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The package insert, patient package insert, carton and container labeling are located in the Appendix at 
the end of this review.  
 

4. Recommendations/Risk Benefit Assessment  
 
RECOMMENDED REGULATORY ACTION:  
NDA 202514, Zioptan (tafluprost ophthalmic solution) 0.0015% is recommended for approval for the 
reduction of elevated intraocular pressure in patients with open-angle glaucoma or ocular hypertension. 
There is substantial evidence of safety and effectiveness consisting of adequate and well controlled 
studies which demonstrate that patients receiving Zioptan (tafluprost ophthalmic solution) 0.0015% 
experienced a statistically and clinically significant reduction in intraocular pressure.  The data support 
Zioptan (tafluprost ophthalmic solution) 0.0015% administered once daily in the evening for the 
reduction of elevated intraocular pressure in patients with open-angle glaucoma or ocular hypertension. 
 
The most common ocular adverse reactions (pooled) were conjunctival hyperemia (10.7%) and ocular 
stinging/irritation (7.2%).  The most common nonocular adverse reaction was headache (5.6%). 
 
 
RISK BENEFIT ASSESSMENT: 
Studies 15-003 and 001 demonstrate that the IOP lowering ability of tafluprost 0.0015% is not inferior 
to timolol 0.5%. Study 74458 had unequal baselines and is difficult to interpret.  The safety profile of 
tafluprost 0.0015% is similar to other marketed topical prostaglandin analogues. 
 
The benefit of tafluprost 0.0015% for the treatment of elevated IOP in open-angle glaucoma or ocular 
hypertension has been demonstrated in this NDA application. The risk for using this drug is consistent 
with the currently marketed prostaglandin analogues. 
 
Pharmacology/Toxicology, CMC, Biostatistics, Clinical, Clinical Pharmacology, and Product Quality 
have recommended approval for this application.  
 
RECOMMENDATION FOR POSTMARKETING RISK MANAGEMENT ACTIVITIES: 
There are no risk management activities recommended beyond the routine monitoring and reporting of 
all adverse reactions.  
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