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LATEST NEWS

Lost Profits Damages Based on Foreign
Acts Under 35 U.S.C. § 271(f)(2)

By: Christopher Loh

On June 22, 2018, the United States Supreme Court issued a 7-2 decision in WesternGeco
LLC v. ION Geophysical Corp., No. 16-1011, holding that patent owners can recover lost
profits damages under 35 U.S.C. § 271(f)(2) based on acts occurring outside the United
States.

Spotlight On: Rituxan® (rituximab)

Spotlight On: Humira® (adalimumab) /
Amjevita™ (adalimumab-atto) / Cyltezo™
(adalimumab-adbm)

BiologicsHQ's "Spotlight On" dashboards provide, at a glance, an overview of the status of

U.S. patent proceedings. The dashboard concerning rituximab (Rituxan®) has been
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updated with activity through June 30, 2018.

The dashboard concerning adalimumab (Humira®, Amjevita™, and Cyltezo™) has also
been updated with activity through June 30, 2018.

Read More News

UPDATES

IPRs

• Humira® (adalimumab): On June 5, 2018, institution was denied in
IPR2018-00156 filed by Sandoz.

• Rituxan® (rituximab):
◦ On June 6, 2018, IPR2018-00231 filed by Pfizer was terminated prior to an

institution decision after Pfizer requested dismissal with prejudice.
◦ On June 14, 2018, institution was granted in IPR2018-00186 filed by Pfizer.

• Herceptin® (trastuzumab): On June 18, 2018, institution was denied in
IPR2018-00192 filed by Samsung Bioepis.

LITIGATIONS

• Herceptin® (trastuzumab):
◦ On June 11, 2018, final judgment of dismissal was entered in Celltrion v.

Genentech, Case No. 4:18-cv-00274 (N.D. Cal.).
◦ On June 21, 2018, Genentech filed Case No. 1:18-cv-00924 (D. Del.)

against Amgen related to Amgen's proposed biosimilar ABP 980.

• Rituxan® (rituximab): On June 11, 2018, final judgment of dismissal was entered
in Celltrion v. Genentech, Case No. 4:18-cv-00276 (N.D. Cal.).

aBLA APPLICATIONS AND FDA ACTIVITY

• ABP 980 (trastuzumab): On June 1, 2018, Amgen and Allergan announced that
they had received a Complete Response Letter from the FDA related to their

application for ABP-980, a proposed biosimilar of Genentech's Herceptin®

(trastuzumab).

• Insulin Glargine: On June 2, 2018, It was announced that Mylan and Biocon had
received a Complete Response Letter from the FDA related to their 505(b)(2)

application for insulin glargine, a follow-on product of Sanofi's Lantus® (insulin
glargine).
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• Fulphila™ (pegfilgrastim-jmdb): On June 4, 2018, the FDA approved Mylan and

Biocon's Fulphila™, a biosimilar of Amgen's Neulasta® (pegfilgrastim).

• Herzuma® (trastuzumab): On June 18, 2018, Celltrion announced that it had

resubmitted its application for Herzuma®, a proposed biosimilar of Genentech's

Herceptin® (trastuzumab).
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Biosimilar-Related IPRs:
Institution and Final Written

Decision Outcomes
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Biologic Drug IPRs and
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Drug IPRs and Litigations
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