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SUBJECT: Environmental assessment 

RECOMMENDATION: The environmental assessment for NDA 208030 is acceptable.    

REVIEW NOTE: 

Ferriprox® (deferiprone) 100 mg/mL oral solution is an alternative dosage form of deferiprone 
for patients who have difficulty swallowing Ferriprox (deferiprone) 500 mg tablets. Based on the 
condition of 21 CFR 25.31(b) for action on a New Drug Application regarding the increase of 
the use of an active moiety, where the estimated concentration of the substance at the point of 
entry into the aquatic environment will be below 1 part per billion (ppb), ApoPharma Inc. is 
claiming a categorical exclusion from environmental assessment for NDA 208030 (Ferriprox® 
(deferiprone) 100 mg/mL oral solution). 

In support of this claim, ApoPharma Inc. made a calculation of the ‘worst case’ scenario for the 
use of deferiprone in US patients with transfusional iron overload due to thalassemia syndromes 
in the US. The calculation is acceptbale. 

ApoPharma Inc. states that “to the best of our knowledge, no extraordinary circumstances exist 
that would cause deferiprone to be a special hazard at the calculated environmental 
concentration, which is <1 ppb, and supports the claim for categorical exclusion from 
environmental assessment” as per 21 CFR 25.31(b). 
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