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FDA grants three years of marketing exclusivity to
ISTA's BROMDAY
Published on November 18, 2010 at 12:39 AM  ·  No Comments

ISTA Pharmaceuticals, Inc. (Nasdaq: ISTA), today announced the U.S. Food and Drug
Administration (FDA) has granted the Company three years of marketing exclusivity for
BROMDAY™ (bromfenac ophthalmic solution) 0.09%, as provided under the Drug Price
Competition and Patent Term Restoration Act, commonly known as the Hatch­Waxman
Act.  BROMDAY (formerly referred to as XiDay), the first and only once­daily
prescription eye drop for the treatment of postoperative inflammation and reduction of
ocular pain in patients who have undergone cataract extraction, was approved by the
FDA in October of 2010.  Under the Hatch­Waxman Act, the FDA may not approve an
Abbreviated New Drug Application for a generic version of BROMDAY until October of
2013.

ISTA also announced it recently shipped the first orders of BROMDAY to wholesalers
and expects BROMDAY to be available in pharmacies beginning the week of November
22, 2010.   The ISTA sales force has begun detailing BROMDAY to ophthalmologists,
and the company expects to discontinue the twice­daily XIBROM product in early 2011.

Source:
ISTA Pharmaceuticals, Inc.

Posted in: Pharmaceutical News
Tags: Allergy, Anti­Inflammatory, Cataract, Conjunctivitis, Contact Lens, Dry Eye, Glaucoma, New
Drug Application, Pain

Read in | English | Español | Français | Deutsch | Português | Italiano | 日本語 | 한국어 | 简体中文 | 繁體

中文 | Nederlands | Norsk | Русский | Svenska | Polski

0Recommend Share

Be the first to rate this post

Login    

LIFE SCIENCES & MEDICINE

     
powered by chartbeat

NewslettersContact UsMedia Pack

March 14, 2016

Other search tools: Drugs | Health | News

637 people on this site

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://adclick.g.doubleclick.net/pcs/click?xai=AKAOjsvL3Hv8u6FluyQ_WQGb8kjrM1VzJdMF4mdo3TVmehyTLcDKq8kH8Xd_IBDNMkIU8YFCjqmpyFLLM3AZkTJwc32Kzxjt41c8v9ywN1scKzQY-Rr0FRylR0TmDqzb&sig=Cg0ArKJSzDIivIWZlie5&urlfix=1&adurl=https://adclick.g.doubleclick.net/aclk%3Fsa%3DL%26ai%3DB6-kUQEzmVrD2HIGjBYfdk6gPjKW__AcAAAAQASAAOABY9LLd3OYCYMm-uYfgo7QQggEXY2EtcHViLTAyMjgyMTA4MzQ4ODIyNzWyARR3d3cubmV3cy1tZWRpY2FsLm5ldLoBCWdmcF9pbWFnZcgBCdoBb2h0dHA6Ly93d3cubmV3cy1tZWRpY2FsLm5ldC9uZXdzLzIwMTAxMTE4L0ZEQS1ncmFudHMtdGhyZWUteWVhcnMtb2YtbWFya2V0aW5nLWV4Y2x1c2l2aXR5LXRvLUlTVEFzLUJST01EQVkuYXNweJgCwKkHwAIC4AIA6gJFLzYxMDUvYXBoLm5ld3MtbWVkaWNhbC5uZXQvKm5hc2Fjb3J0X2NvbnRleHR1YWxfZGlzcF9hem9fMTE5OTA1LTAxXzI1-AL50R6QA6wCmAPgA6gDAeAEAdIFBRC0nIZGkAYBoAYW2AcA4AcL%26num%3D0%26cid%3D5GgRNBCjHzV7TB4VDn1SyWc6%26sig%3DAOD64_1UDJa9Wq28BcXw1_fWna6cUhKemw%26client%3Dca-pub-0228210834882275%26adurl%3Dhttps://adclick.g.doubleclick.net/aclk%253Fsa%253DL%2526ai%253DBHJL9P0zmVrf6LJaQpgPPlImQCquFvNQIAAAAEAEg--D2ATgAWKvdtaPZAmDJvrmH4KO0ELIBFHd3dy5uZXdzLW1lZGljYWwubmV0ugEJNzI4eDkwX2FzyAEJ2gFvaHR0cDovL3d3dy5uZXdzLW1lZGljYWwubmV0L25ld3MvMjAxMDExMTgvRkRBLWdyYW50cy10aHJlZS15ZWFycy1vZi1tYXJrZXRpbmctZXhjbHVzaXZpdHktdG8tSVNUQXMtQlJPTURBWS5hc3B4mAKowwHAAgLgAgDqAisvMTAwNTc3OS9BUF9OYXNhY29ydF9BbGxlZ3JhX0FsbGVyZ3lfTEVBREVS-AL50R6QA6wCmAPkCqgDAeAEAdIFBRCjvOc4kAYBoAYW2AcA4AcP%2526num%253D0%2526cid%253D5GiTNWJB4tCmLGc4r4E7AOLL%2526sig%253DAOD64_0z8mUkuh74bb_F08QraCRhihovXQ%2526client%253Dca-pub-8430344808469242%2526adurl%253Dhttp%25253A%25252F%25252Fwww.news-medical.net%25252Fclient-event.axd%25253Ftype%25253Dzoneclick%252526zonepid%25253D0c593614c3c244d1b8fc6bc118de83b0%252526nmadurl%25253Dhttp://nasacort.com/hcp%253Fadprimemediaincadprime%252520media%252520inc%2526bannerbanner%2526hcp_allergyportfoliohcp_allergyportfolio%2526allergyportfolio_2016_adprime_contextualtargeting_allergies_320x50allergy%252520portfolio_2016_adprime_contextualtargeting_allergies_728x90%2526sna-8017_nasacort_banner.cr_320x50_jg_v2.gifsna-9016a_nasacort_banner_728x90_v2.jpg
http://www.news-medical.net/article/Medical-News-Tweets.aspx
http://www.news-medical.net/news/20160202/Maternal-diet-during-pregnancy-and-lactation-leads-to-epigenetic-changes-in-offspring.aspx
http://www.news-medical.net/news/20160302/Surprising-bone-health-findings-in-women-with-restless-legs-syndrome.aspx
http://www.news-medical.net/news/20160302/Majority-of-breast-cancer-patients-develop-symptoms-of-post-traumatic-stress-disorder.aspx
http://www.news-medical.net/news/20160310/New-procedure-allows-kidney-transplants-from-incompatible-donors.aspx
http://www.news-medical.net/news/20160222/Calgary-researchers-develop-new-class-of-nanomedicines-to-treat-autoimmune-diseases.aspx
http://www.news-medical.net/news/20160222/UCLA-led-researchers-identify-specific-gene-network-that-promotes-repair-in-peripheral-nervous-system.aspx
http://www.news-medical.net/news/20160313/NIH-funded-investigators-develop-therapeutic-compound-effective-against-malaria.aspx
http://www.news-medical.net/news/20160313/Tai-chi-exercise-improves-outcomes-in-older-fallers.aspx
http://www.news-medical.net/news/20160313/Beta-blockers-could-have-potential-benefit-for-COPD-patients.aspx
http://www.news-medical.net/news/20160313/Foundation-Surgical-Hospital-of-El-Paso-receives-Center-of-Excellence-Award-in-Nursing.aspx
http://www.news-medical.net/news/20160313/New-research-shows-deficiencies-in-general-palliative-care-for-stroke-patients.aspx
http://www.news-medical.net/news/20160313/Ultrasonic-piezosurgery-equipment-reduces-pain-swelling-in-patients-undergoing-chin-surgery.aspx
http://www.news-medical.net/news/20160202/Maternal-diet-during-pregnancy-and-lactation-leads-to-epigenetic-changes-in-offspring.aspx
http://www.news-medical.net/news/20160302/Surprising-bone-health-findings-in-women-with-restless-legs-syndrome.aspx
http://www.news-medical.net/news/20160302/Majority-of-breast-cancer-patients-develop-symptoms-of-post-traumatic-stress-disorder.aspx
http://www.news-medical.net/news/20160310/New-procedure-allows-kidney-transplants-from-incompatible-donors.aspx
http://www.news-medical.net/news/20160222/Calgary-researchers-develop-new-class-of-nanomedicines-to-treat-autoimmune-diseases.aspx
http://www.news-medical.net/news/20160222/UCLA-led-researchers-identify-specific-gene-network-that-promotes-repair-in-peripheral-nervous-system.aspx
http://www.news-medical.net/news/20160313/NIH-funded-investigators-develop-therapeutic-compound-effective-against-malaria.aspx
http://www.news-medical.net/news/20160313/Tai-chi-exercise-improves-outcomes-in-older-fallers.aspx
http://www.news-medical.net/news/20160313/Beta-blockers-could-have-potential-benefit-for-COPD-patients.aspx
http://www.news-medical.net/news/20160313/Foundation-Surgical-Hospital-of-El-Paso-receives-Center-of-Excellence-Award-in-Nursing.aspx
http://www.news-medical.net/news/20160313/New-research-shows-deficiencies-in-general-palliative-care-for-stroke-patients.aspx
http://www.news-medical.net/news/20160313/Ultrasonic-piezosurgery-equipment-reduces-pain-swelling-in-patients-undergoing-chin-surgery.aspx
https://twitter.com/intent/tweet?original_referer=http%3A%2F%2Fwww.news-medical.net%2Fnews%2F20101118%2FFDA-grants-three-years-of-marketing-exclusivity-to-ISTAs-BROMDAY.aspx&ref_src=twsrc%5Etfw&text=FDA%20grants%20three%20years%20of%20marketing%20exclusivity%20to%20ISTA%27s%20BROMDAY&tw_p=tweetbutton&url=http%3A%2F%2Fwww.news-medical.net%2Fnews%2F20101118%2FFDA-grants-three-years-of-marketing-exclusivity-to-ISTAs-BROMDAY.aspx
http://www.news-medical.net/post.aspx?id=1c4225b1-0db7-4207-8efc-dc309176ff39
http://www.news-medical.net/news/20101118/VX-770-drug-candidate-improves-lung-function-in-people-with-cystic-fibrosis.aspx
http://www.news-medical.net/news/20101118/Rheonix-receives-US-patent-for-microfluidic-device.aspx
http://www.news-medical.net/category/Pharmaceutical-News.aspx
http://www.news-medical.net/?tag=/Allergy
http://www.news-medical.net/?tag=/Anti-Inflammatory
http://www.news-medical.net/?tag=/Cataract
http://www.news-medical.net/?tag=/Conjunctivitis
http://www.news-medical.net/?tag=/Contact+Lens
http://www.news-medical.net/?tag=/Dry+Eye
http://www.news-medical.net/?tag=/Glaucoma
http://www.news-medical.net/?tag=/New+Drug+Application
http://www.news-medical.net/?tag=/Pain
http://www.news-medical.net/news/20101118/7762/Spanish.aspx
http://www.news-medical.net/news/20101118/7762/French.aspx
http://www.news-medical.net/news/20101118/7762/German.aspx
http://www.news-medical.net/news/20101118/7762/Portuguese.aspx
http://www.news-medical.net/news/20101118/7762/Italian.aspx
http://www.news-medical.net/news/20101118/7762/Japanese.aspx
http://www.news-medical.net/news/20101118/7762/Korean.aspx
http://www.news-medical.net/news/20101118/7762/Simplified-Chinese.aspx
http://www.news-medical.net/news/20101118/7762/Traditional-Chinese.aspx
http://www.news-medical.net/news/20101118/7762/Dutch.aspx
http://www.news-medical.net/news/20101118/7762/Norwegian.aspx
http://www.news-medical.net/news/20101118/7762/Russian.aspx
http://www.news-medical.net/news/20101118/7762/Swedish.aspx
http://www.news-medical.net/news/20101118/7762/Polish.aspx
javascript:void(0);
http://www.news-medical.net/
http://chartbeat.com/
http://www.news-medical.net/syndication.axd?format=rss
http://www.news-medical.net/newsletters
http://www.news-medical.net/contact
http://www.news-medical.net/mediapack
http://www.news-medical.net/drugs-a-z.aspx
http://www.news-medical.net/medical-a-z.aspx
http://www.news-medical.net/news-a-z.aspx
http://www.news-medical.net/
http://www.news-medical.net/news-a-z.aspx
http://www.news-medical.net/medical-a-z.aspx
http://www.news-medical.net/drugs-a-z.aspx
http://www.news-medical.net/Clinical-and-Diagnostics
http://www.news-medical.net/Life-Science-and-Laboratory
http://www.news-medical.net/Consumer-Products
http://www.news-medical.net/article/Information.aspx
ellic
Text Box
Petitioner InnoPharma  EX 1116
IPR2015-00902
IPR2015-00903
Page 1


https://www.docketalarm.com/


3/13/2016 FDA grants three years of marketing exclusivity to ISTA's BROMDAY

http://www.news­medical.net/news/20101118/FDA­grants­three­years­of­marketing­exclusivity­to­ISTAs­BROMDAY.aspx 2/2

News A to Z   Drugs A to Z   Health A to Z   Clinical & Diagnostics   Life Science & Laboratory

Consumer Products   News Archive  Medical News Tweets   Information   RSS

News­Medical.net ­ An AZoNetwork Site
Owned and Operated by AZoM.com Limited Copyright 2000­2016

This site complies with the HONcode standard for trustworthy health information: 
verify here.

News­Medical.Net provides this medical
information service in accordance with these
terms and conditions. Please note that medical
information found on this website is designed
to support, not to replace the relationship
between patient and physician/doctor and the
medical advice they may provide.

News Medical

+ 4,622

Follow +1

Be the first of your friends to like this

News Medical
245,975 likes

Like Page Share

Page 2f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

http://www.news-medical.net/news-a-z.aspx
http://www.news-medical.net/drugs-a-z.aspx
http://www.news-medical.net/medical-a-z.aspx
http://www.news-medical.net/Clinical-and-Diagnostics
http://www.news-medical.net/Life-Science-and-Laboratory
http://www.news-medical.net/Consumer-Products
http://www.news-medical.net/archive.aspx
http://www.news-medical.net/article/Medical-News-Tweets.aspx
http://www.news-medical.net/article/Information.aspx
http://www.news-medical.net/syndication.axd
http://www.azonetwork.com/
https://www.healthonnet.org/HONcode/Conduct.html?HONConduct683179
http://www.healthonnet.org/HONcode/Conduct.html
https://www.healthonnet.org/HONcode/Conduct.html?HONConduct683179
http://www.news-medical.net/terms
https://plus.google.com/+News-medicalNet?prsrc=5
https://www.facebook.com/profile.php?id=100011339824060
https://www.facebook.com/shafee.coorg.12
https://www.facebook.com/jyotika.gladwin.52
https://www.facebook.com/profile.php?id=100010957092753
https://www.facebook.com/amankumartuktuk
https://www.facebook.com/ratan.mishra.7505
https://www.facebook.com/kamal.tripathi3
https://www.facebook.com/NewsMedical/
https://www.facebook.com/NewsMedical/
https://www.facebook.com/sharer/sharer.php?app_id=191532917554431&u=https%3A%2F%2Fwww.facebook.com%2FNewsMedical%2F&display=popup&ref=plugin&src=page
https://www.facebook.com/NewsMedical/
https://www.docketalarm.com/

