to the proposed regulations, CMS says that it is seeking uniformity. The fact of 
the matter is that uniformity and consistency across the nation and across provider settings 
already exists. State licensing requirements apply to physical therapists without regard to where 
they practice. All states accept CAPTE accreditation. All states accept the NPTE and have 
adopted the same passing score. No federal regulation is required. 

In fact, the proposed regulations would likely defeat CMS'own goal of uniformity. If, for 
example, the APTA were to approve a different exam than the NPTE, which the regulations 
would permit it to do, physical therapists, patients, including Medicare and Medicaid 
beneficiaries and recipients, and others could face substantial confusion and intemption of 
service. As a state board of physical therapy examiners, we would continue to have authority to 
select an exam of our choice for licensing purposes. However, under the proposed rule, a 
physical therapist would have to pass a second exam approved by the APTA to qualify for 
Medicare reimbursement. Thus, patients might be forced to change physical therapists as they 
become Medicare or Medicaid eligible, and the current uniformity and continuity of standards 
across the country would be lost. Thus, the proposed rules undermine CMS'ambition for 
uniformity of standards. 

CMS and the federal government should not empower an advocacy group, like the APTA, to 
establish an examination or any qualifications for professionals to provide healthcare services to 
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patients. The APTA's mission is to advocate and promote the profession. As a licensing body, 
our mission is to ensure that physical therapists are qualified to provide physical therapy services 
and are authorized to do the work for which they are trained. The FSBPT, the organization to 
which we look for the national licensing exam, was created to eliminate, protect against and 
prevent the inherent conflict of interest that the APTA would have if it were to have authority 
over the examination and credentialing processes. Even the APTA recognized this conflict of 
interest problem two decades ago when it created the Federation of State Boards of Physical 
Therapy. CMS must not allow this conflict of interest to become a rule. 

The Missouri State Board of Healing Arts' Advisory Commission for Physical Therapists 
strongly urges CMS to require only state licensure. Most importantly, CMS should remove the 
additional examination requirements contained in subsections (i)(B) and (ii)(B) of the definition 
of "physical therapist." At a minimum , CMS should delay promulgation of the proposed rule 
until CMS has had an opportunity to understand the examination, credentialing, and licensing 
processes currently in place. 

We appreciate the opportunity to comment on the proposed rules regarding physical therapist and 
physical therapy assistant qualification requirements. 

Respectfully yours, 

Melinda Christianson, P.T. 
Advisory Commission Chair 
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Administrator 
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Re: CMS-1385-P 
I HEKAI'Y ,5-1 ANL)ARDS AND KEQUlKLMENI 5 

Dear Sir or Madam: 

As members of the Rhode Island Board of Physical Therapy, we are writing to express our 
concern regarding the proposed rules changing the definition of "physical therapist" in Section 
484, Title 42 of the Code of Federal Regulations. 

The proposeci rules (subsections (ij(B j and (ilI(I3)) would chi~r;ge the definition of "physical 
therapist" so as to require an applicant to have "passed the National Exammation approved by the 
American Phvsical Therapy Association." Similarly, foreign-educated physical therapists would 
be required to undergo an education credentials evaluation process also approved by the M T A .  
Instead of vesting licensing and credentialing authority in the hands of APTA, a professional 
association and advocacy group, CMS should rely on state licensure as the sole requirement 
under CMS rules and regulations. At the very least, CMS should delay promulgation of the 
proposed rule until it has had an opportunity to understand the examination, credentialing, and 
licensing processes currently in place. 

CMS should not usurp the states7 authority to license physicai therapists and other professionals. 
The proposed rules would inappropriately transform a state function into a federal function and 
.:.h(::i!r! '>e ren:ovecl-. CAW r~=pec'fs C;~ZI~PS' rich:: " .ynd ~tafe  ! i . '~'n~lrrc for other hea!th ,:are 
professions, and it should continue to do so with respect tu physical therapists. For example, 
CMS' regulations define a physician as a "doctor of medicine . . . legally authorized to practice 
medicine and surgery by the State in which such function or action is performed." 42 C.F.R. $ 
484.4 (2006). Establishing requirements that are different than those the states require for 
licensing physical therapists would therefore be inconsistent with not only the rights of the states, 
but also CMS' own standards. 

,411 fifty states, including our own, have already adopted a natioilal qualifying exam for physical 
therapists, the National Physical Therapy Examination ("NPTE"). Our state, like the other states, 
also has In place requirements for the approval of the education credentials of foreign-educated 
licensure applicants. Through the NPTE and our existing foreign credentialing standards, our 
state's licensing board has been able to successfully filter appl~ciints and protect the public by 
ensuring that only qualified therapists are licensed to care for our citizens. Thus, no foreign 
regulation IS necessary. 

State of Rhode Island and Providence Plantations 
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Moreover, the proposed regulations would likely defeat CMS' stated goal of uniformity. 
Uniformity and consistency across the nation and across provider settings already exist. If, for 
example, the APTA were to approve a different exam than the NPTE, which the regulations 
would permit it to do, physical therapists, patients, including Medicare and Medicaid 
beneficiaries and recipients, and others could face substantial confusion and interruption of 
service. Although we as the state's board of physical therapy examiners would continue to have 
authority to select an exam of our choice for licensing purposes, a physical therapist would have 
to pass a second exam approved by the APTA to qualify for Medicare reimbursement. This could 
force physical therapists to forego treatment of Medicaremedicaid patients or, at the very least, 
impose unnecessary obstacles to the treatment of such patients. This would have obvious 
negative repercussions for patients seeking treatment, and the current uniformity and continuity 
of standards across the country would be lost. 

We are also concerned that the proposed rules will impose an additional burden on our state. This 
proposed unfunded mandate could result in the development of a second exam or, at the very 
least, would create administrative conhsion and more work for our state, without benefit. This 
two-tiered system would further drain our already limited resources. This is particularly troubling 
since CMS' stated desire for a national examination is already satisfied, and the burden on the 
states far outweighs any of CMS's other stated goals. 

Finally, the proposed rules would place APTA - a professional association and advocacy group - 
in a conflict of interest position, to the extent it would become a gatekeeper for entry into the 
profession. The APTA's mission is to advocate and promote the profession. In contrast, the 
Federation of State Boards of Physical Therapy (FSBPT), the national organization on which all 
states rely for the national licensing exam, was created to eliminate, protect against and prevent 
this inherent conflict of interest. Even the APTA recognized this conflict of interest two decades 
ago when it transferred authority over the NPTE to the FSBPT. CMS must not allow this conflict 
of interest to become a rule. 

We, therefore, urge CMS to require only state licensure for physical therapists wishing to treat 
Medicaremedicaid patients. Most importantly, CMS should remove the additional examination 
requirements contained in subsections (i)(B) and (iiXB) of the definition of "physical therapist." 
At a minimum, CMS should delay promulgation of the proposed rule until CMS has had an 
opportunity to understand the examination, credentialing, and licensing processes currently in 
place. 

Sincerely, 
h 

&&& o e slan o r o Physical Therapy 
Office of Health Professionals Regulation 
Rhode Island Department of Health 
(401) 222-2828 



RICHARD G. LUGAR 
INDIANA 

3W HART SENATE OFFICE BUILDING 
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AGRICULTURE, NUTRITION. AND FORESTRY 

United States Senate 
WASHINGTON, DC 20510-1401 

August 27,2007 

Mr. Herb Kuhn 
Centers for Medicare and Medicaid Services 
The Administrator 
Post Office Box 8000 
Baltimore, Maryland 2 1244 

Dear Mr. Kuhn: 

Because of the desire of this oflice to be responsive to all inquiries and communications, 

your consideration of the attached is requested. 

Your findings and views, in duplicate form, along with the return of the enclosure, will be 

greatly appreciated. Please direct your reply to the attention of Darlee McCollum of my 

Washington ofice. 

Thank you for your thoughtfbl attention. 

Sincerely, 

Richard G. Lu ar B United States enator 

RGLIcgd 
Enclosure 

PRINTED ON RECYCLED PAPER 



Lugar, Senator (Lugar) 

From: Lezlie Woods [woodslvw@tiptontel.com] 
Sent: Monday, August 06,2007 8:34 AM 
To: Lugar, Senator (Lugar) 
Subject: STOP POD LABS NOW !!! - Phase II 

Lezlie Woods 
5155 South 200 West 
Peru, IN 46970-7786 

August 6, 2007 

The ~onora'ble Richard G. Lugar 
United States Senate 
306 Hart Senate Office Building 
Washington, DC 20510-1401 

Dear Senator Lugar: 

As one of your constituents and as a member of our nation's laboratory medicine team, I am 
requesting that you contact the Centers for Medicare & Medicaid Services (CMS) regarding 
its recently published proposed physician fee schedule [72 FR 38179-381811. Specifically, 
I urge that you write or call CMS in support of immediate implementation of its proposal 
to amend the physician self-referral rules regarding reimbursement for laboratory 
services. 

Over the past several months, many Congressional offices have called CMS to urge the 
agency to adopt regulations governing pod labs. The rules CMS has drafted would impose 
anti-markup provisions on pathology services, hopefully putting an end to abusive billing 
practices by so-called "pod" 
or "condo" laboratories by closing a loophole inadvertently created when CMS amended its 
in-office ancillary exceptions rules in 2005. The loophole enabled the proliferation of 
pod labs which can enable health care providers to profit from the laboratory services 
they order. 

Pod labs are scaled down laboratories, offering a limlted menu of services such as 
analyzing biopsies. These entities in many cases might be little more than an office 
divided by cubicles with a microscope on a cart being wheeled from one cubicle to the 
next. These referring providers are engaging in unethical billing practices by pocketing 
taxpayer dollars from the Medicare program. 

Allowing such practices, according to the CMS rule, "may lead to patient and program abuse 
in the form of higher utilization of services and result in higher costs to the Medicare 
program." The U.S. Department of Health and Human Services Office of Inspector General 
has stated that these types of arrangements, which may violate federal anti-kickback 
statutes, "dan distort medical decision-making, cause overutilization, increase costs and 
result in unfair competition" and "can also adversely affect the quality of patient care." 

The Wall Street Journal has run several articles on pod labs, including a feature on 
October 23, 2006 that stated "patients, in some cases, are being referred for tests ... at 
lower-quality labs simply because the referring physician stands to get a cut of the 
profits from that work." 
The American Medical Associations Council on Ethical and Judicial Affairs has called the 
practice of ordering providers marking up the cost of laboratory services "unethical." 

We in the laboratory medical field need you to urge CMS to implement immediately strict 
anti-markup requirements on the laboratory services. 
Failure to establish stringent regulations will only further hurt the practice of 

1 



laboratory .- . medicine and ultimately the patients we seek to 
serve. 

ÿ hank you for your consideration of my request. I look forward to learning your position 
on this issue and would welcome any correspondence you send to CMS. The comment period 
ends on August 31st. 

Respectfully 

Sincerely, 

Lezlie Woods 



Lugar, $el rator (Lugar) 

From: Marsha Linville [mlinville@ameripath.com] 
Sent: Monday, August 06,2007 8:15 AM 
To: Lugar, Senatoi(Lugar) 
Subject: STOP POD LABS NOW !!! - Phase II 

Marsha Linville 
10201 E County Rd 650 S 
Cloverdale, I N  46120-8939 

August 6, 2007 

The Honorable Richard G. Lugar 
United States Senate 
306 Hart Senate Office Building 
Washington, DC 20510-1401 

Dear Senator Lugar: 

As one of your constituents and as a member of our nation's laboratory medicine team, I am 
requesting that you contact the Centers for Medicare & Medicaid Services (CMS) regarding 
its recently published proposed physician fee schedule [72 FR 38379-381811. Specifically, 
I urge that you write or call CMS in support of immediate implementation of its proposal 
to amend the physician self-referral rules regarding reimbursement for laboratory 
services. 

Over the past several months, many Congressional offices have called CMS to urge the 
agency to adopt regulations governing pod labs. The rules CMS has drafted would impose 
anti-markup provisions on pathology services, hopefully putting an end to abusive billing 
practices by so-called "pod" 
or "condo" laboratories by closing a loophole inadvertently created when CMS amended its 
in-office ancillary exceptions rules in 2005. The loophole enabled the proliferation of 
pod labs which can enable health care providers to profit from the laboratory services 

. they order. 

Pod labs are scaled down laboratories, offering a limited menu of services such as 
analyzing biopsies. These entities in many cases might be little more than an office 
divided by cubicles with a microscope on a cart being wheeled from one cubicle to the 
next. These referring providers are engaging in unethical billing practices by pocketing 
taxpayer dollars from the Medicare program. 

Allowing such practices, according to the CMS rule, "may lead to patient and program abuse 
in the form of higher utilization of services and result in higher costs to the Medicare 
program." The U.S. Department of Health and Human Services Office of Inspector General 
has stated that these types of arrangements, which may violate federal anti-kickback 
statutes, "can distort medical decision-making, cause overutilization, increase costs and 
result in unfair competition" and "can also adversely affect the quality of patient care." 

The Wall Street Journal has run several articles on pod labs, including a feature on 
October 23, 2006 that stated "patients, in some cases, are being referred for tests ... at 
lower-quality labs simply because the referring physician stands to get a cut of the 
profits from that work." 
The American Medical Associations Council on Ethical and Judicial Affairs has called the 
practice of ordering providers marking up the cost of laboratory services "unethical." 

We in the laboratory medical field need you to urge CMS to implement immediately strict 
anti-markup requirements on the laboratory services. 
Failure to establish stringent regulations will only further hurt the practice of 

1 



1ab;rato.r~ medicine and ultimately'the patients we seek to 
serve. 

Thank you for your consideration of my request. I look forward to learning your position 
on this issue and would welcome any correspondence you send to CMS. The comment period 
ends on August 31st. 

Respect fully 

Sincerely, 

Marsha Linville 
317-275-8140 



Lugar, SeeoatCr (Lugar) 

From: Linda Marler [Immarler@iupui.edu] 
Sent: Saturday, August 04, 2007 4:40 PM 
To: Lugar, Senator (Lugar) 
Subject: STOP POD LABS NOW !!! - Phase II 

Linda ~ a r l e r  
350 W. 11th St. 
Indianapolis,, IN 46202-4108 

August 4, 2007 

The Honorable Richard G. Lugar 
United States Senate 
306 Hart Senate Office Building 
Washington, DC 20510-1401 

Dear Senator Lugar: 

As one of your constituents and as a member of our nation's laboratory medicine team, I am 
requesting that you contact the Centers for Medicare & Medicaid Services (CMS) regarding 
its recently published proposed physician fee schedule [72 FR 38179-381811. Specifically, 
I urge that you write or call CMS in support of immediate implementation of its proposal 
to amend the physician self-referral rules regarding reimbursement for laboratory 
services. - 
Over the past several months, many Congressional offices have called CMS to urge the 
agency to adopt regulations governing pod labs. The rules CMS has drafted would impose 
anti-markup provisions on pathology services, hopefully putting an end-to abusive billing 
practices D m a l l e a  .m:' - 
6r "con&" laboratories by closing a loophole inadvertently created when CMS amended its 
in-office ancillary exceptions rules in 2005. The loophole enabled the proliferation of 
pod labs which can enable health care providers to profit from the laboratory services 
they order. 

Pod labs are scaled down laboratories, offering a limited menu of services such as 
analyzing biopsies. These entities in many cases might be little more than an office 
divided by cubicles with a microscope on a cart being wheeled from one cubicle to the 
next. These referring providers are engaging in unethical billing practices by pocketing . 

taxpayer dollars from the Medicare program. 

Allowing such practices, according to the CMS rule, "may lead to patient and program abuse 
in the form of higher utilization of services and result in higher costs to the Medicare 
program." The U.S. Department of Health and Human Services Office of Inspector General 
has stated that these types of arrangements, which may violate federal anti-kickback 
statutes, "can distort medical decision-making, cause overutilization, increase costs and 
result in unfair competition" and "can also adversely affect the quality of patient care." 

The Wall Street Journal has run several articles on pod labs, including a feature on 
October 23, 2006 that stated "patients, in some cases, are being referred for tests ... at 
lower-quality labs simply because the referring physician stands to get a cut of the 
profits from that work." 
The American Medical Associations Council on Ethical and Judicial Affairs has called the 
practice of ordering providers marking up the cost of laboratory services "unethical." 

We in the laboratory medical field need you to urge CMS to implement immediately strict 
anti-markup requirements on the laboratory services. 
Failure to establish stringent regulations will only further hurt the practice of 

1 



laboratory mcdicine and ultimately the patients we seek to 
serve. ,- 

Thank you for your consideration of my request. I look forward to learning your position 
on this issue and would welcome any correspondence you send to CMS. The comment period 
ends on August 31st. 

Respectfully 

Sincerely, 

Linda M. Marler, M. S., MT (ASCP) SM 



Lu ar, ,Sen:~tor (Lugar) A- 
From: 
Sent: 
To: 
Subject: 

Carolyn Blake [indblake@sbcglobal.net] 
Friday, August 17, 2007 8:32 PM 
Lugar, Senator (Lugar) 
STOP POD LABS NOW !!! - Phase II 

Carolyn Blake 
2403 Lakewood Dr 
Dyer, IN 46311-2127 

August 17, 2007 

The Honorable Richard G. Lugar 
United States Senate 
306 Hart Senate Office Building 
Washington, DC 20510-1401 

Dear Senator Lugar: 

As one of your constituents and as a member of our nation's laboratory medicine team, I am 
requesting that you contact the Centers for Medicare & Medicaid Services (CMS) regarding 
its recently published proposed physician fee schedule [72 FR 38179-381811. Specifically, 
I urge that you write or call CMS in support of immediate implementation of its proposal 
to amend the physician self-referral rules regarding reimbursement for laboratory 
services. 

Over the past several months, many Congressional'offices have called CMS to urge the 
agency to adopt regulations governing pod labs. The rules CMS has drafted would impose 
anti-markup provisions on pathology services, hopefully putting an end to abusive billing 
practices by so-called "pod" 
or "condo" laboratories by closing a loophole inadvertently created when CMS amended its 
in-office ancillary exceptions rules in 2005. The loophole enabled the proliferation of 
pod labs which can enable health care providers to profit from the laboratory services 
they order. 

Pod labs are scaled down laboratories, offering a limited menu of services such as 
analyzing biopsies. These entities in many cases might be little more than an office 
divided by cubicles with a microscope on a cart being wheeled from one cubicle to the 
next. These referring providers are engaging in unethical billing practices by pocketing 
taxpayer dollars from the Medicare program. 

Allowing such practices, according to the CMS rule, "may lead to patient and program abuse 
in the form of higher utilization of services and result in higher costs to the Medicare 
program." The U.S. Department of Health and Human Services Office of Inspector General 
has stated that these types of arrangements, which may violate federal anti-kickback 
statutes, "can distort medical decision-making, cause overutilization, increase costs and 
result in unfair competition" and "can also adversely affect the quality of patient care." 

As a certified medical technologist I am very concerned about the quality of care provided 
to patients. This quality can only be ensured by providing all laboratory testing in 
organizations that participate in all aspects of regulatory compliance. In addition, the 
drain of volume away from qualified facilities increases the cost of busines for 
healthcare organizations that are struggling to maintain services 'for the patients in 
their communities. 

The Wall Street Journal has run several articles on pod labs, including a feature on 
October 23, 2006 that stated "patients, in some cases, are being referred for tests ... at 
lower-quality labs simply because the referring physician stands to get a cut of the 
profits from that work." 
The American Medical Associations Council on Ethical and Judicial Affairs has called the 



practice of ordering providers marking up the cost of laboratory services "unethical." 

W? in fhe iTaboratory medical field need you to urge CMS to implement immediately strict 
anti-markup requirements on the laboratory services. 
Failure to establish stringent regulations will only further hurt the practice of 
laboratory medicine and ultimately the patients we seek to 
serve. 

Thank you for your consideration of my request. I look forward to learning your position 
on this issue and would welcome any correspondence you send to CMS. The comment period 
ends on August 31st. 

Respectfully 

Carolyn Blake 



August 14,2007 

The Honorable Richard G. Lugar 
United States Senate 
306 Hart Senate Office Building 
Waslungton, D.C. 205 10- 1401 

Dear Senator Lugar: 

I am a pathologist who lives and works in the Bloomington area. I am writing because of 
my concern over so-called "pod" or "condo" labs, and ask that you contact the Centers 
for Medicare and Medicaid Services (CMS) about its recently published proposed 
physician fee schedule (72 FR 38170-381 81). In particular, I would urge you to contact 
them in support of its proposal to amend the physician self-referral rules regarding 
reimbursement for laboratory services. 

"Pod" labs are small anatomic pathology labs contained within physician offices, and 
allow these providers t o  take a "cut" of the pathology reimbursement from every biopsy 
obtained by that physician or group. Pathologists are hired to do the work, and paid a fee 
for interpretation of the biopsies-leaving a substantial profit for the referring physician. 
I regard these arrangements as unethical and abusive, since there is an incentive for the 
pi-ovider to oGWtilize biopsies and rack up pathology charges that he or she will directly 
profit from. .Tlie:CPi4S is attempting to eliminate the loophcile (inadverferitly'cieated in 
2005) that allows !theheslabs to exist, sirice theif practices,'in its words, 'emay lead'to "- 

patient and program abuse' in the-fonn bf lugher utilization o.f.servlces and resu'lt in 
higher costs to the Medicare program" I- , , ; !  ' 
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Opponents of these propcised changes c1aim:that-these'"pdd"'1abs~ehhiince patiest eke. I 
disagree. One of these labs has been set up in Bloomington by a local physician group. 
Far from improving patient care, I believe.that it has only led to a diminution and greater 
fragmentation of medical care in our coniinuiiify. For example, results of prostate 
biopsies are no longer available at Bloomington Hospital when a patient is scheduled for 
a prostatectomy, which makes it more difficult for my group to evaluate the specimens 
once a patient has had surgery. I am also concerned that more biopsies are being 
obtained simply because there ?s greater reimbursement for doing so. Why obtain only 
two sets of biopsies when Medicare'will reimburse for twelve, and the obtaining : 

, , . .., physician can keep most of the difference? . . ... 
' 8 ; ,. 

? , . I ,  , ,.: : 
. . , , . .: 

. . 
I agree with the U.S. Department of Health'and Human Services'Office.of Inspektor 
General when it states that "pod" labs may violate federal anti-kickback statutes, "can 
distort medical decisi6n-m&ing,':cause overutilization, increase costs and result in unfair 
competition." I believe that failure to establish stringent iegblations on;tbi.s Matter will 
be.detrimenta1 to the practice-of laborat~ry and decrease the-quality o'f'patient 
care. I urge you.tS contact the.CMS and ask'them ti, immediat'elyimplefierit their- ' , 
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Thank you for your consideration on this matter. The comment period for the proposed 
CMS rules ends on August 3 lSt. 

Sincerely, 

CC.&@ 
Eric C. Stevens, M.D. 
8 1 9 1 E. North Shore Dr. 
Unionville, IN 47468 



From: 
Sent: 
To: 
Subject: 

Henry Bockelman [henry~bockelman@deaconess.corn] 
Friday, August 03, 2007 3:46 PM 
Lugar, Senator (Lugar) 
STOP POD LABS NOW !!! - Phase II 

Henry Bockelman 
600 Mary Street 
Evansville, IN 47747-0001 

The Honorable Richard G. Lugar 
United States Senate 
306 Hart Senate Office Building 
Washington, DC 20510-1401 

Dear Senator Lugar: 

As one of your constituents and as a member of our nation's laboratory medicine team, I am 
requesting that you contact the Centers for Medicare & Medicaid Services (CMS) regarding 
its recently published proposed physician fee schedule [72 FR 38179-381811. Specifically, 
I urge that you write or call CMS in support of immediate implementation of its proposal 
to amend the physician self-referral rules regarding reimbursement for laboratory 
services. 

Over the past several months, many Congressional offices have called CMS to urge the 
agency to adopt regulations governing pod labs. The rules CMS has drafted would impose 
anti-markup provisions on pathology services, hopefully putting an end to abusive billing 
practices by so-called "pod" 
or "condo" laboratories by closing a loophole inadvertently created when CMS amended its 
in-office ancillary exceptions rules in 2005. The loophole enabled the proliferation of 
pod labs which can enable health care providers to profit from the laboratory services 
they order. 

Pod labs are scaled down laboratories, offering a limited menu of services such as 
analyzing biopsies. These entities in many cases might be little more than an office 
divided by cubicles with a microscope on a cart being wheeled from one cubicle to the 
next. These referring providers are engaging in unethical billing practices by pocketing 
taxpayer dollars from the Medicare program. 

Allowing such practices, according to the CMS rule, "may lead to patient and program abuse 
in the form of higher utilization of services and result in higher costs to the Medicare 
program." The U.S. Department of Health and Human Services Office of Inspector General 
has stated that these types of arrangements, which may violate federal anti-kickback 
statutes, "can distort medical decision-making, cause overutilization, increase costs and 
result in unfair competition" and "can also adversely affect the quality of patient care." 

The Wall Street Journal has run several articles on pod labs, including a feature on 
October 23, 2006 that stated "patients, in some cases, are being referred for tests ... at 
lower-quality labs slmply because the referring physician stands to get a cut of the 
profits from that work." 
The American Medical Associations Council on Ethical and Judicial Affairs has called the 
practice of ordering providers marking up the cost of laboratory services "unethical." 

We in the laboratory medical field need you to urge CMS to implement immediately strict 
anti-markup requirements on the laboratory services. 
Failure to establish stringent regulations will only further hurt the practice of 



20 August, 2007 

TO: Centers for Medicare & Medicaid Services, (CMS) 

From: Captain Hank Hester, City of Longview Texas Fire Department 

Ref: BENEFICIARY SIGNATURE 

To Whom It May Concern, 

In dealing with the proposed changes in Section 424.36, "BENEFICIARY 
SIGNATURE", the Longview Fire Department would like to express its concerns and 
disapproval of such changes in the rule as outlined in the following. 

The proposal focuses on the instances of "emergency ambulance transports", and the 
provider's ability to obtain signatures. Emergency ambulance providers are frequently 
faced with the task of locating individuals authorized to sign documents in the event that 
the beneficiary is unable due to mental or physical status. This process is time 
consuming and burdensome to the provider and often results in confusion and distraction. 
The process will only become more burdensome by requiring an additional signature 
from the receiving facility. This additional signature will result in conflict with the 
receiving facilities (emergency departments) secondary to apprehensive employees 
signing a liable document or statement. In addition, this extra signature signifies less 
trust in the emergency ambulance provider's ability to declare a patient incapable of 
signing the claim. 

In summary, the Longview Fire Department believes the proposal is not sympathetic to 
the emergency ambulance providers. This rule will only imply that emergency 
ambulance professionals cannot make sound decisions without additional documentation 
from emergency departments. We believe that an ambulance provider can document the 
inability of the beneficiary to sign, and no individual was able or willing to sign for the 
beneficiary, and include the date and time the beneficiary was transported, without 
receiving a signed statement from the receiving facility. 

Thank you for your attention in this matter, 

Captain Hank Hester 
EMS Coordinator 
Longview Fire Department 



JO BONNER 
IST DISTRICT, ALABAMA 

ASSISTANT REPUBLICAN WHIP 
- 

REPUBLICAN POLICY COMMITTEE 

SERVING BALDWIN, CURKE, 
ESCAMBIA. MoelLE, MONROE AND 

WASHINGTON COUNTIES 

QCongre8'8' of  tbe Wniteb Otstee 
Bou$e of 3RepceBentatibee 

magbinatan, ?Bd 20525 

August 27,2007 

Ms. Carleen Talley 
Director, Congressional Affairs 
U. S. Department of Health and Human Services 
Centers for Medicare and Medicaid Services 
200 Independence Avenue, SW 
Room 341-H 
Washington, DC 20201-0004 

Dear Ms. Talley : 

Enclosed please find information from Dr. Charles White of Urology Associates of 
Mobile, P.A. concerning proposed regulations of physician fee schedules. 

I respectfully request that CMS consider the issues that Dr. White addresses in his 
letter. I am in strong support of Dr. White and the services provided by therapeutic joint ' , 

ventures. 

I would like my comments to be part of the official record of proposal and look 
forward to hearing from you at your earliest convenience. 

With best regards, I remain 

JB:ebr 

Enclosure 

422 CANNON HOUSE OFFICE BUILDING 
WASHINGTON. DC 20515 

1202) 225-3937 
Fax: 12021 2256562 

mwv.house.govlbonner 

Member of Congress 



August 30,2007 

VIA FEDERAL EXPRESS 

Herb Kuhn 
Acting Deputy Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Mail Stop C4-26-05 
7500 Security Blvd. 
Baltimore, MD 21244-1 850 

Re: CMS-1385-P; Comments on Medicare Program; Proposed Revisions to 
Payment Policies Under the Physician Fee Schedule, and Other Part B 
Payment Policies for CY 2008; Proposed Revisions to the Payment 
Policies of Ambulance Services Under the Ambulance Fee Schedule 
for CY 2008; and the Proposed Elimination of the E-Prescribing 
Exemption for Computer-Generated Facsimile Transmissions; 
Proposed Rule 

. Dear Acting Deputy Administrator Kuhn: 

I am a urologist who practices in the State of Maryland as a member of Eastern 
Shore Urology Associates, P.A. ("Eastern Shore Urology"). Eastern Shore Urology, is 
comprised of 5 physicians serving 5 counties on the eastern shore of Maryland. 
Collectively, we care for over 15,000 Maryland patients every year. Physicians in our 
practice specialize in both general adult and pediatric urologic care. We also provide 
specialized care in advanced laparoscopy, incontinence and infertility. I personally care 
for over 2,500 patients a year. The physicians of Eastern Shore Urology are dedicated 
to furnishing the highest quality of medical and surgical urologic care in the State of 
Maryland, with a full range of services provided in a convenient, comfortable, supportive 
and patient-friendly setting. 

As a Maryland urologist, I thank you for the opportunity to comment on the 
Proposed Rule, published by the Centers for Medicare & Medicaid Services (ilCMS") on 

, July 12,2007. See 72 Fed. Reg. 381 22 (July 12,2007). Although I commend CMS on 
its continuing efforts to develop clear and comprehensive regulations that implement the 
Stark Law, I write to express my concerns about the changes contained in the Proposed 
Rule and the nature of the Preamble discussion with respect to the in-office ancillary 
services exception (the "Exception"). 42 U.S.C. § 1395nn(b)(2)(A). Let me begin by 
saying that I do not think that changes to the Exception are necessary to protect against 
program or patient abuse. In fact, any narrowing of the Exception, or the 
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implementation of the changes to the reassignment and anti-markup provisions of the 
purchased diagnostic tests rule that are contained in the Proposed Rule, 72 Fed. Reg. 
at 38225, 38229, would have a deleterious effect on the health care community 
generally and on the quality and availability of patient care services offered by Eastern 
Shore Urology in particular. 

The physicians at Eastern Shore Urology take pride in furnishing the very best in 
quality patient care in a manner that maximizes patient convenience. The care that we 
provide is enhanced by our current ability to furnish diagnostic services in our offices. 

The ability of physicians to affiliate with pathologists allows practices such as 
ours to identify and work with highly qualified and trained specialists with whom we are 
familiar and whose work product we trust. This, to us, is critical to our ability to ,furnish 
the highest quality care to our Maryland patients. Because we at Eastern Shore 
Urology know and would personally select the pathologists with whom we would work 
based on their outstanding credentials, our present ability to practice with pathologists 
of our choosing provides for a considerably and consistently higher quality of care. 
They have, in essence, developed a subspecialty in prostate-related diagnoses, have a 
special interest in prostate pathology and have become experts at reading prostate 
slides. They are better able, for example, to identify true prostrate cancer from benign 
tissue and prostate cancer mimickers, thereby reducing "false positives1, and saving our 
patients unnecessary anxiety and cancer treatments. As such, we know and trust the 
consistency and quality of their reads, which is not something we could do if we are 
forced by changes in the Exception or the purchased diagnostic tests rule no longer to 
provide pathology services in the office settiqg and to send our prostate slides to large 
hospital-based or commercial labs. Under such circumstances, we would have no idea 
who is readirlg the slide; what that person's credentials are; the nature of the person's 
expertise or training; or whether that person has read one prostate slide or 1,000 
prostate slides. 

Because we would work together with our pathologists on a daily basis, the 
means by which we communicate and discuss test results and prepare written reports 
have become standardized, thereby increasing the efficiency of our practice and our 
ability rapidly to deliver diagnoses to our anxiously waiting patients. In fact, whereas the 

, national average for turning around test results is five to seven days, our pathologists 
return test results in three to four days. Moreover, better and more proximate 
communication with our pathologists, particularly in difficult cases, results in improved 
clinical diagnoses and outcomes for our patients. 

Eastern Shore Urology physicians always have immediate, often face-to-face 
access to our pathologists to discuss nuances in results and diagnoses, and to engage 
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the pathologist in the development of an appropriate plan of care for a particular patient. 
Because our pathologists would be part of our practice, they have access to the 
patient's complete medical record, previous biopsies and clinical history, and they even 
can review the slides with the treating physician in person. The treating physician and 
the pathologist then can - and do - track the effectiveness of the treatment plan and are 
able quickly to compare test results over a period of time, something that cannot easily 
be done, if at all, if a member of our practice is forced to rely on community or large 
commercial labs. Finally, our pathologists clearly are exercising their prerogative to 
affiliate with Eastern Shore Urology in an arrangement of their choosing, something that 
might be prohibited by changes to the purchased diagnostic tests rule or a narrowing of 
the Exception. 

With respect to diagnostic imaging, any narrowing of the Exception might impose 
limits on patient access to the very types of diagnostic imaging services that have 
become the standard of care in Maryland and throughout the United States by 
restricting or prohibiting non-radiologists from providing CT services to patients in the 
office setting. The rapid advance in CT technology, followed by a reduction in 
acquisition and installation costs, makes it possible for patients to avoid the 
inconvenience of having to see multiple doctors to have CT services performed outside - of their own doctor's offices. This technology, once considered expensive, cumbersome 
and difficult to use, has advanced into available, affordable and indeed indispensable 
patient diagnostic tools. As a result, we have incorporated CT technology into our 
practice to provide more effective and cost efficient diagnosis and treatment to our 
patients. It is important to note that no matter where a Maryland patient goes for his or 
her MRI or CT scan, the actual images will be taken by trained technicians who are 
licensed by the Maryland Board of Physicians using the appropriate imaging 
technology, and a radiolonist will read and interpret the images. There is, therefore, no 
clinical, quality of care reason to restrict the definition of in-office ancillary services so as 
to eliminate our ability to furnish state-of-the-art diagnostic imaging services in a setting 
that is most convenient for our patients and is most efficient with respect to our ability to 
make a diagnosis. 

The changes suggested by the Proposed Rule, and the nature of the comments 
solicited with respect to the Exception, go far beyond what is necessary to protect the 

. Medicare program from fraud and abuse and to ensure patient care. The Exception as 
currently interpreted and applied recognizes that certain employment and contractual 
reiationships among physicians are beneficial to patients and strike the appropriate 
public policy balance between the prophylactic prohibition on self-referrals and the 
recognition that certain arrangements not only are appropriate, but also are necessary 
to enhance the efficient provision of quality health care. 
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Consequently, if the Exception is narrowed in any meaningful way, particularly in 
a manner that limits the types of ancillary services that can be provided pursuant to the 
Exception or that restricts the ability of physicians or groups to furnish services in the 
"same building," 42 U.S.C. § 1395nn(b)(2)(A)(ii)(l), the manner in which the physicians 
of Eastern Shore Urology practice medicine will be severely impacted, and the quality 
and convenience of care that we provide to our patients will be significantly 
compromised. The practical effect would be to restrict access for our patients to routine 
medical procedures that have become the standard of care throughout the country. 
Implementation of ,the proposed changes to the purchased diagnostic test rules would 
have a similar effect by limiting our ability to provide such services with anything but full- 
time employees. Both potential changes would create an unjustified monopoly for 
particular physician specialties to the detriment of patient access and care. 

Thank you again for the opportunity to submit these comments on the Proposed 
Rule. 



August 30,2007 

VIA FEDERAL EXPRESS 

Herb Kuhn 
Acting Deputy Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Mail Stop C4-26-05 
7500 Security Blvd. 
Baltimore, MD 21 244-1 850 

Re: CMS-1385-P; Comments on Medicare Program; Proposed Revisions to 
Payment Policies Under the Physician Fee Schedule, and Other Part B 
Payment Policies for CY 2008; Proposed Revisions to the Payment 
Policies of Ambulance Services Under the Ambulance Fee Schedule 
for CY 2008; and the Proposed Elimination of the E-Prescribing 
Exemption for Computer-Generated Facsimile Transmissions; 
Proposed Rule 

Dear Acting Deputy Administrator Kuhn: 

I am a urologist who practices in the State of Maryland as a member of Eastern 
Shore Urology Associates, P.A. ("Eastern Shore Urology"). Eastern Shore Urology, is 
comprised of 5 physicians serving 5 counties on the eastern shore of Maryland. 
Collectively, we care for over 15,000 Maryland patients every year. Physicians in our 
practice specialize in both general adult and pediatric urologic care. We also provide 
specialized care in advanced laparoscopy, incontinence and infertility. I personally care 
for over 2,500 patients a year. The physicians of Eastern Shore Urology are dedicated 
to furnishing the highest quality of medical and surgical urologic care in the State of 
Maryland, with a full range of services provided in a convenient, comfortable, supportive 
and patient-friendly setting. 

As a Maryland urologist, I thank you for the opportunity to comment on the 
Proposed Rule, published by the Centers for Medicare & Medicaid Services ("CMS") on 
July 12,2007. 72 Fed. Reg. 38122 (July 12,2007). Although I commend CMS on 
its continuing efforts to develop clear and comprehensive regulations that implement the 
Stark Law, I write to express my concerns about the changes contained in the Proposed 
Rule and the nature of the Preamble discussion with respect to the in-office ancillary 
services exception (the "Exception"). 42 U.S.C. § 1395nn(b)(2)(A). Let me begin by 
saying that I do not think that changes to the Exception are necessary to protect against 
program or patient abuse. In fact, any narrowing of the Exception, or the 
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implementation of the changes to the reassignment and anti-markup provisions of the 
purchased diagnostic tests rule that are contained in the Proposed Rule, 72 Fed. Reg. 
at 38225, 38229, would have a deleterious effect on the health care community 
generally and on the quality and availability of patient care services offered by Eastern 
Shore Urology in particular. 

The physicians at Eastern Shore Urology take pride in furnishing ,the very best in 
quality patient care in a manner that maximizes patient convenience. The care that we 
provide is enhanced by our current ability to furnish diagnostic services in our offices. 

The ability of physicians to affiliate with pathologists allows practices such as 
ours to identify and work with highly qualified and trained specialists with whom we are 
familiar and whose work product we trust. This, to us, is critical to our ability to furnish 
the highest quality care to our Maryland patients. Because we at Eastern Shore 
Urology know and would personally select the pathologists with whom we would work 
based on their outstanding credentials, our present ability to practice with pathologists 
of our choosing provides for a considerably and consistently higher quality of care. 
They have, in essence, developed a subspecialty in prostate-related diagnoses, have a 
special interest in prostate pathology and have become experts at reading prostate 
slides. They are better able, for example, to identify true prostrate cancer frorr~ benign 
tissue and prostate cancer mirnickers, thereby reducing "false positives" and saving our 
patients unnecessary anxiety and cancer treatments. As such, we know and trust the 
consistency and quality of their reads, which is not something we could do if we are 
forced by changes in the Exception or the purchased diagnostic tests rule no longer to 
provide pathology services in the office setting and to send our prostate slides to large 
hospital-based or commercial labs. Under such circumstances, we would have no idea 
who is reading the slide; what that person's credentials are; the nature of the person's 
expertise or training; or whether that person has read one prostate slide or 1,000 
prostate slides. 

Because we would work together with our pathologists on a daily basis, the 
means by which we communicate and discuss test results and prepare written reports 
have become standardized, thereby increasing the efficiency of our practice and our 
ability rapidly to deliver diagnoses to our anxiously waiting patients. In fact, whereas the 
national average for turning around test results is five to seven days, our pathologists 
return test results in three to four days. Moreover, better and more proximate 
communication with our pathologists, particularly in difficult cases, results in improved 
clinical diagnoses and outcomes for our patients. 

Eastern Shore Urology physicians always have immediate, often face-to-face 
access to our pathologists to discuss nuances in results and diagnoses, and to engage 
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the pathologist in the development of an appropriate plan of care for a particular patient. 
Because our pathologists would be part of our practice, they have access to the 
patient's complete medical record, previous biopsies and clinical history, and they even 
can review the slides with the treating physician in person. The treating physician and 
the pathologist then can - and do - track the effectiveness of the treatment plan and are 
able quickly to compare test results over a period of time, something that cannot easily 
be done, if at all, if a member of our practice is forced to rely on community or large 
commercial labs. Finally, our pathologists clearly are exercising their prerogative to 
affiliate with Eastern Shore Urology in an arrangement of their choosing, something that 
might be prohibited by changes to the purchased diagnostic tests rule or a narrowing of 
the Exception. 

With respect to diagnostic imaging, any narrowing of the Exception might impose 
limits on patient access to the very types of diagnostic imaging services that have 
become the standard of care in Maryland and throughout the United States by 
restricting or prohibiting non-radiologists from providing CT services to patients in the 
office setting. The rapid advance in CT technology, followed by a reduction in 
acquisition and installation costs, makes it possible for patients to avoid the 
inconvenience of having to see multiple doctors to have CT services performed outside 
of their own doctor's offices. This technology, once considered expensive, cumbersome 
and difficult to use, has advanced into available, affordable and indeed indispensable 
patient diagnostic tools. As a result, we have incorporated CT technology into our 
practice to provide more effective and cost efficient diagnosis and treatment to our 
patients. It is important to note that no matter where a Maryland patient goes for his or 
her MRI or CT scan, the actual images will be taken by trained technicians who are 
licensed by the Maryland Board of Physicians using the appropriate imaging 
technology, and a radiolosist will read and interpret the images. There is, therefore, no 
clinical, quality of care reason to restrict the definition of in-office ancillary services so as 
to eliminate our ability to furnish state-of-the-art diagnostic imaging services in a setting 
that is most convenient for our patients and is most efficient with respect to our ability to 
make a diagnosis. 

The changes suggested by the Proposed Rule, and the nature of the comments 
solicited with respect to the Exception, go far beyond what is necessary to protect the 
Medicare program from fraud and abuse and to ensure patient care. The Exception as 
currently interpreted and applied recognizes that certain employment and contractual 
relationships among physicians are beneficial to patients and strike the appropriate 
public policy balance between the prophylactic prohibition on self-referrals and the 
recognition that certain arrangements not only are appropriate, but also are necessary 
to enhance the efficient provision of quality health care. 
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Conseq~~ently, if the Exception is narrowed in any meaningful way, particularly in 
a manner that limits the types of ancillary services that can be provided pursuant to the 
Exception or that restricts the ability of physicians or groups to furnish services in the 
"same building," 42 U.S.C. § 1395nn(b)(2)(A)(ii)(l), the manner in which the physicians 
of Eastern Shore Urology practice medicine will be severely impacted, and the quality 
and convenience of care that we provide to our patients will be significantly 
compromised. The practical effect would be to restrict access for our patients to routine 
medical procedures that have become the standard of care throughout the country. 
Implementation of the proposed changes to the purchased diagnostic test rules would 
have a similar effect by limiting our ability to provide such services with anything but full- 
time employees. Both potential changes would create an unjustified monopoly for 
particular physician specialties to the detriment of patient access and care. 

Thank you again for the opportunity to submit these comments on the Proposed 
Rule. 

Christopher L Runz, D.O. 
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August 30.2007 

Leslie V. Norwalk, Esq. 
Acting Administrator 
Centers for Medicare and Medicaid Services 
PO Box 801 1 
Baltimore, MD 21 244-1 850 

RE: CMS-1385-P [PAYMENT CHANGES FOR PHYSICIAN SERVICES IN 20081 

Dear Ms. Norwalk: 

The Pennsylvania Orthopaedic Society (POS) appreciates the opportunity to review some of CMS' 
decision-making process as it contemplates changes to the "Stark" self-referral regulations. While 
CMS does not make specific proposals with regard to some of the self-referral provisions, we would 
like to submit comments and clarifications. 

ANTI-MARKUP PROVISION 

The fiscal and ethical integrity of the Medicare program is a goal shared by all those who participate 
in it. The POS believes, however, that the proposed "anti-markup" provision is inherently unfair and 
unreasonably interferes with existing business relationships. We believe orthopaedic practices should 
have the freedom to either hire in-house professionals or contract with other practices to perform 
services without fear of financial penalty. We further believe there is little substantive distinction 
between the two business relationships, and therefore, there should be no reimbursement differential. 

IN-OFFICE ANCILLARY EXCEPTION 

The POS strongly believes that since physicians have plenary licenses and the authority to supervise 
and control physical therapy (PT), they should have the right to provide physical therapy services in 
their offices by employing PTs. Our member orthopaedic surgeons report demonstrable patient care 
advantages to in-office PT and other services, such as improved communication because patients, 
PTs and surgeons can all gather in same room to discuss diagnosis and treatment options. Surveys 
show patients, particularly the elderly or infirmed, prefer the convenience of one-stop orthopaedic 
and PT care. 



In addition, we strongly challenge some of the characterizations articulated in this section of the 
proposed rule. CMS refers to "hundreds of letters from physical therapists and occupational therapists 
that the in-office ancillary services exception encourages physicians to create physical and 
occupational therapy practices." CMS does not elaborate any further on the propriety or harm of this 
activity. The advantages of physician owned physical and occupational therapy practices to 
physicians, therapists and, most importantly, patients are well understood. These practices give 
patients more places to choose from to get physical therapy services. In some cases, it may be more 
convenient for patients to obtain therapy at their physicians' offices than have to travel somewhere 
else to get them. In addition, some patients may feel more comfortable knowing that their therapists 
and physicians are working together at the same location. 

Finally, POS submits the limitation of physical therapy services in orthopedic surgeon practices 
unnecessarily advances the interests of physical therapists and improperly limits orthopaedic 
surgeons' ability to compete with PTs. Every year, OIG inquires about new potential safe harbor 
regulations, focusing on arrangements that do not negatively affect a number of issues including, 
cost, competition, quality and utilization. Eliminating or restricting PT in orthopaedic surgeon practices 
limits competition and is directly contrary to OIG's longstanding principles. 

Further, the benefits of market competition were also acknowledged more recently in a joint report 
issued by the Federal Trade Commission (FTC) and the Department of Justice (DOJ) entitled 
"Improving Health Care: A Dose of Competition". This report, based on a two-year study of the role of 
competition in the health care marketplace, concludes that "vigorous competition promotes the 
delivery of high quality, cost-effective health care" by lowering prices and promoting quality and 
innovation resulting in, among other things, "treatments offered in a manner and location consumers 
desire." With respect to ASCs in particular, the FTC and DOJ concluded that ASCs "had a number of 
beneficial consequences for consumers," such as improved technology, a non-institutional, friendly 
environment and "more convenient locations, shorter wait times, and lower coinsurance than a 
hospital department." In commenting on the effect competition has on hospitals ability to provide 
certain services, the report stated: 

Competition has a number of effects on hospitals, including the potential 
to improve quality and lower costs. Competition will also undermine the 
ability of hospitals to engage in cross-subsidization, however. To address 
this issue, Congress and state legislatures should consider whether direct 
subsidies for desired conduct are advisable. 

The POS opposes any rule change that would inhibit our members' abilities to provide in-office 
ancillary services. 

ALTERNATIVE CRITERIA FOR SATISFYING CERTAIN EXCEPTIONS 

The POS commends CMS on its attempt to bring rationality to the strict enforcement of inadvertent 
form violations of the self-referral regulations. We do, however, believe that CMS should amend the 
proposal so as not to be so unilateral on the part of CMS. We believe that CMS can preserve its 
authority, while simultaneously ensuring that those that are subjected to this rule and exception are 
able to access the benefits of it. 

The Pennsylvania Orthopaedic Society again thanks you for the opportunity to review and comment 
on the CMS' decision-making process as it contemplates changes to the "Stark" self-referral 
regulations. 

Sincerely, 

Charles D. Hummer Ill, MD 
President 
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VIA FEDERAL EXPRESS 

Herb Kuhn 
Acting Deputy Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Mail Stop C4-26-05 
7500 Security Blvd. 
Baltimore, MD 21244-1 850 

Re: CMS-1385-P; Comments on Medicare Program; Proposed Revisions to 
Payment Policies Under the Physician Fee Schedule, and Other Part B 
Payment Policies for CY 2008; Proposed Revisions to the Payment 
Policies of Ambulance Services Under the Ambulance Fee Schedule 
for CY 2008; and the Proposed Elimination of the E-Prescribing 
Exemption for Computer-Generated Facsimile Transmissions; 
Proposed Rule 

Dear Acting Deputy Administrator Kuhn: 

I am a urologist who practices in the State of Maryland as a member of Eastern 
Shore Urology Associates, P.A. ("Eastern Shore Urology"). Eastern Shore Urology, is 
comprised of 5 physicians serving 5 counties on the eastern shore of Maryland. 
Collectively, we care for over 15,000 Maryland patients every year. Physicians in our 
practice specialize in both general adult and pediatric urologic care. We also provide 
specialized care in advanced laparoscopy, incontinence and infertility. I personally care 
for over 2,500 patients a year. The physicians of Eastern Shore Urology are dedicated 
to furnishing the highest quality of medical and surgical urologic care in the State of 
Maryland, with a full range of services provided in a convenient, comfortable, supportive 
and patient-friendly setting. 

As a Maryland urologist, I thank you for the opportunity to comment on the 
Proposed Rule, published by the Centers for Medicare & Medicaid Services ("CMS") on 

-July 12,2007. 72 Fed. Reg. 38122 (July 12,2007). Although I commend CMS on 
its continuing efforts to develop clear and comprehensive regulations that implement the 
Stark Law, I write to express my concerns about the changes contained in the Proposed 
Rule and the nature of the Preamble discussion with respect to the in-office ancillary 
services exception (the "Exception"). 42 U.S.C. 5 1395nn(b)(2)(A). Let me begin by 
saying that I do not think that changes to the Exception are necessary to protect against 
program or patient abuse. In fact, any narrowing of the Exception, or the 
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implementation of the changes to the reassignment and anti-markup provisions of the 
purchased diagnostic tests rule that are contained in the Proposed Rule, 72 Fed. Reg. 
at 38225, 38229, would have a deleterious effect on the health care community 
generally and on the quality and availability of patient care services offered by Eastern 
Shore Urology in particular. 

The physicians at Eastern Shore Urology take pride in furnishing the very best in 
quality patient care in a manner that maxirrrizes patient convenience. The care that we 
provide is enhanced by our current ability to furnish diagnostic services in our offices. 

The ability of physicians to affiliate with pathologists allows practices such as 
ours to identify and work with highly qualified and trained specialists with whom we are 
familiar and whose work product we trust. This, to us, is critical to our ability to furnish 
the highest quality care to our Maryland patients. Because we at Eastern Shore 
Urology know and would personally select the pathologists with whom we would work 
based on their outstanding credentials, our present ability to practice with pathologists 
of our choosing provides for a considerably and consistently higher quality of care. 
They have, in essence, developed a subspecialty in prostate-related diagnoses, have a 
special interest in prostate pathology and have become experts at reading prostate 
slides. They are better able, for example, to identify true prostrate cancer from benign 
tissue and prostate cancer mimickers, thereby reducing "false positives" and saving our 
patients unnecessary anxiety and cancer treatments. As such, we know and trust the 
consistency and quality of their reads, which is not something we could do if we are 
forced by changes in the Exception or the purchased diagnostic tests rule no longer to 
provide pathology services in the office setting and to send our prostate slides to large 
hospital-based or commercial labs. Under such circumstances, we would have no idea 
who is reading the slide; what that person's credentials are; the nature of the person's 
expertise or training; or whether that person has read one prostate slide or 1,000 
prostate slides. 

Because we would work together with our pathologists on a daily basis, the 
means by which we communicate and discuss test results and prepare written reports 
have become standardized, thereby increasing the efficiency of our practice and our 
ability rapidly to deliver diagnoses to our anxiously waiting patients. In fact, whereas the 
' national average for turning around test results is five to seven days, our pathologists 
return test results in three to four days. Moreover, better and more proximate 
communication with our pathologists, particularly in difficult cases, results in improved 
clinical diagnoses and outcomes for our patients. 

Eastern Shore Urology physicians always have immediate, often face-to-face 
access to our pathologists to discuss nuances in results and diagnoses, and to engage 
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the pathologist in the development of an appropriate plan of care for a particular patient. 
Because our pathologists would be part of our practice, they have access to the 
patient's complete medical record, previous biopsies and clinical history, and they even 
can review the slides with the treating physician in person. The treating physician and 
the pathologist then can - and do - track the effectiveness of the treatment plan and are 
able quickly to compare test results over a period of time, something that cannot easily 
be done, if at all, if a member of our practice is forced to rely on community or large 
commercial labs. Finally, our pathologists clearly are exercising their prerogative to 
affiliate with Eastern Shore Urology in an arrangement of their choosing, something that 
might be prohibited by changes to the purchased diagnostic tests rule or a narrowing of 
the Exception. 

With respect to diagnostic imaging, any narrowing of the Exception might impose 
limits on patient access to the very types of diagnostic imaging services that have 
become the standard of care in Maryland and throughout the United States by 
restricting or prohibiting non-radiologists from providing CT services to patients in the 
office setting. The rapid advance in CT technology, followed by a reduction in 
acquisition and installation costs, makes it possible for patients to avoid the 
inconvenience of having to see multiple doctors to have CT services performed outside 
of their own doctor's offices. This technology, once considered expensive, cumbersome 
and difficult to use, has advanced into available, affordable and indeed indispensable 
patient diagnostic tools. As a result, we have incorporated CT technology into our 
practice to provide more effective and cost efficient diagnosis and treatment to our 
patients. It is important to note that no matter where a Maryland patient goes for his or 
her MRI or CT scan, the actual images will be taken by trained technicians who are 
licensed by the Maryland Board of Physicians using the appropriate imaging 
technology, and a radioloaist will read and interpret the images. There is, therefore, no 
clinical, quality of care reason to restrict the definition of in-office ancillary services so as 
to eliminate our ability to furnish state-of-the-art diagnostic imaging services in a setting 
that is most convenient for our patients and is most efficient with respect to our ability to 
make a diagnosis. 

The changes suggested by the Proposed Rule, and the nature of the comments 
solicited with respect to the Exception, go far beyond what is necessary to protect the 
Medicare program from fraud and abuse and to ensure patient care. The Exception as 
currently interpreted and applied recognizes that certain employment and contractual 
relationships among physicians are beneficial to patients and strike the appropriate 
public policy balance between the prophylactic prohibition on self-referrals and the 
recognition that certain arrangements not only are appropriate, but also are necessary 
to enhance the efficient provision of quality health care. 
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Consequently, if the Exception is narrowed in any meaningful way, particularly in 
a manner that limits the types of ancillary services that can be provided pursuant to the 
Exception or that restricts the ability of physicians or groups to furnish services in the 
"same building," 42 U.S.C. § 1395nn(b)(2)(A)(ii)(l), the manner in which the physicians 
of Eastern Shore Urology practice medicine will be severely impacted, and the quality 
and convenience of care that we provide to our patients will be significantly 
corr~promised. The practical effect would be to restrict access for our patients to routine 
medical procedures that have become the standard of care throughout the country. 
Implementation of the proposed changes to the purchased diagnostic test rules would 
have a similar effect by limiting our ability to provide such services with anything but full- 
time employees. Both potential changes would create an unjustified monopoly for 
particular physician specialties to the detriment of patient access and care. 

Thank you again for the opportunity to submit these comments on the Proposed 
Rule. 

Sincerely, 

M n :  G ~ @ k  J Fi Geral M.D. 























































































































San Diego Pathologists Medical Group, Inc. 
P.O. Box 880739, San Diego, CA 92168-0739 
Phone: 619 -325-8710 Fax 619-325-8731 

David J. Bylund, M.D. Sla womir T. Niewiadomski, M.D. Carla Stayboldt, M.D. 
Da n'd J. Francis, M. D. Bruce A. Robbins, M.D. William J. Watts, M.D. 
Nancy L. Harrison, M.D. Ralph M. Sfishido, M.D. TyZer P. Youngkin, M.D. 

August 27,2007 

Deoartment of Health and Human Senices 
P.O. Box 80 18 
Baltimore, MD 2 1244-80 18 
Attention: CMS- 1385-P 

Ref: Physician Self-Referral Provisions 

Thank you for the opportunity to submit comments on the Physician Self-Referral 
Provisions of CMS- 1385-P entitled "Medicare Program; Proposed Revisions to Payment 
Policies Under the Physician Fee Schedule for Calendar Year 2008." I am a board- 
certified pathologist and a member of the college of American Pathologists. I practice in 
San Diego, California as Part of a nine-member group practice in both a hospital and . 
independent laboratory setting. 

Specifically, I support the expansion of the anti-markup rule to purchased pathology 
interpretations and the exclusion of anatomic pathology from the in-office ancillary 
services exception to the Stark law. These revisions to the Medicare reassignment rule 
and physician self-referral provisions are necessary to eliminate financial self-interest in 
ciinical decision-making. 1 believe that physicians should not be able to profit from the 
provision of pathology services unless the physician is capable of personally performing 
UI sr.i;~r.;ising :he senlice. 

Opponents to these proposed changes assert that their captive pathology arrangements 
enhance patient care. I agree that the Medicare program should ensure that providers 
furnish care in the best interests of their patients, and, restrictions on physician self- 
referrals are an imperative program safeguard to ensure that clinical decisions are 
determined solely on the basis of quality. The proposed changes do not impact the 
availability or delivery of pathology services and are designed only to remove the 
financial conflict of interest that compromises the integrity of the Medicare program. 

Sincerely, 

Ralph M. Shishido, M.D. 



ERNEST0 BLANCO, M.D. 
GERALD W. GROWCOCK, M.D. 
F. STUART BROWNE, JR., M.D. 
KENNETH S. RUGH, M.D. 
ASHWANI KAPILA, M.D. 
WILLIAM T. SULLIVAN, M.D. 
ADAM V. RATNER, M.D. 
JOHN T. BOROWSKI, Y.D. 
GILBERT0 CADAVID, M.D. 
KENNETH D. WILLIAMS, M.D. 
JOSE L. ARBONA, M.D. 
JAMES D. LUTZ, M.D. 
PETER V. BERARDO, Y.D. 
JORGE A. VELEZ, M.D. 
MlLlSSA S. ALDRIDGE, M.D. 
KENNETH A. SANDOVAL, M.D. 
ANDREW E. AUBER, M.D. 
ANEESA MAJID, M.D. 
DALE R. NANCE, M.D. 
EDWARD 8. MEWBORNE, M.D. 
BARBARA M. SULLIVAN, M.D. 
JORGE VELEZ, M.D. 
BEATRIZ E. ESCOBAR, M.D. . . .  
CONSULTANT RADIOLOGISTS FOR: 
CHRISTUS SANTA ROSA HOSPITAL 
CHRISTUS SANTA ROSA CHllDRENS HOSPITAL 
CHRISTUS SANTA ROSA IMAGING CENTER 
CHRISTUS SANTA ROSA MEDICAL CENTER 
METROPOLITAN METHODIST HOSPITAL 
SOUTH TEXAS REGIONAL MEDICAL CENTER 

ADVANCED MEDICAL 
IMAGING CENTERS 
CROWN YR 
CROWN INTERVEHTlONAL 
5282 MEDICAL DRIVE. #I80 
SAN ANTONIO. TX 78229 
TEL. (210) 6172640 
FAX (210) 617 2641 

MEDICAL CENTER 
SANTA ROSA NORTHWEST, TOWER I 
2829 BABCOCK. 1215 
SAN ANTONIO, TX 78229 
TEL. (210) 614 3236 
FAX (210) 614 3237 

VILLAGE DRIVE 
8500 VILLAGE DR.. XI02 
SAN ANTONIO. TX 78217 
TEL. (210) 564 2570 
FAX (210) 637 5685 

NORTHEAST 
12602 TOEPPERWEIN RD., XlOl 
SAN ANTONIO. TX 78233 
TEL. (210) 564 1560 
FAX (210) 564 1561 

SOUTHSIDE 
7333 BARLITE. d200 
SAN ANTONIO. TX 78224 
TEL. (210) 932 58CQ 
FAX (210) 932 5801 

STONE OAK 
540 OAK CENTRE DRIVE. 11W 
SAN ANTONIO. TX 78258 
TEL. (210) 402 6747 
FAX (210) 402 6757 

BOERNE 
114 TRADE AVENUE 
BOERNE. TX 78006 
TEL. (830) 249 4672 
FAX (830) 249 7032 

BUSINESS OFFICE 
MOO PIEDRAS SOUTH 
SUITE 2 W  
P.O. BOX 101500 
SAN ANTONIO, TX 78201 
TEL. (210) 733 44W 
FAX (210) 733 4401 

R A D I O L O G Y  A S S O C I A T E S  
O F  S A N  A N T O N I O ,  P . A .  

DIPLOMATES AMERICAN BOARD OF RADIOLOGY 
AFFILIATES OF THE RADIOLOGY NETWORK OF TEXAS 

August 3 1,2007 

CMS 

RE: Comments on New STARK and NON STARK Regulations 
regarding Radiology 

To Whom It May Concern, 

Stark Proposal: 
Changes to Reassignment and Physician Self-Referral Rules Relating to 
Diagnostic Tests (Anti Mark up Provision) 
We absolutely agree that the use of a centralized operation that does become 
an integrated part of the physician's practice is in direct conflict with Stark. 
If the supplier is required to be a full time employee of the billing entity, the 
physicians would have to integrate the service into their own individual or 
group practice and that is the intent of the regulation. The current regulations 
allow for an outside service that is provided for the purpose of siphoning 
additional money out of an already under funded payment system. 

The same is true if you allow a mark up on professional services. What is the 
purpose of this markup? It has no legitimate purpose unless additional 
services are provided and, unless the additional services involve professional 
services, then they should be covered by a separate contract between the two 
parties and not be billed to the Medicare system. 

Burden of Proof where claim is denied based on Prohibited Referral 
This provision is appropriate as long as there is reasonable cause to believe 
that the claim is for a Prohibited Referral so that the carrier cannot arbitrarily 
deny the claim. 'This would create substantial new costs for the healthcare 
provider and the CMS. 

Restriction on Unit of Service Payments in Space and Equipment Leases 
If a practice is integrating the DHS into their own service, this includes 
accepting risk for the services they are willing to provide. The per-click 
arrangement is nothing more than a scheme to make a profit. Part of the risk 
associated with providing a service is the risk that you must NEED enough of 
that service to pay for the investment. The ability to provide it on a per-click 
basis guarantees a profit on it and provides the security to perform as many 
of these cases as possible without risk because each one is profitable. I 
realize that taking the full risk also potentially drives over utilization but the 
service must be a sufficient part of the physician's practice to make them 
want to fund the risk and integrate it into their practice. The per-click 
arrangement makes it easy to provide this as a side-line money maker that is 
not integrated into the practice which is in the face of Stark's intention. 
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Medicare 

Submitter  : Mr. John Shliapa 

Organization : South County Physical Therapy 

Category : Other Health C a r e  Professional 

Issue AreasIComments 

GENERAL 

Date & Time: 08/27/2007 

GENERAL 

Dear Sir or Madam: 

My name is John Shliapa and I am employed by South County Physical Therapy in Auburn, MA. I do clinical work in 
the clinic for approximately 15-20 hours a week and work in a secondary school for approximately 20-25. I attended 
Northeastern University where my education consisted of cooperative education, clinical rotations, as well as a intense 
curriculum. I earned a Bachelor of Science in Athletic Training and am now certified by the National Athletic Trainers 
Association Board of Certification. 

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 facilities proposed in 1385-P. 

While I am conceined that these proposed changes to the hospital Conditions of Participation have not received the 
proper and usual vetting, 1 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 
seivices 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, especially those in rural areas, 
to further restrict their ability to receive those services. The flexible current standards of staffing 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 professionaIs that are tasked with overseeing the day-to- 
day health care needs of their patients. I respectfully request that you withdraw the proposed changes related to 
hospitals, lural clinics, and any Medicare Part A or B hospital or rehabilitation faciIity. 

Sincerely, 

John Shliapa, ATC 

https://aiinscins.fda.gov:8443/cmsView/docdispatchserv?errorqage=/ErrorPage.jsp&r - object - id=090f3dd ... 9/4/200i 



Sean Cox, RPT/owner.* Bret McGuire, RFl7owner 
Brent L t e q  RPT Scott MameI, RPT ~ o d  MdarIin, RPT Anissa McGuire, RPT 

We& Schaffitzel, Rm, CHT Audra Steii-k, PT ErinHeman, ATC 
Colleen Caton, OTR bbyn b r t h ,  MA - 

wwrrv.ptsummtt.com 

August 28.2007 

Mr. Kerry N. Weenis 
Adnlinistrator - Designate 
Centers fix Medicare and Medicaid Services 
I1.S. [Iepartment of Ilealth and I4unia1i Services 
Attention: CMS - 1385 -P 
P.0: Box 80 1 8 
BaI timore, MD 2 1244-801 8 

Physician Self-Referral I s s ~ ~ e s  

[>car Mr. Weems: 

My nanie is Natalie Young and I am a Physical Therapist Assistant at Sun~niit Physical 
'l'lierapy in Catoosa, OK. I have been practicing for four years at Summit 1'11ysical 
'l'licrapy . 

I am writing today to express my opinion concerning the July 12 proposed 2008 
physician fee schedule rule. The issue I an1 most concerned with is our Medicarei 
Mcdicaid patients who budget due to low income and have to choose a physical therapy 
clinic that is closer to home for them. On many occasions, MedicareIMedicaid patients 
have told me that they were first requested to perform their therapy at a "Physician 
owned clinic." Only when the patient says he can not afford to drive to 'l'ulsa three times 
a week. are other clinics or options offered. 

1 work ~t a sniall 1'1' cIinic and feel we lose rnany referrals due to this type or  prac~ice. 
Physician direct supervision is not needed to administer physical therapy services. In 
fact, an increasing number of physician-owned physical therapy clinics are using the 
rcassigniiient of benefits laws to collect payment in order to cjrcumvcnt "incident-to" 
requirenienls. 

In closing I would like to thank you for your time and consideration of my comments. 

Sinccrel y. 

Natalie Young. PTA 

i 

.C~AREMOREOFR$E CATWSA OFFICE , PEDIAT~C THH(AP$ES 
1110 W. Will Rqgers Blvd. Uammqre, OK 74017 18.75 N. Hwy. 66 P.O. Bax 385- ~ a b m a ~ ' 0 ~  74015 181QM. Slwx, W t e . B * ~ , 0 1 C 7 4 0 1 7  

(918) 342-3808 FAX (918) 342-3900 (9l.8) 256-620Q FAX (918) 266-6206- , (91s) 341+343 *;FAX @a) 341-8687 
E-mail: daremoredinic@ptsummit.mm &mail: ca~dinlc@ptsummit.am E-WI: pedlabf-mobn 

P - -  - 



Phvsician Self-Referral Issues 

Address to: 

Subject: 

Mr. Kerry N. Weems 
Administrator - Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-13 85-P 
P.O. Box 801 8 
Baltimore, MD 2 1244-80 1 8. 

Medicare Program; Proposed Revisions to Payment Policies under 
the Physician Fee Schedule, and Other Part B Payment Policies for 
CY 2008; Proposed Rule 

My name is Kelly Swan and I'm an Assistant Physical 
Therapist. I have practiced in an out-patient facility for 3 
years. 

I would like to comment on the July 12 proposed 2008 
physician fee schedule rule, specifically the issue surrounding 
physician self-referral and the "in-office ancillary services" 
exception. I wish to bring notification to several topics of 
concern. Patients should never be directed away from 
appropriate health care to profit a physician-owned facility. 
Patients have been and are being redirected from local clinics 
for false reasons by physicians to benefit personally owned 
facilities. Patients should be provided a choice of appropriate 
healthcare according to their diagnosis, location, and status. I 
support the removal of physician-owned PT facilities under the 
in-office ancillary exception to help protect patient care. 

Key Points: 
Abuse and over use of physical therapy services with 
patients. 
Inconveniencing patients by clinic location, cost for 
driving, and reducing healthcare choices. 

Sincerely, Kelly Swan 



Physician Self-Referral Issues 

Address to: 

From: 

Subject: 

Mr. Kerry N.  Weenis 
Administrator - Designate 
Centers for Medicare and Medicaid Services 
U.S. Departnicnt of tiealth and Hunian Services 
Attention: CMS-1385-P 
P.O. Box 80 18 
Baltiniore. MD 2 1244-80 1 8. 

Melissa Havenstrite, fiR and Payroll Coordinator 
Summit I'hysical Therapy 
1 1  10 W. Will Kogers Blvd. 
C'larcmorc, OK 740 1 7 

Medicare Program; Proposed Revisions to Paymcnt Policics undcr 
the Physician Fee Schedule. and Other Part B f'aynicnt Policics fix 
CY 2008; Proposed Rule 

1 have worked for Summit Physical Therapy for 2.5 years and 
hold a bachelor degree in Business Administration. Summit 
Physical Therapy has three clinics which serve Rogers County 
within Northeast Oklahoma. 

I would like to comment on the July 12 proposed 2008 
physician fee schedule rule, specifically the issue surrounding 
physician self-referral and the "in-office ancillary set~ices" 
exception. The physician self-referral issue sets the stage for 
fraud and abuse, higher insurance premiums, while at the 
same time taking away the patients' control of their health 
care. 

Key Points: 
When a physician writes a prescription for medication 
there is no financial gain for the physician. However, a 
prescription written for physical/occupational therapy 
involves great financial gain to the physician when the 
patient is informed that the therapy must be 
administered only at the facility which the physician is 
associated with. The possibility for over-prescribing 
therapy exists when dealing this situation. 



I f  physical/occupation therapy is  being over-prescribed 
in order to financially benefit the physician this w i l l  
mean fraudulent claims being filed, insurance 
companies being taken advantage o f  which equals 
higher insurance premiums fo r  everyone to cover this 
abuse. 
Control over health care is being taken away f rom the 
patient and given to the physician. Allow me to give 
you a personal example: I have a friend who informed 
me three months ago that she would be having knee 
replacement surgery soon and that after recovery she 
would be visiting Summit Physical Therapy for  hcr 
prescribed therapy. Two months after her surgery I 
visited wi th  her and this is what she told me: After 
surgery her physician wrote a prescription for  physical 
therapy but  informed her that it M U S T  be administered 
at  the facility which he was associated with (which was 
in the same building as his medical office). She 
explained to h im that she knew the owners and staff at 
Summit Physical 'Therapy and would like to receive h e r  
therapy there. He  then became upset w i th  her and left 
room. The next day she received a phone call f rom the 
physician's office staff and they informed her that she 
was REQUIRED to see their physical therapist and 
could not go outside the physician's "medical group" 
fo r  physical therapy. She reluctantly began and 
finished her physical therapy at the facility she was told 
she MUST go to. As a society how can we allow this to 
continue? 

Thank you for  your time. 



Sean Cox, RPTIowner Bret McGuire, RPTIowner 
Kym Claborn, M.S., CCC-SLP Mona Horn, M.S., CCC-SLP 

Debbie McCoIIum, OTRIL Anissa McGuire, RPT Allison Redick, O T R  
Anita Sen-Fields, OTR/L Pam Stanfield, R P T  Rachel Woodward, RPT, M S  

Mr. Kerry Weems 
Administrator-Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 
PO Box 80 18 
Baltimore, MD 2 1244-801 8 

Subject: Medicare Program; Proposed Revisions to payment Policies under the 
Physician Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed Rule 

As a speech pathologist, I have treated with many good and excellent physical therapists. 
I believe that the only way to find an excellent therapist is to ask someone from a 
different discipline. Therapists don't usually observe each other, so it is through co- 
treating that we all gain a knowledge and respect of whom is a good therapist and who is 
a great therapist. I can recommend many speech pathologists that 1 think that are great 
but how do I really know-I haven't seen them in treatment. By contrast, I can 
recommend many excellent physical and occupational therapists because I have worked 
closely with them over the past 15 years. 

Therefore, when my father needed a physical therapist last year, I had a definite opinion 
on who he should see and where he should go. However, his physician referred him to a 
"colleague". I do not believe that my father received substandard care by any means; 
however, I do believe that his request to see a physical therapist that specialized in his 
area of need should have been honored instead of being referred to a physical therapist 
that worked with his doctor. 

The fact remains that excluding physical therapy from the "in-office ancillary services" 
that physicians provide does not allow patients to seek out the best possible care for 
themselves. There is also a concern that the treatment these patients receive can be 
dictated by the financial gains of the providers instead of the treatment needs being 
determined by an unbiased, licensed physical therapist. 

Again, I do not believe that my father received substandard care, but I do not believe that 
he received that best possible care that he could have if he would have been able to 
choose where he received physical therapy. He continues to have pain but his response to 
my encouragement to talk to his doctor about it is "Why bother?" Is that really the 
impression that a physical therapist wants to leave? 

Sincerely, 
Kym Claborn, M.S., CCC-SLP 

PEDIATRIC THERAPIES CLAREMORE OFFICE CATOOSA OFFICE 
1810 N. Sioux, Suite B aaremore, OK 74017 1110 W. Will Rogers Blvd. Claremore, OK 74017 1875 N. Hwy. 66 P.O. Box 385 Catoosa, OK 74015 
(918) 3414343 FAX (918) 341-8687 (918) 342-3800 FAX (918) 342-3900 (918) 266-6200 FAX (918) 266-6206 

E-mail: pediatrictherapies@ptsummit.com E-mail: claremored~nic@ptsummit.com E-mail: catoosadinic@ptsummit.com 
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Pamela Stanfield, PT 
726 Winter Lane 
Claremore, OK 7401 7 

Mr. Kerry N. Weems 
Administrator - Designate 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 
P.O. Box 8018 
Baltimore, MD 21244-801 8 

RE: Phvsician Self-referral h u e s  

Dear Mr. Weems: 

I am a Physical Therapist currently employed at a private Physical Therapist owned outpatient clinic 
within the state of Oklahoma. I graduated with a Bachelor of Science degree in Physical Therapy from 
the Universrty of Texas Health Science Center in Dallas, Texas, in 1986. 1 have been employed in a 
variety of settings for 21 years and currently have a license to practice Physical Therapy in Oklahoma, 
Texas and Louisiana. 

I am wnting to comment on the July 12 proposed 2008 physician fee schedule rule, speulically the 
issue surrounding physician self-referral and the "in-office ancillary services" exception. During my 
years of practice I have witnessed the abusive nature of physician-owned physical therapy services. 
The "in-office ancillary services" exception is too broadly defined in the regulations that it facilitates the 
creation of abusive referral arrangements. We have wttnessed an increase in the number of physician- 
owned physical therapy practices which leads to fraud and abuse from refemng for the wrong reasons 
and over utilization of services. Because of Medicare referral requirements, physicians have a captive 
referral base of physical therapy patients in their offices. The physician's direct supervision is not 
needed to administer physical therapy services. In fact, an increasing number of physician-owned 
physical therapy clinics are using the reassignment of benefits laws to collect payment in order to 
circumvent "incident-to" requirements. 

I support physical therapy services removal from permitted services under the in- ancillary 
exception. I would like to thank you, Mr. Weerns, for your consideration on this matter. 

Sincerely, 

Pamela Stanfield. PT 
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Beth A. Cassody 
10140 E. Pin Oak Lane 
Claremore, OK 74019 

(91 8) 341-0889 (H) 

August 30,2007 

Mr. Kerry N. Weems 
Achhhator  - Designate 
Centem for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS- 1385-P 
P.O. Box 8018 
Baltimore, MD 21244-80 18. 

Medicare Program; Proposed Revisions to Payment Policies under the Physician Fee 
Schedule, and Other Part B Payment Policies for CY 2008; Proposed Rule 

Dear Mr. Weems: 

I am a physical therapist's assistant in Claremore, OK. 1 work for Summit Physical 
Therapy outpatient clinic. I have been a physical therapist's assistant for 5 years at 
clinic. 

I wish to comment on the July 12 proposed 2008 physician fee schedule rule, 
the issue surrouuding physician se l f - re fd  and the "in*ffice mci:llary services" 
exception. 

As a practicing therapist's assistance I would like to ask that /hs physical therapy 
be moved  h m  permitted services under the in-officc ancilliery exception. The 
this should be removed is because of the o c c m c e  of fraud and abuse this may 
and other loopholes. Also, this will cause an inconvenience for the patients we see 
clinic. Our commuuity is an outlying suburb to some of our patients practicing 
physich.  This would cause a h d p  for them to have to travel to the physician's 
ratha than obtain therapy in &iV hometown 

Sincerely, 

Beth A. Cassody, PTA U 



Sean Cox, RPT/owner Bret McGuire, RIT/owner 
Kym Claborn, M.S., CCC-SLP Mona Horn, M.S., CCC-SLP 

Debbie McCollurn, OTWL Anissa McGuire, RPT AUison Redick, OTR 
Anita Sen-Fields, OTR/L Pam Stanfield, RPT Rachel Woodward, RPT, MS 

ATTN: MR. KERRY N. WEEMS 
ADMINISTRATOR- DESIGNATE 

CEN'l'EIIS FOR MEIIICAKE AND R.lb~I>IC'AII) SERVICES 
IJS DEPARTMENT OF HEALTH AND HIJMAN SERVICES 
'4TTN: CMS-1385-P 
PO BOX 80 18 I 

BALTIMORE.MD 21 244-801 8 

Mr. Weems. 

I am a physical therapist working in a rural outpatient pediatric facilitq in C'laremorc. OK.  
1 have practiced in shilled nursing, home health. oi~tpntient, and neuro-rehabilitation 
settings. As well as practicing in phjsical therapy. my faiiiily and I have pai-ticipated in 
outpatient physical thcrap! services. As a professional in this ficld, I hakc a strong 
opinion to\vards wholwhom provides care to my family. 1 believe that every family 
deserves to choose who will be taking care of their loiled ones in a time of healing. 

I am writing in rcsponsc to the coniment on the July 12 proposcd 2008 fec scliedulc rule. 
specifically the issuc surrounding physician self-referral and the "in office ancitlarj. 
sert ices'' exception. In a tinie when healthcare and freedom are scrutini~ed in the United 
States. I feel that a change to\vard providing improved care is medically necessary for all 
involved. Financial feasibility or profit should not be thc driving factor in niq profession. 
1'hj.sicians are abusing their poucr as referring pr(o\ iders and harboring ignorance in our 
profession. 

In 'I'ulsa, OK there are two strong outpatient facilities ruii byorthopedic physicians. 
Patients receiving surgery or 01-thopedic care are encouraged to receive services at their 
facilities. At tliese i'acilities, protocols are widely used. This is an insult to niy profession 
and understanding of the healing art of' physical therapy. 

I am in full support for I'hysical therapy senjiccs removal from permitted ser\,iccs under 
the in-office ancillary exception. 

Rachel Wozdward, MP'I' 
1-icenscd Physical 'l'hcrapist 

PEDIATRIC THERAPIES CLAREMORE OFFICE CATOOSA OFFICE 
1810 N. Sioux, Suite I3 8 Claremore, OK 74017 1110 W. Will Rogers Blvd. 8 Claremore, OK 74017 1875 N. Hwy. 66 8 P.O. Box 385 Catoosa, OK 74015 
(918) 341-4343 FAX (918) 341-8687 (918) 342-3800 FAX (918) 342-3900 (918) 266-6200 FAX (918) 266-6206 

E-mail: pediatrictherapies@ptsummit.com E-mail: claremoreclinic@ptsummit.com E-mail: catoosadinic@ptsummit.com 



Sean Cox, RWIowner Bret McGuire, RW/owner 
Kym Claborn, M.S., CCC-SLP Mona Horn, M.S., CCC-SLP 

Debbie McCoIIum, OTWL Anissa McCuire, RPT Allison Redicb, OTR 
Anita Sen-Fields, OTR/L Pam Stanfield, RPT Rachel Woodward, RPT, M S  

ATTN: MR. KERRY N. WEEMS 

ADMINISTRATOR- DESlG NATE 

CENTERS FOR MEDICARE AND MEDICAID SERVICES 

US DEPARTMENT OF HEALTH AND HUMAN SERVICES 

ATTN: CMS-1385-P 

PO BOX 8018 

BALTIMORE,MD 21244-8018 

Mr. Weems, 

I am a physical therapy assistant working in a rural outpatient pediatric facility in Claremore, OK. I have 

practiced in skilled nursing, home health, outpatient, and neuro-rehabilitation settings. As well as 

practicing in physical therapy, my family and I have participated in outpatient physical therapy services. 

As a professional in this field, I have a strong opinion towards who/whom provides care to my family. I 

believe that every family deserves to choose who will be taking care of their loved ones in a time of 

healing. 

I am writing in response to the comment on the July 12 proposed 2008 fee schedule rule, specifically the 

issue surrounding physician self-referral and the "in office ancillary services" exception. In a time when 

healthcare and freedom are scrutinized in the United States, I feel that a change toward providing 

improved care is medically necessary for all involved. Financial feasibility or profit should not be the 

driving factor in my profession. Physicians are abusing their power as referring providers and harboring 

ignorance in our profession. 

In Tulsa, OK there are two strong outpatient facilities run by orthopedic physicians. Patients receiving 

surgery or orthopedic care are encouraged to receive services at their facilities. At these facilities, 

protocols are widely used. This is  an insult to my profession and understanding of the healing art of 

physical therapy. 

I am in full support for Physical therapy services removal from permitted services under the in-office 

ancillary exception. 

Licensed Physical ~ h e r a ~ ~ x s i s t a n t  

PEDIATRIC THERAPIES CLAREMORE OFFICE CATOOSA OFFICE 
1810 N. Sioux, Suite B Claremore, OK 74017 1110 W. Will Rogers Blvd. Claremore, OK 74017 1875 N. Hwy. 66 P.O. Box 385 Catoosa, OK 74015 
(918) 3414343 FAX (918) 341-8687 (918) 342-3800 FAX (918) 342-3900 (918) 266-6200 FAX (918) 266-6206 
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Phvsician Self-Referral Issue 

August 2 1.2007 

Mr. Kcrry N .  Weems 
Adnlinistratol.-Designate 
Centers for Medicare and Medicaid Services 
1I.S. Department of Wealth and Human Services 
Attention: CMS-1385-P 
I'.O.Box 8 0  8 
Baltil~lore. MI> 2 1244-801 8 

Mr. Weenls: , , 

My name is Dret McGuire and I am a doctor of physical therapy and co-owner ol' 
Summit Physical 'Therapy and Rehab in Claremore. Oklahoma. l'hc intent of this lcttcr i s  
to address the need to exclude physical and occupational therapy as a designated health 
service which is now permissible under the in-office ancillary exception ofthe federal 
sel I-referral laws. . 

Several years ago, physician-owned physical therapy practices prolil'cratcd in our area 
which has created several concerns not only from a standpoint ol' paticnt scrvice but also 
tiom a standpoint of potential abuse and fraud in our medical system. Below arc a 1i.w 
issues which we have seen as physician-owned physical therapy have been allowed to 
pro1 i lkrate under the current legislative environment: 

Our clinic is 30 - 40 minutes outside of a large metropolitan area. Since 
relaxation in the interpretation of the STARK laws, we have sccn lixcd-income 
medicare clients be required to bypass our hcility and drive 30 - 45 minutes one- 
'way to physician-owned clinics in the Tulsa region. 'I'hesc patients have not eben 
been given an option to attend one of our locally owned facilities. In f'act. some ' 

physicians. when asked if the patient can attend a local facility, put us in a 
negative light not because we have a poor- quality clinic hut to clearly steer the 
patient to their facility. In one conversation 1 had wl a physician groilp oflice 
manager, she said that in the physician's view. they owned the patient arid that 
we had no right to see the patient. This is simply not true as.this removes the 
patient from determining their own course of treatment. which 'can and sliould 
include an ability to choose to attend a facility which is inore convc~iicnt and 
better equipped to handle their needs within their own con~munity. 
When physicians are allowed to refer to their own clinic. an important chcck-and- 
balance is removed lion1 the already over-burdened medi,cal system. According 
to a CMS study, it is projected that by the year 2013, one in every 5 dollars spcnt 
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in the United States will be spent on healthcare. We silnply have to create a lcss 
burdensome healthcare system and the removal of a check-and-balance does not 
iniprove this efficiency. Referral to physician-owned hcilities creates an 
environment for potential abuse and fraud which decreases healthcare delivery 
efficiency. Previously. before physician-owned clinic proliferation, a patient was 
referred to physical therapy only when this service was indicalcd. C'urrcntly. due 
to the obvious financial incentives. physical therapy services may bc over- 
utilized. This is one reason why STARK was legislated in Lhc lirst placc. 
Many physician-owned physical thcrapy services utilize non-licensed physical 
therapists or physical thcrapy assistants to perform, and bill l'or. physical therapy 
scrviccs. Physical therapy services should only be provided tor by propcrlj 
trained and licensed physical therapists or physical therapy assistants. As a 
privately-owned facility, it is not only required but is our responsibility to ensure 
that a patient receive treatment only by a properly licensed physical therapy 
professional. [Jnder current legislation. physicians can utilize non-licensed staff 
for physical therapy service provision and billing. 

In short. the relaxed interpretation ofthe STARK laws has allowed for 
inefficiencies for the healthcare delivery system and has, in many cases. 
inconvenienced medicare beneficiaries by reducing access to locally owned phjsical 
and occupational therapy services. Although currently legal. these practices are also 
unethical as they do not place the patient's needs above the provider's needs. In Ic?ct. 
i t  does just the opposite. Some physician's might argue that a patient gets better care 
under his or her direct supervision within his own clinic. This simply is not the case 
as physical therapists are currently well and more appropriately trained to proc ide 
physical therapy services. 

Please understand, I do not intend to cast a negative shadow on all physicians who 
provide physical therapy services as this simply is not the case. There arc many uho  
provide care within excellent legal and ethical parameters and for this I am gratelill 
1 lowever. since the relaxation of the STARK interpretation, we have seen a continual 
downward spiral in how our local patients are being handled as i t  relates to acccss to 
physical and occilpational therapy services. In my opinion, removing physical and 
occupational therapy services as a designated health service will provide bettel- 
acccss of patients to highly trained physical and occupational therapy services as 
well as improve the efficiency of the healthcare delivery model. 

'l'hank you for your time regarding this matter. If you have any further questions. 
please do not hesitate to call me at 91 8-342-3800. 'I'hank you. 

~i ncercl yi? 



Robert Bode, D.O., F.A.C.C. 
Charles W. Cramer., M.D., F.A.C.C. 
Michael T. terry, M.D., F.A.C.C. 
Michael A. Graceffo, M.D., F.A.C.C. 

0 Heart Place 
The Future Of Cardiology Is Here 
A Profcss!onol Assocnrtlon managed by Cardiowscular Prourder Resources 

Steven P. Havard, M.D., F.A.C.C. Mark P. Teng, M.D., F.A.C.C. 
Vinit R. Lal, M.D., F.A.C.C. Steven J. Vignale, M.D., F.A.C.C. 
Stephen J. Lenhoff, M.D., F.C.P.S.A. Richard A. Wray, M.D., F.A.C.C. 
William H. Nesbitt, M.D. 

August 3 1,2007 

Leslie V. Nonvalk, Esq. 
Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
P.O. Box 801 8 
Baltimore, Maryland 2 1244-801 8 

RE: Docket Number & Title: CMS-1385-P - Revisions to Payment Policies Under 
the Physician Fee Schedule 

, Dear Ms. Nonvalk: 

I am writing to comment on certain portions of the recently proposed revisions to payment 
policies under the CMS Physician Fee Schedule. Specifically, I am concerned with the proposal to 
eliminate or otherwise restrict the establishment of "under arrangements" services that hospitals on 
occasion enter into with third parties, some of whom include physicians and physician practices. 
Within the proposed rule, CMS expresses longstanding concern about the "risk of overutilization." 
This concern has apparently increased as a result of "anecdotal reports of hospital and physician 
joint ventures." The author of the proposed rule claims to be unaware of any legitimate reason for 
the existence of these arrangements other than a profit motive by physicians. I am concerned that 
CMS would enact reforms in this area on the basis of nothing more than anecdotal reports and a 
general suspicion of profit as a corrupting influence in medicine. In fact, there exist many sound 
reasons for hospitals to enter into senice contracts with third parties, and especially with 
physicians. 

In addition, it is not necessary to enact such sweeping reforms on the basis of anecdotal 
reports when tools and data exist to study and document whether there arrangements indeed reflect 
any abuse of the CMS payment system. A systematic analysis would likely identify some types of 
arrangements and actual agreements that are indeed suspect and need to be reformed or otherwise 
abandoned; however, in other cases,- the participants in these "under arrangement" relationships 
will be able to demonstrate significant benefits to Medicare beneficiaries and the physicians and 
hospitals that serve them - including lower cost, improved access, more timely care and higher 
quality. 

I am concerned that the proposed rule may also have numerous unintended consequences. 
For example, in many instances of "under arrangement" service contracts, a hospital elects to 
purchase a service for its patients from a third party because it can do so at a lower cost or with 
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higher quality than it is able to do on its own. This is increasingly true as modem medicine 
becomes more specialized and capital intensive and general hospitals find it harder to maintain 
deep levels of expertise in all areas. In addition, many U.S. hospitals have low or negative profit 
margins and cannot afford to invest in the technology that will help them remain competitive on 
basic services. 

Rather than seeking to invalidate partnerships between hospitals and physicians, the 
opposite should happen. In many instances, it can make financial and clinical sense to partner 
with individuals or companies that can provide capital, shared risk, and operational expertise to a 
hospital striving to improve $ specialty services and programs. The fact that physicians can 
sometimes bring these resources to a hospital should not automatically exclude them as 
participants in these efforts. In fact, in many ways, physicians are ideal hospital partners and 
offer benefits to hospitals far beyond mere referral of patients - such as careful cost control and 
quality improvement expertise. Accordingly, I can see no qualitative difference between a well 
structured "under arrangement" contract that conforms to all fraud and abuse standards under the 
Anti-kickback statute and other programs that CMS and other government entities are supporting 
such as the various "gainsharing" and pay-for-performance initiatives. The essential task is to 
make sure that increased value is being delivered to Medicare beneficiaries in terms of cost and 
quality. 

It is clear that throughout the U.S., there are instances of both over and under-utilization 
of effective care. This is due to the well documented and widespread variation in hospital and 
physician practice patterns that are often random in nature. It also follows that much can be done 
to reduce the costs and simultaneously increase the quality of healthcare. However, the mere 
"risk of overutilization" is not sufficient grounds to enact the policy reform being proposed for 
"under arrangement" hospital relationships. In fact, adequate tools and data sources exist to 
create measures that will allow CMS policy to be created based on facts and not on suspicion of 
corruption and anecdotal reports. Eminent researchers in the field of Medicare claims analysis 
have also demonstrated that Medicare claims can be used to provide illness-adjusted, population 
based measures of resource inputs, use and Medicare spending for cohorts of Medicare patients. 
This research indicates that answers to important questions raised in the proposed rule are 
obtainable. Further, by having a hospital participate in sample surveys, CMS should be able to 
separate those hospital-physician relationships that are beneficial from those that serve no other 
purpose other than a transfer of profits from one party to another. 

I believe that in order to understand the true impact of "under arrangement" agreements 
for the provision of certain services, it would be appropriate for CMS to study the issue by 
availing itself of the tools and data described above. This will allow CMS to educate itself of 
benefits of the hospital-physician partnerships before enacting sweeping policy reforms. 
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