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March 7, 2014 

Jonathan Blum 
Principal Deputy Administrator 
Centers for Medicare & Medicaid Services, 
Department of Health and Human Services, 
200 Independence Avenue, SW 
Room 314-G 
Washington, DC  20201 
 

Re: NKF Comments on  the Advance Notice of Methodological Changes for Calendar Year (CY) 2015 

for Medicare Advantage (MA) Capitation Rates, Part C and Part D Payment Policies and 2015 Call 

Letter 

Dear Mr. Blum, 

 

The National Kidney Foundation (NKF) appreciates the opportunity to comment on the 2015 

Advanced Notice.  NKF is America’s largest and oldest health organization dedicated to the 

awareness, prevention, and treatment of kidney disease for hundreds of thousands of healthcare 

professionals, millions of patients and their families, and tens of millions of people at risk. In 

addition, NKF has provided evidence-based clinical practice guidelines for all stages of chronic 

kidney disease (CKD), including transplantation since 1997 through the NKF Kidney Disease 

Outcomes Quality Initiative (NKF KDOQI).  We offer the following comments related to CKD 

diagnosis and treatment. 

 

HCC and RxHCC risk adjustment payment for CKD stages 1-3 from Medicare Advantage 

 

NKF is very troubled by the proposal to remove the hierarchical condition category (HCC) and RxHCC 

risk adjustment payments for CKD stages 1-3. In the early stages, CKD is typically asymptomatic and 

requires urine and blood tests for diagnosis.  As a result, the awareness of kidney impairment in 

affected U.S. adults is very low at only 10%1. Even in populations at very high risk for CKD, such as 

people with diabetes, basic screening tests for kidney disease are significantly undervalued in the 

                                                 
1
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primary care setting.2 This lack of identification limits opportunities to intervene until CKD has 

progressed to the late stages. Earlier detection would allow introduction of patient education and 

medical management that would slow the progression of the kidney disease and reduce the 

associated co-morbidities, such as heart disease and drug toxicity. PCPs acknowledge that the 

significance of kidney disease is underappreciated and that patient outcomes could be improved 

with increased recognition, earlier treatment of CKD, and improved collaboration with 

nephrologists.3 Increasing awareness and testing for CKD is the first step, but it will also be critical to 

provide education and other “motivators” to promote appropriate guideline driven care in those 

identified with CKD.4   

 

Risk adjustment under MA provides an incentive to practitioners to appropriately diagnose and treat 

CKD early.  By removing risk adjustment, CMS is sending a signal to practitioners that diagnosis of 

CKD is not a primary important indicator of a patient’s health status.  However, we know that CKD, 

particularly stages 1-2 is significantly underdiagnosed, which can account for the reasons as to why 

CMS is not seeing statistical significance in cost differentiation. Most recent cost data shows that 

CKD patients do have increased costs attributed to their CKD, which increase as the disease 

progresses.5 While HCC risk adjustment is maintained for kidney disease secondary to hypertension 

and diabetes, it’s possible that the cost variation in patients with CKD stages 1-3 may not be fully 

explained by the presence of diabetes and hypertension, but without improved CKD diagnosis we 

will never be able to answer that question.   Removing these risk adjustment codes from MA plans 

will only exacerbate the under-diagnosis and we may never fully understand all the driving cost 

factors for CKD. 

In addition, patients with CKD have an increased risk for Acute Kidney Injury (AKI).  An AKI event has 

been identified as a precipitating cause in 10-20% of ESRD cases.6 7 8 This is particularly true in 

                                                 
2
 Szczech LS, RC; Su, H; DeLoskey, RJ, Astor, BC; Fox, CH; McCollough, PA; Vassalotti, JA. Primary Care Detection of Chronic 

Kidney Disease in Adults with Type-2 Diabetes: The ADD Study Am J Kidney Dis. 2013;In Press 
3
 Allen AS, Forman JP, Orav EJ, Bates DW, Denker BM, Sequist TD. Primary care management of chronic kidney disease. J 

Gen Intern Med. Apr 2011;26(4):386-392. 
4
 Tuot DS, Plantinga LC, Hsu CY, Powe NR. Is awareness of chronic kidney disease associated with evidence-based 

guideline-concordant outcomes? Am J Nephrol. 2012;35(2):191-197. 
5
 Honeycut t AA, Segel JE, Zhuo XH, Hoerger TJ, Imai K, Wi l l iams, D: Medical Costs of CKD in the 

Medicare Population. J Am Soc Nephrol 2013. 24. 
6
 Lee P, Johansen K, Hsu CY. End-stage renal disease preceded by rapid declines in kidney function: a case series. BMC 

Nephrol. 2011;12:5. 
7
 Metcalfe W, Khan IH, Prescott GJ, Simpson K, Macleod AM. Hospitalization in the first year of renal replacement therapy 
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patients who have an acute renal challenge on top of existing CKD.9 10 11  There are several iatrogenic 

causes of AKI that could be prevented if the provider and patient were aware of the presence of 

CKD. This includes radio contrast-induced AKI, non-steroidal anti-inflammatory (NSAID)-induced AKI, 

and aminoglycoside- and amphotericin-related AKI.12 Sodium phosphate bowel preps have also been 

associated with AKI. Between 1997 and 2011, the hospitalization rate for acute renal failure had the 

steepest growth across all conditions, increasing 346 percent.13 If you can reduce the preventable 

episodes of AKI because of awareness of CKD, not only will you reduce the frequency and duration 

of hospitalizations, but also decrease the frequency of ESRD.   

Further, the failure to recognize and adjust for kidney disease is a significant factor in medication 

related adverse events.14,15,16, 17,18 Practitioners should be encouraged to evaluate kidney function to 

minimize patient safety issues related to declining renal function.  

NKF has been working on a breakthrough initiative to improve early detection and diagnosis of CKD, 

including outreach to primary care practitioners to highlight this importance. However, our outreach 

alone is not enough to institute wide spread improvements in diagnosis.  We need CMS policies to 

also support these efforts and for these reasons we strongly urge the agency to not move forward 

with removing risk adjustment payments for CKD 1-3. 
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Prior authorization of Part D medications for ESRD patients 

NKF is also concerned about guidance issued to Part D plans on January 1, 2014, as a result of the 

2014 Call Letter, encouraging prior authorization on seven classes of drugs that could be prescribed 

for the treatment of ESRD.  While more recent guidance issued on January 31, 2014 and then again 

on February 10, 2014 clarified that drugs prescribed by a dentist; chiropractor; gynecologist; 

ophthalmologist; podiatrist; or hospital emergency room prescriber practitioners should be 

presumed not to be prescribed for the treatment of ESRD, it does not completely solve the issue.  

We recommend that CMS issue guidance to Part D plans that all prescriptions written by a non-

nephrology practitioner be presumed to not be related to the treatment of ESRD.  Similarly CMS 

should also issue guidance to nephrology practitioners that if a prescription is not ESRD related the 

practitioner needs to indicate such on the prescription.   Nephrology practitioners are the best 

equipped to determine whether their prescriptions are ESRD related.  Issuing this guidance will lead 

to a proactive approach that will remove patients from the middle of these disputes and help ensure 

they receive access to the medications they need without dangerous and costly delays. 

We have received several case studies from our social worker and advanced practitioner members 

that patients have attempted to fill prescriptions, most commonly for antibiotics and pain 

medications, prescribed for reasons other than ESRD and have been denied at the pharmacy 

counter – receiving very little information as to why Medicare will not cover their medications.  For 

example on Friday, February 7, 2014 a diabetic man on hemodialysis saw his endocrinologist who 

prescribed him oral levofloxacin as part of his treatment for a non-healing wound on his right 

foot.  The patient went to the pharmacy and the pharmacist contacted the prescribing physician 

who then contacted the patient’s nephrology nurse practitioner and left her a message asking her to 

handle the prior authorization because the patient is on dialysis. While the nephrology nurse 

practitioner handled the situation when she received the message on Sunday, the patient went 

three days without his antibiotics. This is one example, but not an isolated incidence.  Other 

patients, unaware of what actions to take when they received denials at the pharmacy, waited until 

their next visit to the dialysis facility to alert their social workers that they couldn’t get their 

medications – leaving the social worker to track down the prescribing provider and help resolve the 

issue.  Patients should not be put in the middle of benefit determinations.  They should receive their 

medications when they arrive at the pharmacy and payment disputes settled after the fact.   

It is unlikely a non-nephrology provider would issue a prescription for something that was ESRD 

related. They would most likely refer the patient back to their nephrologist.  Similarly a nephrology 

practitioner knows when a medication he or she is prescribing is ESRD related and can indicate such 

on a prescription.  Issuing guidance to plans to cover all prescriptions for dialysis patients when 
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indicated on the prescription by the nephrology practitioner that the drug is not ESRD related or 

when prescribed by a non-nephrology practitioner is the simplest solution to ensuring patients get 

timely access to the medications they need.   

NKF appreciates the opportunity to comment on the 2015 Advanced Call Letter.  Please contact us 

with any questions. 

 

Sincerely, 

Joseph Vassalotti 

Joseph Vassalotti, MD 

Chief Medical Officer 

 


