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OFFICE OF PHARMACEUTICAL QUALITY  
FILING REVIEW  

 

Summary or Product Quality 

The NDA provides for netarsudil ophthalmic solution, 0.02% for for the reduction of elevated 
intraocular pressure in patients with open-angle glaucoma or ocular hypertension. The proposed 
dosing regimen is 1 drop in the affected eye(s) once daily in the evening. 

Drug Substance: 

Netarsudil mesylate drug substance is a new molecular entity as a light yellow to white power 
packaged in  The specification 
is provided below. 
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OFFICE OF PHARMACEUTICAL QUALITY  
FILING REVIEW  

Facility comment: 
 
With regard to your NDA 208254, please contact your proposed drug product manufacturer to confirm 
that the manufacturing lines proposed in your submission are currently ready for inspection. If the lines 
are not ready for inspection, please provide dates for when the lines will be ready. 

 

The applicant responded on October 13, 2016, stating that:  

The  Certification of GMP Compliance dated 23 August 2016 included in the Rhopressa NDA states 
the  facility complies with cGMP’s in the procedures, facilities and controls used in the 
manufacture, process, packaging, labeling and testing of drug products. The  facility was 
issued an NAI (No Action Indicated) rating for the FDA inspection conducted in  per 
FDA’s Inspections Classification Database.  is currently manufacturing and distributing commercial 
product on  which is used to produce the Rhopressa™ (netarsudil ophthalmic solution) 
0.02% drug product. 

 

Aerie conducted an audit of the  facility in early  and the results were reviewed 
by ex-FDA consultants. It is Aerie’s opinion that the  is ready for the PAI (Pre-Approval 
Inspection). We have not observed any issues with our product manufactured on . We are 
aware, however, that there were observations cited during the  PAI audit 
regarding their NDA for  

and will be ready for re-inspection of  
 by the end  
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