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Summary of darbepoetin Iabel changes:

Original version of label provided by the sponsor with FDA Tecommended changes:
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We recommend that the sponsor use median values instead of mean values when
discussing half-life and peak concentrations due to the large range in values.
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1. EXECUTIVE SUMMARY

Aranesp® (darbepoetin alfa) was approved by the FDA on September 17, 2001 for the
treatment of anemia associated with chronic renal failure including both patients on
dialysis and those not on dialysis.

In this labeling resubmission, the sponsor is proposing to convert the Aranesp® label to
PLR (Physician’s Labeling Rule) format. There is no new data or new studies included in
this submission from a clinical pharmacology standpoint. The Clinical Pharmacology
related changes are made to the following sections: '

o Sections: 7 Drug Interactions updated to reflect standard labeling language

e 12.3 Pharmacokinetics has been updated to enhance clarity

See FDA recommended modifications below.
1.1 Recommendations

The application is acceptable from a clinical pharmacology perspective provided that the
applicant agrees to the labeling recommendations.
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2. DETALIED LABELING RECOMMENDATIONS

2.1 Sponsor Proposed Labeling Changes and FDA Revisions

FDA recommended changes are made to the following sections of the label as shown
below.






