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Sponsors Are Committed to Additional Risk
Management on Key Issues

= Hb target
= ESA responsiveness

= Hb cycling
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ESA Responsiveness

= Proposed definition of hyporesponsiveness in
product labeling

— Unable to achieve desired Hb target within range of 10-12 g/dL
despite use of appropriate dose titrations per label over a
12 week period

= Patient management

— Evaluate for reversible causes
— Use lowest dose to maintain stable Hb
— Periodically reassess responsiveness

= Additional RCTs to refine risk management
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