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FDA Approves LUMIFY™, a Brimonidine OTC for

Ocular Redness

The most likely diagnosis is:

a. congental glaucoma
b_ bir h trauma
c. hypotony

Posted: J 22,2018
anuary 22, d. enlarged comeal nerves

Tweet Share  Email Comments

check the answer

Mew Jersey-based eye heal h company Bausch
+ Lomb has announced last week of the U.5.
Food and Drug Administration (FDA) approval of

LUMIFY™ (brimonidine tarirate ophthalmic g Ophthalmic YAG
and SLT Laser System

solu ion 0.025%). It is the first over-the-counter
eye drop developed with low-dose brimonidine

tartrate for the treatment of ocular redness. BAUSCH - LOMB

Brimonidine has been clinically proven to be

safe and effective since its initial approval as a
prescription medication in 1996 for intraocular
pressure (IOP) reduc ion in glaucoma patients,

and is available at higher doses in prescription

oph halmic products.

o/ NIDEK

“Ocular redness is a common, non-specific sign hat brings many patients into our offices,” said Melissa Toyos, M.D.,

general oph halmologist, dry eye specialist, cataract surgeon and facial cosmetic surgeon at Toyos Clinic. “LUMIFY

specifically reduces redness due to minor irritations while alleviating concems of rebound hyperemia, dependency or Featured Products

tachyphylaxis—conditions that can lead to serious or permanent damage to the eye. | am excited to recommend
SPECTRALIS
Diagnostic
Imaging Platform

LUMIFY to my patients fo effectively relieve redness and help them get ‘camera ready’.”

To support approval of an OTC indication for LUMIFY, six clinical studies were conducted in over 600 patients to A modular and

evaluate the safety and efficacy of low-dose brimonidine tartrate in relieving ocular redness, including studies with upgradeable
both pediatric and geriafric subjects. The double-blinded, randomized, placebo-controlled Phase 3 efficacy study ophthalmic ...
showed that 95% of subjects reported significant symptom improvement at 1 minute, while 79% of respondents view product

maintained significant redness reduc ion at 8 hours. The strong efficacy and safety profile of bnmonidine tarirate 5
Selecta Trio™

0.025% includes not only significant redness reduction for up to 8 hours, but low-risk of allergic reac ions among all A YAG Laser, SLT
patient groups. and
Photocoagulation

“LUMIFY is an important addition to the diverse Bausch + Lomb portfolio of eye health products, and demonstrates The Lumenis Selecta®
our con inued commitment to introducing new innovative products that meet he evolving needs of eye care Trio™ ..
professionals and the patients they treat " said Joseph Gordon, president, Consumer Healthcare and Vision Care, LRe iR
Bausch + Lomb. view ail featured products »
LUMIFY will be available for purchase in major retailers in the second quarter of 2018.

Follow OphthalmologyWeb

See the full press relegse from Baysch + Lomb

Keep up with our latest articles, news and events.
Source: Bausch + Lomb Plus, get special offers and more delivered to your
inbox.

Your Email Address

Like us Follow us
Comments I i

Selected Products

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

B8/16/22, 11:22 AM FDA Approves LUMIFY™  a Brimonidine OTC for Ocular Redness | OphthalmologyWeb: The Ultimate Online Resource for Opht. ..

OphthalmologyWeb wants to hear from you.
Submit your case studies, clinical pearls, practice

management tips, editorial, or other manuscripts.

You haven't selected any products. Find products. Get Quote | Co

Not Enough Vitamin D Researchers Develop Multifocal Contact

Can Hamper ... Portable Retina ... Lenses for... Fsn s dis g s

5 years ago - 2 comments 5 years ago - 3 comments 4 years ago * 1 comment

Not Enough Vitamin D Can A team of researchers from Clobal eye health company

Hamper Comeal Injury the University of lllinois at Bausch + Lomb has

Recovery Chicago (UIC) College of announced last week that
0 Comments  Ophthalmology Web a Disqus’ Privacy Policy . Login
Q) Favorite W Tweet f Share Sort by Best -

. Start the discussion...
a
LOGINWITH OR SIGN UP WITH DISQUS @
Name

Be the first to comment.

Subscribe £ Add Disqus to your siteAdd DisqusAdd 4\ Do Not Sell My Data

OphthalmologyWeb: The Ultimate Online Resource for Ophthalmologists!

phthalmologyWeh Product Center View All Articles Newsletter Signup

Contact Us New Product P Fea News

Press News Advertise With Us
Help Events v

Privacy Policy

Selected Products

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

