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in this class and we are not aware of any controversial issues that would benefit from further 
advisory committee discussion. 
 
With regard to the Pediatric Research Equity Act (PREA), the pediatric study requirement for 
this application is being waived because necessary studies are impossible or highly 
impracticable as there are too few children with this disease/condition to study. 
 
In summary, the deficiency from the first cycle regarding inadequate assurance of sterility has 
been adequately addressed.  The review team recommends approval.  I agree with the review 
team’s recommendation.  The application for Zioptan (tafluprost ophthalmic solution) 
0.0015% for reducing elevated intraocular pressure in patients with open-angle glaucoma or 
ocular hypertension should be issued an Approval letter. 
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