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NDA204822 
NDA APPROVAL 

Alcon Research, Ltd. 
Attention: Naj Sharif, PhD 

Global Regulat01y Project Management 
6201 South Freeway 
F01t W01th, TX 76134-2099 

Dear Dr. Sharif: 

Please refer to your New Dmg Application (NDA) dated and received July 15, 2013 , submitted 

under section 505(b) of the Federal Food, Dmg, and Cosmetic Act (FDCA) for IZBA (travoprost 

ophthalmic solution) 0.003%. 


We acknowledge receipt ofyour amendment dated: 


August 28, 2013 September 5, 2013 September 26, 2013 
November 5, 2013 November 22, 2013 December 18, 2013 
Janumy 30, 2014 April 30, 2014 May 15, 2014 

This new dmg application provides for the use ofiZBA (tmvoprost ophthalmic solution) , 
0.003% for reduction of elevated intraocular pressure in patients with open-angle glaucoma or 
oculm· hype1tension. 

We have completed our review of this application, as amended. It is approved, effective on the 
date of this letter, for use as recommended in the enclosed agreed-upon labeling text, which is 
identical to the package inse1t submitted May 15, 2014, and with the following minor editorial 
rev1s10ns: 

1. 	 In the HIGHLIGHTS of PRESCRIBING INFORMATION, replace the asterisk that 
follows the IZBA tradenaine with a different notation 

2. 
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PROMOTIONAL MATERIALS 

You may request advisory comments on proposed introductory advertising and promotional 
labeling. To do so, submit, in triplicate, a cover letter requesting advisory comments, the 
proposed materials in draft or mock-up form with annotated references, and the package insert 
to: 

Food and Drug Administration 

Center for Drug Evaluation and Research
	
Office of Prescription Drug Promotion
	
5901-B Ammendale Road
	
Beltsville, MD 20705-1266
	

As required under 21 CFR 314.81(b)(3)(i), you must submit final promotional materials, and the 
package insert, at the time of initial dissemination or publication, accompanied by a Form FDA 
2253. Form FDA 2253 is available at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf. 
Information and Instructions for completing the form can be found at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf. For 
more information about submission of promotional materials to the Office of Prescription Drug 
Promotion (OPDP), see http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm. 

REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 

If you have any questions, call Judit Milstein, Chief, Project Management, at 301-796-0763. 

Sincerely, 

{See appended electronic signature page} 

Renata Albrecht, MD 
Director 
Division of Transplant and Ophthalmology 
Products 
Office of Antimicrobial Products 
Office of New Drugs 
Center for Drug Evaluation and Research 

Enclosures: Content of Labeling 
Carton and Container Labels 
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This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

RENATA ALBRECHT 
05/15/2014 
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