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6, 7, 12, 13 Regeneron 2008, Hecht
6, 7,12, 13 NCT-795, Hecht

NCT-377, Hecht
 
See Pet. 12.

In support of these grounds for unpatentability Petitioner submits,

inter alia, the Declaration of Angelo P. Tanna, MD (Ex. 1002). Inthe

absence of evidence to the contrary, we find Dr. Tanna competentto testify

on the subject matter of his declaration. See infra Section II.A; see Ex. 1002

qf 3-11, 15-18; Ex. 1003. We understandthat Patent Ownerhas not

submitted a similar witness declaration specifically directed to this

proceeding, nor wasit required to do so. Patent Ownerhas, however,

submitted witness declarations from related proceedings before the Board,

including the Declaration of Lucian V. Del Priore, MD, PhD, which was

submitted in related matters IPR2021-00880 and IPR2021-00881 (and notes

that IPR2022-00257, IPR2022-00258, IPR2022-00298, and IPR2022-00301

were joined therewith). See Ex. 2021; see also Prelim. Resp.viti, 37, 40; see

Investigation ofEfficacy andSafety in Wet AMD (VIEW2) (Nov.28, 2014),
accessed Dec. 29, 2020, at https://clinicaltrials. gov/ct2/history/
NCT006373777A =1&B=1&C=nerged#StudyPageTop (Ex. 1011,
“NCT-377’).
7 Grounds S5a—5dlisted here are presented by Petitioner as a single
“Ground 5”; however, because that ground actually asserts four separate
challenges for unpatentability premised on separate combinationsofthe
references ofGrounds 1—4 in combination with Hecht, we separate these
into separate grounds.
® Gerald Hecht, PhD, OphthalmicPreparations, in I] REMINGTON: THE
SCIENCE AND PRACTICE OF PHARMACY, 19" ed., Ch. 89, 1563-76 (Alfonso
R. Gennaro ed., 1995) (Ex. 1025, “Hecht”).
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supra Section I.B (Related Matters). Inthe absence of evidence to the

contrary, we also find Dr. Del Priore to be competentto testify on the

subject matter of his declaration, whichis related to the subject matterofthis

proceeding. See Ex. 2021 §§ 3-10, 16-18; see also infra Section IL.A

(identifying the parties’ proposed definition of the ordinarily skilled artisan,

whichis the same as that addressed by Dr. Del Priore).

Il. DISCUSSION

A. LEVEL OF ORDINARYSKILL IN THE ART

In determining the level of ordinary skill in the art, we consider the

types of problems encounteredin theart, the prior art solutions to those

problems,the rapidity with which innovations are made, the sophistication

of the technology, and the educationallevel of active workers in the field.

Custom Accessories, Inc. v. Jeffrey-Allan Indus., Inc., 807 F.2d 955, 962

(Fed. Cir. 1986).

Petitionerstates,

A POSAhere would have: (1) knowledge regarding the
diagnosis and treatment of angiogenic eye disorders, including
the administration of therapies to treat said disorders; and
(2) the ability to understandresults and findings presented or
published by others in the field, including the publications
discussed herein. Typically, such a person would have an
advanced degree, such as an M.D.or Ph.D. (or equivalent, or
less education but considerable professional experience in the
medical, biotechnological, or pharmaceuticalfield), with
practical academic or medical experience tn (1) developing
treatments for angiogenic eye disorders (such as AMD),
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including through the use of VEGF antagonists,or(11) treating
of same, including through the use ofVEGF antagonists.

Pet. 23 (citing Ex. 1002 ¥ 16).° Patent Ownerneither contests this proposed

definition ofthe ordinarily skilled artisan noroffers its own. See generally

Prelim. Resp.

For the purposesofthis decision, we accept Petitioner’s proposed

definition of the person of ordinary skill in the art (or ordinarily skilled

artisan), which appears to be consistent with the level of skill in the art

reflected in the prior art ofrecord andthe disclosure of the °572 patent. See

Okajima v. Bourdeau, 261 F.3d 1350, 1355 (Fed. Cir. 2001) (“the priorart

itself [may] reflect[]” evidence of the ordinary level of skill in the art)

(quoting Litton Indus. Prods., Inc. v. SolidState Sys. Corp., 755 F.2d 158,

163 (Fed. Cir. 1985)).

B. CLAIM CONSTRUCTION

The Boardinterprets claim termsin an inferpartes review using the

same claim construction standardthat 1s used to construe claimsinacivil

action in federal district court. 37 C.F.R. § 42.100(b). In construing claims,

district courts and the Board here, by default, give claim termstheir ordinary

and customary meaning, whichis “the meaningthat the term would haveto

a person of ordinary skill in the art in question at the time ofthe invention.”

Phillipsv. AWH Corp., 415 F.3d 1303, 1312-13 (Fed. Cir. 2005) (en banc).

Should claim terms require express construction, sources for claim

interpretation include “the wordsofthe claims themselves, the remainder of

the specification, the prosecution history [1.¢., the intrinsic evidence], and

extrinsic evidence concerning relevantscientific principles, the meaning of

’ Petitioner uses “POSA”to refer to the person of ordinary skill in the art.
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technical terms, and the state ofthe art.” /d. at 1314 (quoting nnova/Pure

Water, Inc. v. Safari Water Filtration Sys., Inc.,381 F.3d 1111, 1116 (Fed.

Cir. 2004)). “[T]he claims themselves [may] provide substantial guidance as

to the meaningofparticular claim terms.” /d. However, the claims “do not

stand alone,” but are part of ““‘a fully integrated written instrument’... .

consisting principally ofa specification that concludes with the claims,” and,

therefore, the claims are “read in viewofthe specification.” /d. at 1315

(quoting Markman v. Westview Instruments, Inc. , 52 F.3d 967, 978-79 (Fed.

Cir. 1995) (en banc)). Any special definition for a claim term must beset

forth in the specification “with reasonable clarity, deliberateness, and

precision.” /nre Paulsen, 30 F.3d 1475, 1480 (Fed. Cir. 1994). Without

sucha special definition, however, limitations may not be read from the

specification into the claims. /n re Van Geuns, 988 F.2d 1181, 1184 (Fed.

Cir. 1993),

“[WJe need only construe terms “that are in controversy, and only to

the extent necessary to resolve the controversy.’” Nidec Motor Corp. v.

Zhongshan Broad Ocean MotorCo. , 868 F.3d 1013, 1017 (Fed. Cir. 2017)

(quoting Vivid Techs., Inc. v. Am. Sci. & :ng’g, Inc. ,200 F.3d 795, 803

(Fed. Cir. 1999)).

Wenow turn to the parties’ positions on claim construction.

1. “initial dose,” “secondary doses,” and “tertiary doses”
29 66

Oneorall of the terms “initial dose,” “secondary doses,”and “tertiary

doses,” appear in clams 1, 4,9, 15, 16, 20, 24—27, and 29 (as noted, not all

ofthese claims are challenged). See Ex. 1001, 23:1—25:5 (claims).
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Petitionerasserts that the °572 patent expressly defines the claim

terms“initial dose,” “secondary doses,” and “tertiary doses,”in its

Specification, as follows:
92360

The terms“initial dose,” “secondary doses,” and “tertiary
doses,” refer to the temporal sequence of administration ofthe
VEGFantagonist. Thus, the “initial dose”is the dose whichis
administered at the beginning of the treatment regimen(also
referred to as the “baseline dose’); the “secondary doses”are
the doses which are administered after the initial dose: and the
“tertiary doses” are the doses which are administered after the
secondary doses. Theinitial, secondary, and tertiary doses may
all contain the same amount of VEGFantagonist, but will
generally differ from one anotherin termsof frequency of
administration. In certamm embodiments, however, the amount
ofVEGF antagonist contained in the initial, secondary and/or
tertiary doses will vary from one another(e.g., adjusted up or
downas appropriate) during the course of treatment.

Pet. 16 (quoting Ex. 1001, 3:51-65; citing Ex. 1002 4 62).

Patent Owner “does not propose a constructionof“initial dose,’

“secondary dose[s],’ or “tertiary dose[s]’ that is different than that proposed

by Petitioner,” although it also does not concede Petitioner’s proposalis

correct. Prelim. Resp. 18.

“Whenthe specification explains and defines a term used in the

claims, without ambiguity or incompleteness, there is no need to search

further for the meaning of the term.” Mu/tiform Dessicants Inc. v. Medzam

Ltd., 133 F.3d 1473, 1478 (Fed. Cir. 1998). We agree with Petitioner’s

unopposedposition that the Specification of the °572 patent expressly and
99 66

unequivocally defines the claim terms “initial dose,” “secondary doses,” and

“tertiary doses,” as set forth in the quote above, as meaning, respectively,

(1) the dose which is administeredat the beginning ofthe treatment

regimen,(2) the doses administeredafter the initial dose; and (3) the doses

13

SamsungBioepis Exhibit 1014
Page 1405

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


