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Division of Dockets Management (HFA-305) 
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5630 Fishers Lane, Rm. 1061 

Rockville, MD 20852 


RE: RIN09 10-ZA30; Docket No. 2006N-0 168 

To Whom It May Concern: 

On behalf of Shire Pharmaceuticals and the chronic kidney disease (CKD) community, I am 
submitting a request for phosphorus content to be added to Nutrition FactsISupplement Facts 
labels. 

Current research points to a significant rise over the past decade in the number of adult 
Americans with CKD, caused in large part by an increase in diabetes and hypertension, the two 
leading causes of CKD in the United states.' In fact, a study recently published in the November 
7,2007 issue of the Journal of American Medical Association found that an estimated 26 million 
people -about 13 percent of the U.S. population -now have CKD, compared with 10 percent in 
1994.2 

One of the conditions associated with CKD is hyperphosphatemia -high levels of serum 
phosphorus in the blood3 -which often is associated with serious consequences, including 
mineral deposits in the heart and blood vessels, bone disease and even death.4 While typically not 
treated until a patient reaches CKD Stage 5 (also known as end stage renal disease or ESRD): it 
has been well documented that phosphorus imbalance occurs well before the need for dialysis in 
CKD.~In fact, data from the Frarningham Offspring Study suggest that elevated serum 
phosphorus in patients with healthy kidneys is associated with an increased risk for 
cardiovascular events of up to 55 percent.7 

Kidney patients are encouraged to work with their health care team, including a renal dietitian, to 
limit phosphorus intake, but this can be challenging as phosphorus is found in almost all foods.8 
Additionally, Americans have steadily increased their phosphate intake over the past several 
decades through the growing consumption of processed food. Phosphorus compounds often are 
added to processed foods to improve shelf life, and cola-type beverages contribute significant 
quantities of phosphorus as phosphoric acid? The introduction of calcium-fortified foods also 
has lead to an increase in phosphorus intake, as these foods are processed with calcium phosphate 
compounds.'0 

Because phosphorus currently is not listed on the Nutrition Facts label, many people have a 
difficult time keeping track of their phosphorus consumption and regularly ingest much more 
than the recommended maximum daily allowance. The National Academy of Sciences 



recommends 700 milligrams (mg) of phosphorus per day in adults aged 18years and older, 
including pregnant or breastfeeding women." However, research has found that the dietary 
intake of phosphorus in the United States can be as high as 1,400 mg daily -double the 
recommended all~wance.'~ Prominently displaying phosphorus content on the Nutrition Facts 
label will enable consumers to more accurately track their phosphorus intake and make more 
informed choices to fit their dietary needs. In addition, listing phosphorous along with fat, 
cholesterol and sodium will help raise awareness of the need to monitor phosphorus intake, 
especially for people with kidney disease, who likely monitor these other nutrients. 

This seemingly small step in nutritional disclosure may have a lasting impact on more than just 
those with CKD, as the cost of treatment places a high burden not only on patients and caregivers, 
but also on the U.S. health care system. In fact, nearly $27.3 billion was spent to treat CKD Stage 
5 patients in 2003,'~ and Medicare projects that costs for its program to treat kidney failure will 
grow to $28 billion by 2010.'~ Alerting consumers to phosphorus content on the Nutrition Facts 
label may help prevent cases of hyperphosphaternia and cardiovascular events that are often 
caused by hyperphosphatemia, thereby lowering the burden of care for treating these patients. 

We hope you will consider the information we have outlined above as incentive to add 
phosphorus to the Nutrition FactsISupplement Facts labels. We look forward to working with 
you on this and future label revisions. 

Warmest regards, 

Kathy Ricketts, MS, RD, LDN 
Senior Specialist, Dialysis Centers 
Shire Pharmaceuticals 
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