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Applicant Alcon Research Ltd
Date of Submissions July 30, 2014
PDUFA Goal Date January 30, 2016

Proprietary Name / 
Established (USAN) 
names

Pazeo (olopatadine hydrochloride ophthalmic 
solution) 0.7%

Dosage forms / Strength Topical ophthalmic solution
Proposed Indication(s) Treatment of ocular itching associated with allergic 

conjunctivitis
Recommended: Recommended for Approval

1. Introduction

Olopatadine is a sterile, multi-dose ophthalmic solution containing olopatadine for topical administration
to the eyes.  Olopatadine is a relatively selective histamine H1 antagonist and it inhibits the release of
histamine from the mast cells.  The active ingredient in the formulation, Olopatadine, is the same as in
the US approved products, PATADAY 0.2% (NDA 21-545) and PATANOL Ophthalmic Solution, 0.1%
(NDA 20-688).

This is a 505(b)(1) application. 

2. Background

Clinical studies were conducted by Alcon under IND 60,991. Two Pre-NDA meetings were held between
Alcon and the Agency. One meeting was held on July 30, 2012, and the second was held on August 26,
2013.

Alcon Research, Ltd. (Alcon) developed PATANOL (olopatadine hydrochloride ophthalmic solution),
0.1% for the treatment of allergic conjunctivitis (NDA 20-688). PATADAY (olopatadine hydrochloride
ophthalmic solution), 0.2% was subsequently developed to provide a once daily treatment regimen for
itching associated with allergic conjunctivitis (NDA 21-545). PATANASE (olopatadine 0.6%) was
developed for the treatment of nasal allergy symptoms (NDA 21-861). The currently proposed product
(olopatadine hydrochloride ophthalmic solution, 0.7%) was intended by Alcon to increase the duration of
efficacy over the existing marketed products (PATANOL and PATADAY).
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The safety information for this application is primarily derived from Study C-12-028, a 6 week,
multicenter, randomized, double-masked, vehicle-controlled, parallel-group study. Subjects at risk for
developing allergic conjunctivitis, at least 2 years of age or older with asymptomatic eyes at the time of
study entry were randomized in a 2:1 ratio to, Olopatadine HCl Solution, 0.7% or vehicle respectively. 
Subjects younger than 6 years of age were randomized from 1 randomization schedule; subjects 6 years
of age or older were randomized from another randomization schedule.

The applicant has requested a partial waiver of the Pediatric Assessment requirements. The waiver would 
be for children less than two years of age because necessary studies are impossible or highly impractical, 
e.g., because the number of patients with allergic conjunctivitis in that age group is so small or 
geographically dispersed.

3. Product Quality 

Olopatadine hydrochloride is a white, crystalline, water-soluble powder with a molecular weight of 
373.88 and a molecular formula of C21H23NO3•HCl.

The chemical structure is presented below:
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Chemical Name: 11-[(Z)-3(Dimethylamino) propylidene]-6-11dihydrodibenz[b,e] oxepin-2-acetic acid, 
hydrochloride 

Mannitol is described in the USP as . Additional information was requested from the 
applicant to support this claim. On October 17, 2014, Alcon stated that although mannitol itself is not a 

 boric acid solution.  
 

Reference ID: 3694323

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4) (b) (4)

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Cross-Discipline Team Leader Review 
William M. Boyd, M.D.
NDA 206276
Pazeo (olopatadine hydrochloride ophthalmic solution) 0.7%

4

INSPECTIONS:

The Office of Compliance has given an acceptable recommendation for both the drug substance 
manufacturing facility  and the drug product 
manufacturing facility (Alcon Research, LTD., Fort Worth, Texas and Alcon- Covreour nv, Puurs, 
Belgium).

Product Quality recommends approval. 
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