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"Genentech' s costs and expenses in this action," and (vi) "[ s ]uch further and other relief as this 
Court may deem just and proper." See, e.g., Complaint~ 10 & pp. 19-20 (identifying requested 
relief (a)-(h)). 

II. Genentech Cannot Distinguish Amgen v. Sandoz. 

Genentech seeks to restrict Amgen v. Sandoz to situations where a biosimilar applicant 
refuses to provide its application to the reference product sponsor, arguing that the precedent 
does not apply "when, as here, the applicant purports to opt in to the statutory exchange 
procedures" by producing its application. Complaint ~ 29. Genentech's argument fails for at 
least the following reasons. 

First, Amgen v. Sandoz contains no language to support Genentech' s supposed factual 
distinction. The Federal Circuit categorically held that, as a matter of general statutory 
construction, compliance with§ 262(!)(2)(A) is not compulsory or mandatory under the BPCIA, 
and that a reference product sponsor's only recourse for alleged non-compliance is to bring a 
patent infringement action. Importantly, the Federal Circuit's reasoning did not tum on a factual 
determination of whether Sandoz had "opted in" or "opted out" of the statutory exchange, but 
rather on the Federal Circuit's reading of§ 262(!)(2)(A) in context with other related provisions 
of the BPCIA, so that no provision would be rendered superfluous. 794 F.3d at 1356. 

Second, Genentech's attempt to limit the holding of Amgen v. Sandoz cannot be 
reconciled with the Federal Circuit's reasoning in Amgen v. Apotex- namely, that the procedures 
described in § 262(!) of the BPCIA are designed to facilitate the "channeling of litigation and 
provide[] incentives for the applicant to proceed in those channels." 827 F.3d at 1057. 
Genentech now asks the Court to thwart this purpose, penalizing Amgen's good-faith attempt to 
comply with the § 262(!) by (i) disclosing its application (which contains every category of 
information requested in Genentech's pre-disclosure letter), and (ii) inviting Genentech to 
identify any specific information missing from the disclosure that would assist in listing its 
patents. Notably, Genentech has made no particularized showing of any manufacturing 
information that it lacks which encumbers Genentech' s ability to provide to Amgen, by March 
24, 2017 (as alleged by Genentech), a list of patents that it "believes a claim of patent 
infringement could reasonably be asserted by" Genentech against Amgen. 42 U.S.C. 
§ 262(!)(3)(A). Under Genentech's approach, however, biosimilar applicants who refuse to 
provide their application in the BPCIA exchange would be immune from compulsory 
compliance with § 262(!)(2)(A) and subject only to patent litigation with limited patent remedies, 
while biosimilar applicants who provided their application would paradoxically be subject to 
compulsory compliance with § 262(!)(2)(A) with no limitation on the litigations and remedies it 
might be subject to. Simply put, Genentech's narrow reading of Amgen v. Sandoz would tum the 
incentive structure of the BPCIA on its head. 

For at least these reasons, Genentech's complaint is procedurally improper under Amgen 
v. Sandoz, and should be dismissed. Amgen will address this and additional grounds for 
dismissal in its response to the complaint, and during the hearing scheduled for March 1. 
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