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Axinn, on behalf of client Endo Pharmaceuticals Inc., successfully intervened on the side of the
U.S. Food and Drug Administration to oppose a motion for temporary restraining order brought
by Ranbaxy Laboratories, Ltd. Ranbaxy had sought an order reversing FDA’s approval of
Endo’s generic version of Hoffmann-La Roche, Inc.’s Valcyte® (Valganciclovir Tablets USP, 450
mg). FDA had recently decided to revoke tentative approval of Ranbaxy’s valganciclovir
product and determined that Ranbaxy had forfeited its generic marketing exclusivity rights.

Working quickly over the course of just a few days, Axinn attorneys filed intervention papers
and an opposition brief in the U.S. District Court for the District of Columbia. Judge Howell
denied Ranbaxy’s motion, finding that the company failed to show that it would suffer
irreparable harm absent the requested relief, and that FDA acted within its authority to revoke
tentative approval of Ranbaxy’s product and subsequently approve Endo’s product.

Related People

Thomas K. Hedemann

https://www.axinn.com/en/people/Thomas-Hedemann
https://www.axinn.com/en/people/Thomas-Hedemann
https://www.axinn.com/


Related Services

Intellectual Property

To subscribe to our publications, click here.

Featured Insights

GCR Live: Law Leaders Europe 2025

SPEAKING ENGAGEMENT ANTITRUST

AHLA Annual Meeting 2025

SPEAKING ENGAGEMENT ANTITRUST

SABA North America Annual Conference 2025

SPEAKING ENGAGEMENT ANTITRUST

Navigating Compliance: How the 2025 Hart-Scott-Rodino Updates Are Impacting
Businesses

WEBINAR ANTITRUST

Volunteer Lawyers for the Arts – Champions of the Arts Awards and Gala 2025

SPONSORSHIP ANTITRUST

NJSBA Annual Meeting and Convention 2025

SPEAKING ENGAGEMENT INTELLECTUAL PROPERTY

Cost-Effective and Efficient IP Litigation Strategies – Making Paragraph IV Litigation Work for
You

WEBINAR INTELLECTUAL PROPERTY

Hartford HealthCare Black and Red Gala 2025

SPONSORSHIP ANTITRUST

Informa CompLaw Antitrust West Coast Conference 2025

SPEAKING ENGAGEMENT ANTITRUST

https://www.axinn.com/en/services/practices/intellectual-property
https://www.axinn.com/en/subscribe-to-publications
https://www.axinn.com/en/insights/event/gcr-live-law-leaders-europe-2025
https://www.axinn.com/en/insights/event/ahla-annual-meeting-2025
https://www.axinn.com/en/insights/event/saba-north-america-annual-conference-2025
https://www.axinn.com/en/insights/event/navigating-compliance-how-the-2025-hart-scott-rodino-updates-are-impacting-businesses
https://www.axinn.com/en/insights/event/volunteer-lawyers-for-the-arts-champions-of-the-arts-awards-and-gala-2025
https://www.axinn.com/en/insights/event/njsba-annual-meeting-and-convention-2025
https://www.axinn.com/en/insights/event/cost-effective-and-efficient-ip-litigation-strategies-making-paragraph-iv-litigation-work-for-you
https://www.axinn.com/en/insights/event/hartford-healthcare-black-and-red-gala-2025
https://www.axinn.com/en/insights/event/complaw-antitrust-west-coast-conference-2025


Recent Decision Shows the Heavy Burden of Actual Malice in Defamation Suits

AXINN VIEWPOINTS LITIGATION & TRIALS

© 2025 Axinn, Veltrop & Harkrider LLP. All Rights Reserved

https://www.axinn.com/en/insights/axinn-viewpoints/recent-decision-shows-the-heavy-burden-of-actual-malice-in-defamation-suits

