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May 30, 2014 

Chairman Fred Upton & Representative Diana DeGette 

Committee on Energy and Commerce 

2125 Rayburn House Office Building  

Washington, DC 20515 

 

Re: 21st Century Cures:  A Call to Action 

Dear Chairman Upton and Representative DeGette, 

The National Kidney Foundation appreciates the opportunity to submit comments on the House 

Energy and Commerce Committee’s 21st Century Cures Call to Action.  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), since 1997 through the NKF Kidney Disease 

Outcomes Quality Initiative (NKF KDOQI).  

An estimated 26 million people have Chronic Kidney Disease and another 73 million are at risk.  This 

is a substantial public health problem, yet it gets far less attention and resources tan the scope of 

the problem warrants.  The leading causes of CKD are diabetes and hypertension. However, there 

are also genetic and other lesser known causes of kidney disease such as glomerulonephritis, 

polycystic kidney disease, Alport Syndrome, IgA nephropathy, among others.  Kidney disease is a 

progressive disease and is often asymptomatic until the later stages.  People with kidney disease are 

at greater risk of cardiovascular events, acute kidney injury, and end-stage renal disease (ESRD).  

There is no cure for kidney disease or its causes.  Dietary changes, blood pressure management, and 

avoidance of certain medications can slow the progression and, for some, avoid kidney failure all 

together, but many people are not diagnosed or aware of their kidney disease until it has 

progressed to kidney failure.  Thanks to the Medicare ESRD benefit most people with kidney failure 

qualify for Medicare coverage, regardless of their age, providing them better access to a dialysis or 

transplant.  However, Medicare spends 34.3 billion dollars, 6.3 percent of the Medicare budget on a 
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population that accounts for 1% of Medicare beneficiaries. 1 It is imperative that this country focus 

on CKD upstream to prevent ESRD and that more efficient and effective treatments for kidney 

failure are brought to market. 

In addition to the challenge of recruiting for clinical trials, due to the fact that most people are 

unaware they have kidney disease in its earlier stage, one of the greatest barriers to getting cures 

and treatments to prevent progression of kidney disease to kidney failure is the time it takes to 

complete those trials. Currently the FDA uses a doubling of serum creatinine (57%  decline in kidney 

function based on glomerular filtration rate) as an endpoint in clinical trials to receive FDA approval, 

but the trial design required to reach that endpoint can take well over five years and cost billions of 

dollars, making studies in CKD drugs less attractive to manufacturers.  In December 2012, NKF and 

the FDA cohosted a workshop to discuss potential surrogate endpoints for clinical trials.  In 

preparation for the workshop an extensive data analysis was completed and then presented during 

the workshop. The attendees, who included experts in clinical research, epidemiology and FDA 

representatives, concluded that in some kidney disease populations a 30 or 40% decline in kidney 

function was adequate to show a high risk of mortality and progression to ESRD. The FDA is now 

considering these new endpoints for pivotal research trials in specific kidney disease populations, 

but would like to see additional research to confirm the findings prior to widespread use in clinical 

development programs.   

Additionally greater investment in research could help answer some of the questions we still do not 

know. For, example we still need to better understand why some people with CKD progress and 

others do not or progress more slowly. NKF in partnership with John Hopkins runs a global CKD 

Prognosis Consortium, which has data on 1.7 million people with CKD in 35 cohorts to help answer 

some of the unknown questions of CKD.  Great work is also being done on some of these answers at 

NIH, but the scope and resources allocated are inadequate given the significant public health issue 

kidney disease poses.  More federal funding for kidney disease research is sorely needed to expedite 

answers to questions in CKD and spur better treatments and to find cures.  Despite the federal 

government’s large investment in caring people with ESRD research funding at NIH for kidney 

disease equaled an investment of about $23 per person.  

For the 430,000 people on dialysis2 and the over 100,000 waiting for a kidney transplant3 better 

treatments are also needed.  There are some promising products such as more portable dialysis and 

                                                 
1
 U.S. Renal Data System, USRDS 2013 Annual Data Report: Atlas of Chronic Kidney Disease and End-Stage 

Renal Disease in the United States, National Institutes of Health, National Institute of Diabetes and Digestive 
and Kidney Diseases, Bethesda, MD, 2013. 
2
 Ibid 
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artificial kidneys in the works that could help people who are unable to get a kidney transplant live 

longer healthier lives.  The annual mortality for those on dialysis is 21% compared to transplant 

which has 3.4% annual mortality.4  Expected survival years for transplant recipients are also much 

closer to that of the general Medicare population.  With the scarcity of organs available for 

transplant it is clear greater innovation is needed in dialysis to improve patient outcomes. 

We hope the 21st Century Cures initiative will help spur solutions to the barriers of innovation in the 

treatment of kidney disease and the National Kidney Foundation looks forward to serving as a 

resource on kidney disease to the committee. 

Sincerely, 

Kerry Willis 

Kerry Willis, PhD 

Senior Vice President for Health Science and Education 

  

                                                                                                                                                       
3
 U.S. Department of Health and Human Services, Health Resources and Services Administration, Organ 

Procurement and Transplantation Network, accessed May 30, 2014., 
http://optn.transplant.hrsa.gov/latestData/rptData.asp. 
4
 U.S. Renal Data System, USRDS 2013 Annual Data Report: Atlas of Chronic Kidney Disease and End-Stage 

Renal Disease in the United States, National Institutes of Health, National Institute of Diabetes and Digestive 
and Kidney Diseases, Bethesda, MD, 2013. 
 


