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Nation’s Pediatric Kidney Doctors Express Alarm Over U.S. Food and Drug Administration’s Health Advisory on Anemia Drugs

The Woodlands, TX (March 15, 2007) – In response to the FDA’s recent public health advisory citing potential dangers of overusing Erythropoiesis-Stimulating Agents (ESAs), including Epogen (epoetin alfa), Procrit (epoetin alfa), and Aranesp (darbepoetin alfa),  the American Society of Pediatric Nephrology (ASPN) urges caution among its doctors and patients and their families when considering any changes to anemia management regimens for chronic kidney disease (CKD) and end-stage renal disease (ESRD) in children.  
     The new black box warning to be included in package inserts of ESAs states the ESA should be used in the lowest dose sufficient to avoid blood transfusions and that target hemoglobin (Hgb) greater than 12 g/dL increases the risk for death and serious cardiovascular events.  This FDA alert was based primarily on safety concerns in studies of adults with cancer or having orthopedic surgery evaluating an unapproved ESA dosing regimen, patient populations for which ESAs are not approved, or a new unapproved ESA.  Two recent studies in adults with CKD stages 3-4 were also cited, the CREATE (average age 59 years) and CHOIR (average age 66 years) studies (New England Journal of Medicine, November 2006), in which risks of death, heart attack, heart failure and stroke were increased with targeted Hgb levels above13 g/dL.  Neither study included pediatric patients younger than 18 years of age, nor more than a few patients younger than 30 years. 

     The ASPN is concerned that interpreting safety concerns from the results of ESA studies in older adults with CKD may lead to unacceptably low Hgb levels in children with CKD, who are still growing and mentally developing.  While more studies are needed to determine the risks and benefits of higher Hgb levels, the current clinical standard of attaining Hgb of at least 11 g/dL for children with CKD and ESRD has not been associated with published adverse side effects, and is currently the recommendation of the KDOQI pediatric guideline for anemia.  ESA usage in children with CKD has shown clear benefit for almost two decades and has prevented the undesirable side effects of frequent blood transfusions.  Any change in current standards of care for anemia of CKD in children should be carefully considered based on an individual patient’s needs.  

     ASPN encourages pediatric nephrologists to continue making treatment decisions based on clinical judgment, and patients and their families to consult their doctors with any questions about the recent advisory. 

-###-

Founded in 1969, the ASPN is a professional society of pediatric nephrologists, whose primary goals are to promote optimal care for children with renal disease and to disseminate advances in the clinical practice and basic science of pediatric nephrology.  Currently, with over 600 members, the ASPN represents the physicians who care for children with kidney disease in North America.  For more information, please visit http://www.aspneph.com/.
