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August 17, 2007

Dr. Steve Phurrough

Director, Coverage and Analysis Group

Centers for Medicare and Medicaid Services

Department of Health and Human Services

7500 Security Boulevard

Mail Stop C1-09-06

Baltimore, MD 21244

Re: 
July 20, 2007 Payment Policy on "Monitoring of Erythropoietin Stimulating Agents for 
Beneficiaries with End Stage Renal Disease"

Dear Dr. Phurrough, 


Kidney Care Partners (KCP) is pleased to have the opportunity to comment on the Centers for Medicare and Medicaid Services' (CMS) changes to its policy entitled "Monitoring of Erythropoietin Stimulating Agents (ESA) for Beneficiaries with End Stage Renal Disease" (the Policy) announced on July 20, 2007.  While we certainly appreciate the Agency's continued efforts to implement an appropriate policy to address proper ESA dosing for End Stage Renal Disease (ESRD) patients, KCP is concerned that these changes could result in adverse outcomes for Medicare beneficiaries.  Specifically, we recommend that CMS:

(1) clarify the Policy's language regarding the timeframe for use of the "ED" modifier when a patient's hematocrit level exceeds 39 percent (hemoglobin above 13g/dL); and

(2) consider an alternative approach that would require  providers to use the “GS” modifier on claims for patients whose hematocrit level exceeds 39 percent to indicate that the ESA dose has been appropriately reduced sequentially over a three-month period or face a 50 percent payment reduction; and

(3) replace the use of a "medically unbelievable" edit threshold for circumstances where a patient needs or requires more than 400,000 IUs of Epogen in one month with a more accurate medical necessity payment policy. 

We look forward to working with CMS to develop some revisions to the ESA Monitoring Policy that will continue to ensure access to safe and effective anemia treatment for ESRD patients.

I.
CMS Should Clarify the Policy's Timeframe for Reducing EPO Dosing for Patients Whose Hematocrit Level Exceeds 39 percent and Consider Requiring Appropriate, Sequential Reductions of EPO Doses for These Patients over a Three-Month Period

KCP seeks clarification of the Policy's language regarding the use of an "ED" modifier when a patient's hematocrit level exceeds 39 percent for an extended period of time and recommends that CMS revise the Policy to require a payment reduction only in cases where the ESA dose administered to a patient has not been an appropriate, sequential ESA dose reduction over a period of three months.  Under the current policy, Medicare contractors are instructed to monitor ESA claims when a patient's hematocrit level exceeds 39 percent, and providers are instructed to reduce the amount of the EPO dose given to the patient during the preceding month.   If the dose amount is reduced, the provider reports the claim with a "GS" modifier. If the dose amount is not reduced, the provider does not include the "GS" modifier and Medicare contractors reduce the dosage payable by 25 percent of the amount reported on the claim.  The Policy would add to this standard a mechanism triggered when a patient's hematocrit remains higher than 39 percent for a specified period of time.  According to testimony provided by Acting Administrator Leslie Norwalk at a hearing held by the House Committee on Ways and Means on June 26, 2007, KCP understood that this new mechanism would apply in circumstances where a patient's hematocrit level remained above 39 percent for more than three months.  We are concerned that the language of the Policy does not set out this standard as articulated by Ms. Norwalk.

The Policy explains that for payment of claims for ESRD patients receiving dialysis and reporting hematocrit levels of 39 percent for "3 or more consecutive billing cycles immediately prior to and including the current billing cycle," the ESA dose for which payment can be made is reduced by 50 percent of the reported dose.  In this case, an "ED" modifier should be reported on the claim, and the Medicare contractor will automatically reduce the payable EPO dose. For patients whose hematocrit level has exceeded 39 percent for "less than 3 consecutive billing cycles immediately prior to and including the current billing cycle," providers should include an "EE" modifier with the claim, and no changes will be made to the payable dose amount.  


KCP interprets this policy language to mean that the 50 percent reduction would occur during the third month that a patient's hematocrit level exceeds 39 percent, meaning the Policy's mechanism is actually triggered after the second month, rather than the third month as Ms. Norwalk indicated in her testimony.  KCP further interprets the language to mean that - even in cases when the EPO dose has been reduced by 50 percent in the third month in response to two consecutive months of a hematocrit level exceeding 39 percent - payment will be reduced by half.     KCP is very concerned about this change from what Ms. Norwalk explained during her testimony.  We are concerned that for some patients a two month period may not provide the time necessary to transition into the target hematocrit range, even with appropriate dose reductions.  As Ms. Norwalk acknowledged in her June 26 testimony, each ESRD patient responds differently to an EPO dose, and there may be high and/or low hematocrit level readings that occur as physicians

target the appropriate hematocrit range.  As such, it is important that CMS' ESA Monitoring Policy account for patient variability and allow sufficient time to adjust EPO doses as necessary to move patients to the target range, and we ask that this policy be clarified by the Agency.  
KCP recommends that CMS utilize an alternative approach to address ESA dosing that would require a sequential dose reduction over a three-month period for patients with a hematocrit level above 39 percent.  Similar to the current policy, this approach would require providers to use the “GS” or new modifier on claims for these patients to indicate that the ESA dose has been appropriately reduced from one month to the next over a three-month period. In cases where the dose is not sequentially reduced, the “GS” or new modifier would not be submitted with a claim, and the Medicare contractor would reduce the ESA dose for which payment can be made by 50 percent of the reported dose.  Providers would either sequentially reduce ESA dose amounts as appropriate for patients with a hematocrit level over 39 percent or, where a provider chooses not to reduce the dose, would experience a 50 percent reduction in payment for the ESA dose furnished to the patient. We believe this policy would allow CMS to effectively control ESA dosing behavior while maintaining an adequate reimbursement framework for providers treating ESRD patients on dialysis, and we urge CMS to consider this alternative to its Policy. 

II.
KCP Encourages CMS to Replace the Medically Unbelievable Standard with a More Accurate Payment Policy Based Upon Medical Necessity and Clarify Its Justification for Reducing the Threshold from 500,000 to 400,000 IUs of Epogen Per Month 

In the current ESA Monitoring Policy, CMS established a ceiling on the amount of Epogen (EPO) an ESRD patient could receive and have covered by the Medicare ESRD benefit.  CMS set this amount, commonly known as the "medically unbelievable" edit threshold, at 500,000 IUs per month for EPO and instructed Medicare contractors to return a claim to providers as a medically unbelievable error where the dosage on a claim exceeded this threshold.  The Policy announces a reduction in this medically unbelievable threshold for EPO from 500,000 to 400,000 IUs per month. 

First and foremost, KCP is concerned that CMS is improperly applying the medically unbelievable standard to establish a payment policy for use of ESAs on ESRD patients receiving dialysis.  The medically unbelievable standard is used in Medicare claims processing to identify instances where there is a keystroke error in the submission of a Medicare claim.  When a Medicare contractor returns a claim for being medically unbelievable, it is essentially saying that the dose reported is not clinically possible, and there is no appeal mechanism for claims rejected due to this standard. 
KCP believes that it may be inappropriate to classify ESA doses exceeding 400,000 IUs per month as medically unbelievable because such dosing may be clinically appropriate for some patients and submission of a claim for this amount may not be, in many cases, a simple keystroke error.  In establishing a threshold of 400,000 IUs per month, CMS is actually implementing a payment policy based upon its assessment of whether a certain dose amount is medically necessary for the treatment of a patient. As such, KCP recommends that CMS reformulate this policy to accurately reflect the 400,000 IU threshold as a medical necessity determination rather than a medically unbelievable threshold, which would also allow providers to utilize the traditional Medicare appeal process in cases where it may be clinically appropriate to provide a patient with an ESA dose that exceeds the 400,000 IU threshold. 

We are also concerned that the Policy does not provide a justification for the need to reduce the threshold or a clinical basis for CMS' selection of 400,000 IUs per month as the threshold amount.  KCP believes that the current threshold amount of 500,000 IUs per month has established a dosage ceiling that is not related to a reasoned medical necessity determination, and a further reduction to 400,000 is likely to impact patients where a dose of 400,000 or greater is clinically indicated.  We also believe that this policy change could negatively impact some patients and potentially disproportionately impact minority ESRD patients as USRDS data shows that African American patients require higher EPO doses. While there is no clinical research available on this specific threshold, we do know that some ESRD patients may require higher doses of EPO to achieve the same change in hematocrit level that typical patients achieve at a smaller dose.  As such, KCP suggests that CMS consider conducting a more specific study of the impact of reducing the medically unbelievable edit threshold below 500,000 IUs and whether such a policy is more likely to adversely impact treatment for members of certain patient communities before it moves forward with the threshold reduction.  

III.
Conclusion

KCP appreciates CMS' efforts to work with the kidney care community to develop a well-balanced and proper ESA Monitoring Policy for ESRD patients receiving dialysis, and we are committed to assisting CMS in implementing a policy that meets the needs of ESRD patients.  We hope that the Agency will pursue the Policy with an open dialogue and consider our comments to ensure patient access to effective and appropriate ESA treatment for anemia.  If we can provide CMS with any additional information that would be helpful during its consideration of the Policy, please do not hesitate to contact Piper Nieters Su at 202-457-6159.  

Sincerely,
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Edward R. Jones, MD

Chairman

Abbott Laboratories

AMAG Pharmaceuticals
American Kidney Fund

American Nephrology Nurses’ Association

American Regent, Inc.

American Renal Associates, Inc.

American Society of Pediatric Nephrology

Amgen

Board of Nephrology Examiners Nursing and Technicians
California Dialysis Council

Centers for Dialysis Care

DaVita, Inc.

DaVita Patient Citizens

Diversified Specialty Institutes

Fresenius Medical Care North America

Fresenius Medical Care Products and Hospital Group
Genzyme

Kidney Care Council

National Association of Nephrology Technicians and Technologists
National Kidney Foundation

National Renal Administrators Association

National Renal Alliance, LLC

Northwest Kidney Centers

Renal Advantage, Inc.

Renal Physician’s Association

Renal Support Network

Renal Ventures Management, LLC

Satellite Health Care

U.S. Renal Care

Watson Pharma, Inc
cc:
Dr. Barry Straube
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