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August 31, 2009
Ms. Charlene Frizzera

Acting Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Hubert H. Humphrey Building

Room 445-G

200 Independence Avenue, SW

Washington, DC 20201

Re: 
CMS-1413-P: Proposed Rule for Revisions to Payment Policies under the Physician Fee

Schedule and Other Revisions to Part B for CY 2010 

Dear Administrator Frizzera, 


Kidney Care Partners is pleased to have the opportunity to provide the Centers for Medicare and Medicaid Services (CMS) with comments about the Proposed Rule for Revisions to Payment Policies under the Physician Fee Schedule and Other Revisions to Part B for Calendar Year (CY) 2010 (Proposed Rule).  See 74 Fed. Reg. 33520.  KCP is an alliance of members of the kidney care community that includes patient advocates, dialysis care professionals, providers, and manufacturers to improve the quality of care for individuals with both chronic kidney disease (CKD) and irreversible kidney failure, known as End Stage Renal Disease (ESRD).
  Overall, we are pleased with many aspects of the Proposed Rule.  However, we have concerns about the proposals to implement the new CKD patient education benefit established by Congress in the Medicare Improvements for Patients and Providers Act (MIPPA), as well as certain changes to the practice expense and consultation codes.  Specifically, we recommend that CMS:

· Maintain its Proposals Related to the Composite Rate and Drug Add-on Adjustment;

· Modify, as Described Below, the Kidney Disease Education Services Proposal To Ensure that Kidney Care Patients Can Receive these Important Services; 

· Maintain the Inclusion of ESRD Services on the List of Eligible Telehealth Services;

· Delay Implementation of its Practice Expense Proposals relating to Vascular Access Interventions for ESRD Patients or Exempt Free-Standing Vascular Access Centers from the Resulting Rate Reduction; and

· Address the Administrative Difficulties Associated with the Consultation Codes and Not Simply Eliminate Their Use.

I. 
CMS Should Maintain its Proposals Related to the Composite Rate and Drug Add-on Adjustment

KCP is pleased with the proposed modifications to the composite rate and drug add-on adjustment that recognize the 1.0 percent increase mandated by Congress and the elimination of the hospital differential.  We also strongly support the Agency’s recognition that the authorizing statute requires that the update to the drug add-on adjustment be “a positive or zero update.”  Consistent with our previous comments, we believe Congress intentionally used the phrase “annually increase” with reference to the drug add-on adjustment to avoid a negative adjustment.  Finally, we appreciate the stability the Agency proposes by maintaining the current case-mix adjustors.  Given that the shift to an expanded bundle is on the horizon, it is important to maintain consistency in the current composite rate by maintaining the existing adjustors.  We encourage the Agency to work closely with the kidney care community to adopt the appropriate case-mix adjustors for the expanded bundle to allow for a smooth transition between the two payment systems.

II. 
KCP Strongly Supports the Implementation of the new Kidney Disease Patient Education (KDE) Services, but Urges CMS To Modify the Proposal To Ensure that Kidney Care Patients Can Receive these Important Services

KCP has spent the past several years seeking to obtain coverage and reimbursement for education sessions for Medicare beneficiaries with chronic kidney disease.  We worked closely with Members of Congress to encourage the inclusion, and ultimately the passage, of such provisions in MIPPA.  KCP agrees that effective educational intervention is critical to informed decision-making, effective management of co-morbidities and uremic complications, and enhanced patient participation in their own health care.  We also agree that effective education has the potential to delay the onset of dialysis, resulting in improved quality of life and reduced costs to the Medicare program.  
KCP is especially pleased that CMS has proposed to implement this important new benefit in a manner that is consistent with many of our initial comments and recommendations to the Agency.  A patient-centered benefit that emphasizes core curricular components and provides an opportunity for evaluation will allow for the most effective educational intervention for individuals with kidney disease.  However, as noted below, we are concerned with some aspects of the proposed implementation plan and encourage the Agency to make the recommended changes to maximize its effectiveness.

A.
CMS Should Provide Additional Clarification Regarding Many of the Proposed Defined Terms

i. 
CMS Should Clarify that the Definition of KDE Services as “Face-to-Face” Includes Telehealth Services

Consistent with our previous comments, KCP supports and appreciates the Agency’s decision to define KDE services as requiring a “face-to-face” interaction.  As defined in the Proposed Rule, however, it is not clear whether “face-to-face” includes services provided through telehealth.  Telehealth services provide an especially important link between beneficiaries and educators/providers in rural communities and are in essence face-to-face.  Congress clearly contemplated that CMS design the benefit so that it is “tailored to meet the needs of the beneficiary involved,” see SSA 1861(ggg)(1)(C)(iii).  In addition, telehealth services have been recognized as constituting a face-to-face encounter in other contexts. See 67 Fed. Reg. 79988 (December 31, 2002) (recognizing the appropriateness of adding telehealth services where “equivalent to face-to-face delivery”).  Additionally, Congress in the Affordable Health Choices Act of 2009 (H.R. 3200) defines face-to-face encounters as including telehealth services for certifying patient eligibility for Home Health Care.  Therefore, KCP encourages the Agency to clarify in the Final Rule that qualified providers who provide the KDE benefit via telehealth are doing so in a manner that meets the face-to-face requirement of the definition of CKD education services.

ii. 
CMS Should Allow Providers to Bill Under the “Incident To” Rules to Ensure a Multi-Disciplinary Approach to the Educational Services

KCP urges CMS to allow other providers, including registered dietitians, social workers, and registered nurses, to provide kidney disease education under the “incident to” rules.  In the Proposed Rule, the Agency expressly recognizes that expertise in nutrition and diet, in the psychosocial aspects of kidney disease, and in caring for those with kidney disease is essential to providing high quality patient education.  See 74 Fed. Reg. 33618, 33674-33675 (July 13, 2009).  It is important to include clinical professionals with expertise in these areas because even though beneficiaries may in some cases have access to them through the Medical Nutrition Therapy benefit, the services that must be offered as part of the KDE benefit are different and tailored to meet the needs of individuals with chronic kidney disease.  At the same time, it remains an overarching imperative to ensure availability and appropriate access to this benefit.  Therefore, providers with expertise in these areas and with experience in meeting the needs of individuals with CKD should be permitted to provide such services.  

CMS has clarified on multiple occasions that a separately and independently listed benefit may be provided as an “incident to” service if doing so is consistent with the requirements of the authorizing statute and the implementing regulations.  In the Final Rule for the revised “incident to” provisions, the Agency specifically states:   

We realize, as did the Congress with the enactment of section 4541(b) of the [Balanced Budget Act], that many services--even those that are separately and independently listed--can be furnished as incident to services… [I]f a separately and independently listed service is provided as an incident to service, the specific requirements of that separately and independently listed service must be met…Accordingly, we decline to prohibit a separately and independently listed service from being rendered as an incident to service.  Instead, we reiterate that a separately and independently listed service need not meet the requirements of an incident to service.
66 Fed. Reg. 55268 (November 1, 2001). 

In the Proposed Rule, CMS relies on precedent in declining to allow “incident-to” provision under this benefit; however, it should not substitute those past decisions for the specific analysis it should conduct under MIPPA.  While rulemaking in another substantive domain may inform subsequent practice, it is not a “precedent final opinion[],” “order[],” or “statement[] of policy and interpretation.”  See 70 Fed. Reg. 37702 (June 30, 2005) (describing the precedential effect of CMS Rulings).  Nor does proper consideration of precedent require “mechanical…adherence to the latest decision.” Payne v. Tennessee, 501 U.S. 808, 828 (1991).  
Contrary to the statement in the Proposed Rule, Section 152(b) provides sufficient flexibility for applying the “incident to” rules.  Even though it provides a specific list of professionals who may provide the services, it does not indicate that the “incident to” rules should not apply.  Given the importance of nutrition and diet, psychosocial education, and addressing the specific needs of beneficiaries with kidney failure, it would seem to be inconsistent with the statutory intent to prohibit “incident to” billing if it would permit such services to be provided by those professionals with relevant expertise.  Under the Proposed Rule, there is no means for clinical professionals such as dietitians, social workers, and registered nurses to provide compensable KDE services unless it is under the “incident to” rules. KCP urges CMS to clarify that the CKD education benefit can be provided as an incident to service consistent with both Section 152(b) of MIPPA and this Final Rule. 


iii. 
CMS Should Clarify the Referral Requirement for Receiving 



Reimbursement to Include Referral by Any Qualified Provider 


To ensure appropriate access to this benefit, CMS should clarify the ability of any qualified provider to make an eligible referral.  As stated in the Proposed Rule, a covered beneficiary must “have been referred for such services by the physician managing the beneficiary’s kidney condition.”  74 Fed. Reg. at 33617 (emphasis added).  The level of care for many patients in the stages before kidney failure is often sub-optimal, however, and many individuals who are diagnosed with kidney failure have not been under the care of a single physician who has been “managing” their kidney disease per se.  KCP is concerned that, without clarification, a physician who has diagnosed the beneficiary’s CKD, but who has not technically “managed” the individual’s disease for some period of time, will be precluded from making an eligible referral.  Because Congress did not intend such a narrow result and because a beneficiary may need the educational services upon diagnosis of the disease, we recommend that CMS clarify that any provider who meets the definition of a qualified provider may make such a referral for purposes of a beneficiary qualifying for the KDE services. 

iv. 
CMS Should Require that Qualified Persons Are Board Certified in Nephrology or Have Two Years Experience in Treating Kidney Patients and Meet the Proposed Provider Qualification Standards

Pursuant to the Agency’s request for comments on specific education and experience requirements for the enumerated qualified persons, KCP strongly urges CMS to require that qualified persons be either (1) board certified in nephrology or (2) have at least two years of experience working with individuals with kidney disease.  Such a requirement would ensure that educators have the background and experience necessary to meet the needs of beneficiaries with kidney disease without imposing unnecessary barriers or administrative complexity.  Consistent with this recommendation, KCP also supports CMS’s proposal that qualified persons have the specific ability to explain the subjects enumerated in the Proposed Rule. 

v. 
CMS Should Define Covered Beneficiaries to Include Beneficiaries with at Least Stage IV CKD

KCP urges CMS to clarify that covered beneficiaries include those who are diagnosed with at least Stage IV chronic kidney disease and who will require dialysis or a kidney transplant.  We believe this interpretation is consistent with the intent of Congress to provide KDE services to Medicare beneficiaries who are diagnosed with kidney disease and must begin preparing immediately to receive dialysis or a transplant.  

Specifically, MIPPA states that KDE services should be provided to beneficiaries with “stage IV chronic kidney disease who, according to accepted clinical guidelines identified by the Secretary, will require dialysis or a kidney transplant.”  The Agency relies upon the National Kidney Foundation (NKF) Kidney Disease Outcomes Quality Initiative (KDOQI) for purposes of defining Stage IV.  Currently, the Proposed Rule would limit the covered beneficiaries to those diagnosed with Stage IV, ignoring those patients who have been categorized as Stage V (kidney failure) but have not yet started dialysis or received a transplant.  KCP urges CMS to modify the definition of covered beneficiaries to indicate that the beneficiary must be diagnosed with “at least” Stage IV kidney disease.

Congress clearly envisioned that defining Stage IV kidney disease might not be a precise process by requiring CMS to rely upon “accepted clinical guidelines.”  In addition, Congress also recognized that some beneficiaries could qualify for the benefit and be at a stage where dialysis or transplant were imminent because it added a limiting clause that disqualifies beneficiaries who are on dialysis or have received a transplant.  Only patients designated as Stage V would fall into this latter category.  The overriding objective of statutory construction is to effectuate statutory purpose.  See Brotherhood of Locomotive Engineers v. Atchison, T. & S.F.R.R., 516 U.S. 152, 157 (1996); General Dynamics Land Systems, Inc. v. Cline, 540 U.S. 581, 594-599 (2004). 

Consistent with the authority of MIPPA, CMS has identified the NKF KDOQI guidelines as the clinical guideline upon which it relies.  The NKF KDOQI guidelines are clear that they should not be used as definitive cut offs between stages.  Specifically, the NKF states:

Defining stages of chronic kidney disease requires ‘‘categorization’’ of continuous measures of kidney function, and the ‘‘cut-off levels’’ between stages are inherently arbitrary.  Nonetheless, staging of chronic kidney disease will facilitate application of clinical practice guidelines, clinical performance measures and quality improvement efforts to the evaluation, and management of chronic kidney disease.

National Kidney Foundation, KDOQI Clinical Practice Guidelines for Chronic Kidney Disease: Evaluation, Classification and Stratification. Am J Kidney Dis 39:S1-S266, S-47, 2002 (suppl 1).

The NKF KDOQI guidelines also acknowledge that “the level of GFR selected” for the definition of kidney failure (GFR <15 mL/min/1.73 m2) is “arbitrary and may need to be modified based on advances in kidney replacement therapy.”  Id. at S59.  Specifically, “not all individuals with GFR <15 mL/min/1.73 m2 or with signs and symptoms of kidney failure are treated by dialysis and transplantation.” Id.  In parallel, “Some patients may need dialysis or transplantation at GFR 
Thus, when applying these guidelines, which the KCP fully supports, CMS should not adopt a rigid approach, but rather recognize that beneficiaries in Stage IV and those beneficiaries in Stage V not yet receiving renal replacement therapy should be treated similarly for purposes of qualifying for the KDE services.  This approach would not open the floodgates to more beneficiaries than Congress envisioned, because of the limiting clause in the MIPPA text which requires the beneficiary to not yet have started dialysis or received a transplant.

C.  
KCP Supports the Proposed Content Requirements for KDE Services but Encourages CMS to Modify the Phrase “Vascular Access”

Overall, KCP agrees with the proposed content for KDE services and is pleased that CMS has recognized the importance of nutrition, psychosocial education and vascular access.  However, KCP is concerned that the term “vascular access” does not reflect the appropriate access for peritoneal dialysis (PD).  Through the Fistula First program, CMS has recognized the importance of educating patients about vascular access for hemodialysis (HD) and the importance of increasing the number of patients who start using AV fistulas.  However, patients who choose peritoneal dialysis as renal replacement therapy should ideally start renal replacement therapy with a healed PD catheter.As such, KCP encourages CMS to consider use of the phrase “dialysis access for both hemodialysis and peritoneal dialysis” to reflect the appropriate access for PD. 
D.
CMS Should Revise the Proposed Reimbursement Amount to Ensure an Accurate Comparison with the MNT Benefit 

KCP supports CMS’s decision to base payment on the MNT benefit.  However, CMS did not correctly match the time for the services: the KDE services delivered by the physician or other qualified person are for 60-minute sessions compared to the 15 minute service (30 minute for group) used to reimburse for the service delivered under the MNT benefit.  Consequently, CMS is proposing to reimburse a 60-minute KDE session at the same level as a 15-minute encounter under the MNT benefit.  CMS should calibrate the reimbursement amounts so that the times and the resulting total reimbursement rates are the same for KDE services and for the MNT benefit.  It seems inconceivable that the value of any qualified person’s time would be set at a level that is one-fourth the value of a nutritionist’s time.  KCP is concerned that unless this issue is resolved, reimbursement at this fractional level will provide neither adequate nor equitable reimbursement and this important benefit will fail to materialize.  
E. 
KCP Encourages CMS to Work Closely with the Kidney Care Community to Develop the Appropriate Topics for an Outcomes Assessment


KCP appreciates the Agency’s request for stakeholder comments to develop an effective and practicable outcome assessment.  KCP recommends that CMS include vascular access, anemia management, patient education awareness, health-related quality of life, and modality selection as the topics that would be evaluated under any outcomes assessment program for KDE services.  In addition, the assessment should be implemented in a flexible manner, including a schedule for implementation that takes into account the time necessary for providers to adopt a new assessment instrument.  KCP also encourages CMS to consider the importance of long-term follow-up and the adoption of incentives to encourage providers to undertake such assessment.  The assessment should also be standardized to allow for comparing quality improvement.  We would welcome the opportunity to meet with you to discuss the design specifications of an outcomes assessment system in more detail. 

F. 
CMS Should Clarify its Limitation on Payment to One Qualified Person per Day 

KCP is concerned that the language in the Proposed Rule addressing the possibility of dual-billing where KDE services are provided by more than one “qualified person” on the same day is stated too broadly.  As currently formulated, the Proposed Rule states that “payment should be made to only one qualified person on the same day for the same beneficiary,” which may be read to encompass other eligible services by qualified persons unrelated to the KDE benefit.  KCP urges CMS to clarify this limitation only applies to payments related to the KDE benefit. 

KCP is also concerned that the Proposed Rule language could be read to permit a single qualified person to receive payment for more than one education session per day, but it would not permit two different qualified persons to provide different sessions on the same day.  The flexibility to receive more than one KDE session per day can be important given the limited ability of many beneficiaries, and their families, to travel to sites of care.  It may also be appropriate, for example, for someone to receive a session related to dialysis modality from one qualified person and nutritional education from a different qualified person. When clarifying this language, we encourage CMS to remember the importance of providing beneficiaries with sufficient flexibility to allow the benefit to be tailored to meet their needs. 

III. 
KCP Strongly Supports the Inclusion of ESRD Services on the List of Eligible Telehealth Services


KCP is pleased that CMS proposes to add ESRD to the list of telehealth eligible services.  People with kidney failure may not always have easy access to dialysis facilities or providers.  Telehealth services can be especially important in rural areas.  Facilitating provider-patient interaction is extremely important to ensure the continuation of high quality care.  Telehealth services provide beneficiaries with the flexibility to interact with providers in a manner tailored to their needs. Therefore, we strongly support the expansion of telehealth eligible services proposed in this rule.

IV.  
CMS Should Delay Implementation of its Practice Expense Proposals relating to Vascular Access Interventions for ESRD Patients or Should Exempt Freestanding Vascular Access Centers from the Resulting Rate Reduction

For 2010, CMS is proposing to include data about physicians’ practice costs from a new survey, the Physician Practice Information Survey (PPIS), designed and conducted by the American Medical Association.  While this new methodology increases payments for primary care physicians, it does so by significantly reducing payments to others.  KCP is specifically concerned about the proposed 22.5 percent rate reduction to ESRD-related vascular access interventions in freestanding vascular access centers. While the intent of this proposal is to reduce costs, it will have unintended consequences: (1) increasing costs; (2) reducing quality; (3) lowering patient satisfaction; (4) reducing patient access to care; and (5) negatively impacting CMS’s fistula-first initiative.

To attain the vascular access goals set by CMS in its Fistula First program, it is important that beneficiaries have access to freestanding vascular access centers where these procedures are performed.  The proposed methodology change will have a negative economic impact on these dedicated facilities operated by physicians who specialize in vascular access.  The effect will be to restrict access to necessary medical care and require that care be obtained from facilities associated with a lower level of efficacy, efficiency, and patient satisfaction.  The net effect will be increased expense to Medicare and the risk of a lower quality of service.

KCP, therefore, recommends that CMS delay the implementation of this new methodology to ensure the new PPIS tool is accurate and representative of all physician services.  Continued review of the tool is especially important because physicians working in freestanding vascular access centers were not included in the survey.  If overall delay is impossible, KCP then urges the Agency to exempt freestanding vascular access centers from these rate reductions and allow them to bill using a modifier at the 2009 rate.  This slight modification would allow CMS to complete further analysis of the impact its proposal on freestanding vascular access centers and beneficiaries with kidney disease.
V. 
CMS Should Address the Administrative Difficulties Associated with the Consultation Codes and Not Simply Eliminate Their Use 

KCP is concerned that the Agency’s proposal to eliminate consultation codes will significantly restrict the ability of beneficiaries to receive medically appropriate specialty consultation services and urges CMS to withdraw this proposal.  While we appreciate that there have been administrative difficulties with documenting and paying for the codes, the Agency should address these problems directly rather than take the Draconian approach of prohibiting the use of the codes for billing purposes. Consultation with a specialty physician is often in the best interests of beneficiary health, quality of care, and the reduction of Medicare costs and medical errors through the identification and administration of a proper course of treatment.  These consultations serve a distinct purpose from E/M interactions and, thus, warrant a billing option that reflects this fact.  Thus, we encourage CMS to permit the use of these codes and to educate and work with physician specialty groups to resolve the documentation and payment problems. 

VI. 
Conclusion


We appreciate the opportunity to share our comments and recommendations with you.  Please do not hesitate to contact Heide Bajnrauh at 202-457-6468 if you would like to discuss them in detail or have any questions.

Sincerely,
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Kent Thiry

Chairman

Kidney Care Partners

Attachment A

Abbott Laboratories 

Affymax  

AMAG Pharmaceuticals

American Kidney Fund  

American Nephrology Nurses’ Association  

American Renal Associates, Inc. 

American Society of Diagnostic and Interventional Nephrology 

American Society of Nephrology  

American Society of Pediatric Nephrology  

Amgen 

Baxter Healthcare Corporation 

Board of Nephrology Examiners and Technology 

California Dialysis Council  

Centers for Dialysis Care  

DaVita, Inc.  

Dialysis Patient Citizens 

Fresenius Medical Care North America  

Fresenius Medical Care Renal Therapies Group 

Genzyme 

Kidney Care Council 

National Association of Nephrology Technicians and Technologists 

National Kidney Foundation  

National Renal Administrators Association  

Nephrology Nursing Certification Commission 

Northwest Kidney Centers 

NxStage Medical 

Renal Advantage Inc.  

Renal Physicians Association  

Renal Support Network  

Renal Ventures Management, LLC

Satellite Healthcare 

U.S. Renal Care  

Watson Pharma, Inc. 

� A list of members of Kidney Care Partners is included as Attachment A
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