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NDA:   22-581 Calcium acetate oral solution (Phoslyra) for 
reduction of serum phosphate. 

Sponsor:  Fresenius 

Review date: 18 April 2011 

 

Reviewer: N. Stockbridge, M.D., Ph.D., HFD-110 

Distribution: NDA 22-581 
HFD-110/Monteleone 

This memo conveys the Division’s decision to issue an Approval letter for Phoslyra for 
reduction of serum phosphate in patients with end-stage renal disease. 

The Division issued a Complete Response (21 May 2010) with a facility inspection issue 
being the sole barrier to approval (see previous Division memo of 19 May 2010). The 
sponsor’s response was received 15 October 2010. The resubmission has been the 
subject of review of CMC (Pinto; 6 April 2011). 

The facility inspection has been completed with a satisfactory outcome. 

As previously described, there are two post-marketing requirements. 

The sponsor does not have good drug-drug interaction studies with any formulation of 
calcium acetate. The sponsor will be asked to conduct a battery of in vitro tests, to be 
followed, as indicated, with in vivo studies. 

Phoslyra is likely to be used in children with end stage renal disease. Because the 
product is orphan, PREA does not apply. Nevertheless, there is a safety issue with its 
use that needs to be resolved. We can offer them a Written Request for the necessary 
safety study. This has been cleared through SRT. 
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