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Patent case: Biogen International GmbH v. Mylan
Pharmaceuticals Inc., USA
Kevin M. Finson (Wolters Kluwer Legal & Regulatory US) · Thursday, December 30th, 2021

A person of ordinary skill in the art could not determine the effective dose of the active ingredient
in Tecfidera from the original patent specification.

A West Virginia federal district court’s decision that certain claims of a Biogen patent directed to
the multiple sclerosis treatment drug Tecfidera were invalid for lack of written description support
was not clearly erroneous, the U.S. Court of Appeals for the Federal Circuit has held. The original
specification did not give a person of ordinary skill in the art any reason to believe that the
particular dosage of dimethyl fumarate claimed was effective. Circuit Judge O’Malley filed a
dissenting opinion (Biogen International GmbH v. Mylan Pharmaceuticals Inc., November 30,
2021, Reyna, J.).

Case date: 30 November 2021
Case number: No. 20-1933
Court: United States Court of Appeals, Federal Circuit

A full summary of this case has been published on Kluwer IP Law.

_____________________________

To make sure you do not miss out on regular updates from the Kluwer Patent Blog, please
subscribe here.
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The 2022 Future Ready Lawyer survey showed that 79% of lawyers think that the importance of
legal technology will increase for next year. With Kluwer IP Law you can navigate the
increasingly global practice of IP law with specialized, local and cross-border information and
tools from every preferred location. Are you, as an IP professional, ready for the future?

Learn how Kluwer IP Law can support you.

https://patentblog.kluweriplaw.com/
https://patentblog.kluweriplaw.com/2021/12/30/patent-case-biogen-international-gmbh-v-mylan-pharmaceuticals-inc-usa/
https://patentblog.kluweriplaw.com/2021/12/30/patent-case-biogen-international-gmbh-v-mylan-pharmaceuticals-inc-usa/
https://www.kluweriplaw.com/document/KLI-KPL-ONS-21-48-003
https://patentblog.kluweriplaw.com/newsletter
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom-cta_2022-frlr_0223
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom-cta_2022-frlr_0223
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom-cta_2022-frlr_0223


2

Kluwer Patent Blog - 2 / 2 - 28.02.2023

This entry was posted on Thursday, December 30th, 2021 at 5:07 pm and is filed under Case Law,
Pharma, United States of America
You can follow any responses to this entry through the Comments (RSS) feed. Both comments and
pings are currently closed.
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