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3. Labeling  
 
NDA 202667, Cosopt PF (dorzolamide hydrochloride - timolol maleate ophthalmic solution) 
2%/0.5% is recommended for approval for the reduction of elevated intraocular pressure (IOP) in 
patients with open-angle glaucoma or ocular hypertension who are insufficiently responsive to 
beta-blockers alone. 
 
The labeling submitted in the January 24, 2012, submission, is acceptable.  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 202667, Cosopt PF (dorzolamide hydrochloride - timolol maleate ophthalmic solution) 
2%/0.5% is currently recommended for approval for the reduction of elevated intraocular 
pressure (IOP) in patients with open-angle glaucoma or ocular hypertension who are 
insufficiently responsive to beta-blockers alone. 
 
Merck has adequately addressed the issues listed in the Complete Response Letter dated 
December 16, 2011.  
 
RISK BENEFIT ASSESSMENT: 
The difference between the IOP lowering effect of preservative free dorzolamide 2% / timolol 
0.5% ophthalmic solution and dorzolamide 2% / timolol 0.5% ophthalmic solution with 
preservative at peak and trough around the morning dose were neither clinically relevant nor 
statistically significant in the All Patients Treated-LOCF or the Per Protocol populations in Study 
P-081.  
 
Supportive analyses also demonstrate that preservative-free dorzolamide/timolol and 
preservative-containing dorzolamide/timolol are clinically equivalent. 
 
The data support Cosopt PF (dorzolamide hydrochloride – timolol maleate ophthalmic solution) 
2%/0.5% administered twice daily for the reduction of elevated intraocular pressure (IOP) in 
patients with open-angle glaucoma or ocular hypertension who are insufficiently responsive to 
beta-blockers alone. 
 
The most frequently reported adverse reactions occurring in up to 30% of patients were taste 
perversion (bitter, sour, or unusual taste) or ocular burning and/or stinging. The following 
adverse reactions were reported in 5-15% of patients: conjunctival hyperemia, blurred vision, 
superficial punctate keratitis or eye itching. 
 
Pharmacology/Toxicology, Biostatistics, Clinical, CMC, and Clinical Pharmacology 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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Appendix 
 
The labeling submitted in Merck’s January 24, 2012, submission, is acceptable.   
 
The package insert, patient package insert, carton and container labeling are located in this 
Appendix.  

Reference ID: 3078995

19 pages of draft labeling have been withheld 
in full as B(4) CCI/TS immediately following 

this page
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