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September 18, 2014 
 
Margaret A. Hamburg, M.D., 
Commissioner of Food and Drugs 
U.S. Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
 
Dear Commissioner Hamburg,  
 
The National Kidney Foundation (NKF) is concerned about the affect that the recent 
shortage of peritoneal dialysis (PD) solutions is having on current and future patients.  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 2011 there were nearly 32,000 patients in the U.S. who received PD,1 but that number 
has increased exponentially over the past three years, particularly as Medicare 
reimbursement incentives were designed to lead to this increased use of PD.  The dramatic 
increase in demand for PD has caused a current shortage in PD solutions, which affects 
current and future patients.  Current PD patients have reported experiencing disruptions in 
the delivery of their supplies, some have received only enough PD solution to get them 
through a few days at time, which hinders their ability to travel – one of the benefits of being 
able to do dialysis on their own.   
 
We have also heard from nephrologists that there are a number of patients ready to begin 
dialysis, who have already had their PD catheter placed, but they have been unable to start 
dialysis due to the shortage of PD solutions.  These patients may have to undergo another 
procedure to have a central venous catheter placed in order to start hemodialysis.  Not only 
does this pose a significant burden to patients, it also puts them at greater risk of 
hemodialysis-catheter-related infections and even death. In contrast, treatment with PD 
confers a significantly lower association with hospitalization for blood stream infections and 
death in the first year of dialysis. In addition, patients waiting to begin PD will most likely 
need to go to a hemodialysis center for their treatment, requiring them to face a significant 
lifestyle change that they had opted to avoid by choosing PD has their home dialysis 

                                                
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. 
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modality.  For rural patients the nearest dialysis facility may be many miles away and they 
may not have reliable access to transportation again putting their health, or even their lives, 
at risk if they are forced to miss treatments due to transportation challenges.  Compared 
with other dialysis patients, those who missed one or more dialysis sessions in a month had 
a 25% higher risk of death.2   For some patients PD may also be the only option for dialysis 
due to other comorbidities. 
 
For these reasons we strongly urge you to expedite your consideration of allowing 
importation of PD solutions from countries where manufacturing facilities have an 
established track record of safely supplying patients in those countries with their PD 
solutions.  We are hopeful this will alleviate some of the access challenges for current 
patients and those waiting to start therapy until manufacturing in the U.S. can increase to 
keep up with demand. 
 
If you have any questions or would like to discuss this issue further please contact Tonya 
Saffer, Senior Health Policy Director at 202.244.7900 extension 26 or by email at 
tonya.saffer@kidney.org. 
 
Sincerely, 
 
Beth Piraino 
 
Beth Piraino, MD 
President 
 

                                                
2	  J.E. Leggat, et al, Noncompliance in Hemodialysis: Predictors and Survival Analysis, Am J. Kidney 
Dis. 1998 Jul;32(1):139-45.	  


