
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

SHIONOGI & CO., LTD., HOFFMANN
LA ROCHE INC., and GENENTECH, 
INC., 

Plaintiffs, 

v. 

) 
) 
) 
) 
) 
) 
) 
) 

NORWICH PHARMACEUTICALS, INC. ) 
And ALVOGEN PB RESEARCH & ) 
DEVELOPMENT LLC, ) 

Defendants. 
) 
) 

Civil Action No. 23-161-MN 

REPORT AND RECOMMENDATION 1

At Wilmington this 23rd day of September, 2024, the court having considered the 

motion of Norwich Pharmaceuticals, Inc. and Alvogen PB Research & Development LLC 

("Norwich") for leave to amend the answer and counterclaims (D.I. 85), and the associated 

filings (D.I. 87; D.I. 88), I recommend that the comt DENY Norwich's motion without prejudice 

for the following reasons: 

1. Background. Plaintiffs Shionogi & Co., Ltd., Hoffmann-La Roche Inc., and

Genentech, Inc. (collectively, "Plaintiffs") filed this patent infringement action against Norwich 

on February 13, 2023, alleging infringement of eight patents covering XOFLUZA®, a drug used 

for the treatment of influenza. (D.I. 1 at�� 1, 36-38) XOFLUZA® contains baloxavir marboxil, 

1 For non-dispositive motions, such as a motion for leave to amend, the court reviews findings of 
fact for clear error and conclusions of law de nova. Zogenix, Inc. v. Apo/ex Inc., C.A. No. 21-
1252-RGA, 2023 WL 5835828, at *6 (D. Del. Sept. 8, 2023). When a motion for leave to amend 
is denied on the basis of.futility, the dispositive standard of Rule 12(b)(6) applies. Id. (quoting 
Great W Mining & A£in. Co. v. Fox Rothschild, LLP, 615 F.3d 159, 175 (3d Cir. 2010)). 
Because the determination of whether a claim survives a Rule 12(b)(6) motion is a "pmely legal 
question," the decision of a magistrate judge is reviewed de nova pursuant to 28 U.S.C. § 
636(b)(l)(B) and Fed. R. Civ. P. 72(6)(1). Id. 


























