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Thank you for the opportunity to speak today.  I am Allen Nissenson, a nephrologist and Chief Medical Officer for DaVita.  I have the privilege of speaking to you on behalf of Kidney Care Partners an organization unique  in American healthcare.  KCP is the voice of the entire kidney care community- patients and their advocates, dialysis facilities and providers, physicians, nurses, pharmaceutical companies and device manufacturers.  Our mission is to ensure that chronic kidney disease patients receive optimal, readily accessible care and lead long, fulfilling, high quality lives.

KCP would like to comment on 3 areas in the proposed rule of particular concern because if implemented they will seriously harm patients.  

First:  Oral Drugs without an IV equivalent:  Patients with kidney failure must have appropriate access to all medications prescribed by their physicians, and physicians should have the autonomy to prescribe the most appropriate drug within classes of medications.  

These principals will not be possible under the proposed rule:  First, patient co-pays related to medications will increase, easily exceeding $800 for a typical patient,  will be substantially more for dual-eligible patients and will be a new burden for patients with current low income subsidies.   

Second,  CMS acknowledges that incomplete data was used to determine the current use and cost of oral drugs.  Complete and accurate data is essential to getting this right .  

Finally, KCP questions the legal authority of CMS to include oral drugs with no IV equivalent.

KCP continues to oppose inclusion of oral drugs without an IV equivalent in the bundle until the community’s patient impact, quality, distribution, reimbursement and legal concerns are addressed.

Second:  Inclusion of all MCP laboratory tests:  ESRD patients are among the sickest of the sick typically with 3 or more co-morbid conditions.  They are treated by nephrologists  who often serve as PCP and they see multiple specialists.  Laboratory tests unrelated to ESRD are necessary and often ordered by nephrologists in the dialysis facility or in the office, at times at the request of specialists to ensure optimal care coordination, and as a convenience to the patient.  This is good for patients, but the proposed rule could seriously undermine this clinical practice by adding administrative burden to the physician’s office and thereby discouraging nephrologists from ordering tests in that setting.  

KCP has a number of concerns in this area in addition to the disruption of clinical practice: 
First, under the proposed rule patients again would be forced to begin paying for services previously fully covered-  they would have a 20% co-pay for laboratory tests , placing yet another burden on this vulnerable population.  

Second,  it is unclear what data was used by CMS to determine funding levels for “all MCP” laboratory tests.  

Finally, this proposal does not follow Congressional intent- where the phrase “for the treatment of ESRD” was used when referring to bundling lab tests.

KCP urges CMS to define a set of dialysis related tests, accurately determine their frequency, and fully fund them.

Third:  Case-mix adjustment:  Adjustment of payment for patient differences that lead to variations in cost is appropriate.  Unfortunately, however, the predictive power of the current proposed case-mix adjusters is not robust.  Most importantly, it would lower payment in poor and underserved areas and threaten access to care for those who need it the most.   

This is likely driven by the demonstrated increased requirements for EPO and Vit D in AA, completely independent of provider, yet race/ethnicity was not included in the case-mix.  In addition, the proposed case-mix adjusters create an administrative nightmare for facilities since historical records and concurrent hospitalization records are not available in the dialysis facility.  

Significant physician and nursing time would be diverted from patient care just to do the paperwork necessary to document case-mix factors, some of which are subjective and transitory like pneumonia and bacteremia/sepsis.  

KCP recommends significantly narrowing the list of case-mix adjustors and considering adding race/ethnicity to the list.

In conclusion:  Hippocrates, in his Epidemics said:  "Declare the past, diagnose the present, foretell the future; practice these acts. As to diseases, make a habit of two things — to help, or at least to do no harm."
KCP urges CMS to apply these same principles to this critically important public policy.

