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I. INTRODUCTION

PO bases its request for additional discovery (Mot.)—just as it did its request
for routine discovery—on excerpted statements in an EP Opposition (EPO)
challenging the inventive step of sequencing and recombinantly producing L.
polyphemus Factor C proteins as of Oct. 18, 2016. Studiously avoiding any
discussion of necessary context or the fact that Petitioner here challenges the
sufficiency of written description and enablement of the full scope of a far broader
claim to recombinant horseshoe crab proteins, configured in thousands of
combinations, as a working assay for endotoxin detection, PO concludes there is an
“inconsistency” between proceedings. But the panel already told PO: “the
claims...at issue in the Opposition are different and both broader and narrower
than the challenged claim in this proceeding in different respects. Neither has
[PO] explained why the grounds on which the Opposition is based are necessarily
inconsistent with positions advanced by Petitioner in this proceeding.” Paper 17, 4-
5 (internal citations omitted).

PO’s withholding of necessary context and available information continues
here. A week prior to filing its Motion, PO deposed Petitioner’s declarant, Dr.
Siddhartha Jain, which PO conspicuously says nothing at all about. Dr. Jain
unequivocally explained why—in his scientific opinion—there is no inconsistency

between the Declaration of Dr. Frohman (filed in the EPO) and the arguments of



Petitioner in this PGR. He testified that he viewed Dr. Frohman’s testimony in
proper scientific context to be consistent with his own before this Board:

Q Paragraph 107 in Exhibit 2, your PGR declaration. So in this
paragraph, you state that, “In my experience and in the experience of a
POSA in the field of recombinant protein production, the translatability
of expression process across proteins cannot be assumed.” Do you see

that?

A Yes.

Q And that is your opinion, correct?

A That is what I just stated as well earlier.

Q And you don’t view that as inconsistent with Professor Frohman’s

opinions that we were just looking at [EX2004 (Frohman Decl., §47)]?

A Yes, [ don’t see that as being inconsistent. Specifically this
paragraph talks about the assertion that the inventors made of using the
same procedure that was used for Factor C to express Factor B and
proclotting enzyme, which are quite different proteins. And like I
mentioned, that when we are -- what Dr. Frohman is talking about is not
expressing Factor B or proclotting enzyme. All he’s talking about is yes,
the inventors were able to express Tachypleus Factor C using Sf9, CHO
and HEK cells. Therefore, Limulus Factor C could also be expressed.
And we are generally aligned because I’ve said that I believe a POSA

would have a reasonable expectation.
EX1065 (Jain Depo.), 81:12-82:23, see also, id., 86:18-87:20, 185:12-186:15. Dr.

Jain’s analysis as to lack of possession of (and amount of experimentation required



to generate) the thousands of combinations of proteins capable of detecting
endotoxin across the full scope of claims 1-9 in 2013 is not inconsistent with the
fact that obtaining an exemplary Factor C protein would have been reasonably
expected by a POSA several years later. Id., 81:12-82:18.

Even setting aside PO’s withholding of necessary scientific context and
week-old testimony directly on point, PO has not explained why the discovery it
seeks is relevant to its claimed invention, which lacks written description and
enablement, as of 2013. That is, even accepting PO’s ostensible argument that
somehow the EPO acknowledges a possible later priority date for the claim at issue
there (which is hypothetical since the EPO is only considering the question of
inventive step (ebviousness) of a recombinant L. polyphemus Factor C protein as
of 2016), PO has made clear in its own words— it is not arguing for such an
intervening date in this PGR. EX1062, 25:6-14.

PO’s Motion abuses the additional discovery mechanism for the sole
purpose of injecting conspiratorial distraction into the record and should be denied.

II. PO HAS FAILED TO SHOW THE RELEVANCE OF THE
REQUESTED DISCOVERY

PO’s request for additional discovery does not demonstrate how the
requested information—confirming whether Petitioner initiated the EPO—is
relevant to this PGR. PO has pointed to no affirmative evidence supporting such

relevance, and has ignored new evidence explaining why no inconsistency exists.



A.  Dr. Jain Explained Why There Is No Inconsistency

With respect to the question of inconsistency, PO claims that “[i]t is
immaterial that the claims involved in the Opposition are different than those at
issue here.” Mot. 4. But Dr. Jain explained why this difference in scope accounts
for the difference in opinions and arguments advanced in the EPO and before this
Board. In particular he explained why Dr. Frohman’s explanation of using RACE
techniques to generate cDNA for the L. polyphemus Factor C sequence does not
account for the complexity of generating and forming an assay out of all the
proteins required by the full scope of the claims 1-9 of the *109 Patent:

So when we look at Dr. Frohman's declaration, we have to understand
that it’s not just about the use or not use of RACE technology,
because that’s -- that’s somewhat of an opinion focused only on the
sequencing of mRNA. There are other elements that are involved in
sequencing the Factor C, Factor B and Tachy -- and proclotting
enzyme mRNA. And the complexities might have been related to
other challenges, not just related to what specific sequencing
methodology was used. So, for example, when you look at the 498
PCT or ’629 specification, the inventors noticed that one of the PCR
products did not actually show in the gel....Now, it could be because
the PCR had an issue, but it could also mean that the quality and
quantity of mRNA that was obtained from Limulus -- Limulus blood
was of not the same degree as the Tachypleus, and that could relate to
the differences in diversity that the inventors talk about. There are also

other challenges like -- that we already see in 419 PCT, existence of



variance due to polymorphism, and also it was known that because a
whole genome duplication in Limulus, there were instances of
paralogs. So being able to identify those variants could have added to
the complexity....But it’s clear from their procedure that from -- there
was some differences, some challenges that they faced with regards to

getting amplification -- DNA amplification.
EX1065, 171:10-173:6. Dr. Jain’s accounting for such challenges as they relate to
the other proteins encompassed by claims 1-9 explains, in part, why Dr. Frohman’s
opinions regarding the obviousness of sequencing and expressing L. polyphemus
Factor C are not inconsistent with Dr. Jain’s testimony regarding the
experimentation required to overcome the challenges with describing and making
and using the full scope of functional proteins encompassed by the challenged
claims. See Arkema Inc. v. Honeywell Int’l Inc., PGR2016-00012, Paper 13, at 35
(P.T.A.B. Sept. 2, 2016) (granting institution—"“[PO] contends that Petitioner has
presented inconsistent arguments concerning enablement as Petitioner has stated
that [a POSA] had a reasonable expectation of success of achieving the limitation
of claim 13....A reasonable expectation of success of achieving one composition
within the scope of the claim, however, differs from reasonably enabling the full
scope of the claim.”); Liquidia Techs., Inc. v. United Therapeutics, IPR2021-
00406, Paper 78, at 32-33 (P.T.A.B. July 19, 2022) (“Reasonable expectation of

success is a separate inquiry from enablement....[T]hat [the expert] testifies to a



lack of enablement in one forum and to the presence of a reasonable expectation of
success in a second forum does not render unreliable the testimony in either.”).

B. PO Saddles Petitioner With The Inventors’ Inconsistencies

Any inconsistency in this proceeding flows from the inventors’ own
statements. PO points to the 498 PCT and purportedly inconsistent
“characterizations” of that reference. Mot. 2. That the inventors made these
admissions is a fact, and their significance has different relevance to different legal
questions at different points in time. In the *498 PCT, the inventors of claims 1-9
stated that “it has not been possible to accurately determine the full-length
sequence structure, expression, and function of [L. polyphemus zymogen] proteins
and genes using conventional methods.” EX1005, 912 (emphasis added). In the
context of whether such inventors described and enabled the full scope of broad
claims to thousands of combinations of recombinantly produced zymogen proteins
in an assay, including but extending far beyond recombinantly produced L.
polyphemus Factor C proteins, the inventors’ statements that this protein had not
been identified “structurally and functionally” (id., §10) is highly relevant. Such
statements may be less relevant to the question of whether such proteins were
obvious several years later. In any case, this Board can assess and weigh the fact of

the inventors’ statements.



Finally, PO reduces the question of undue experimentation of the challenged
claims to the sequencing L. polyphemus Factor C by 2016. Mot. 3. But that
reduction ignores the full scope of the challenged claims beyond one protein, fails
to account for the challenges associated with generating sequences for all claimed
proteins in order to produce them recombinantly (as Dr. Jain testified to: EX1065,
171:10-173:6), and confirms that even if the generation of L. polyphemus Factor C
were obvious at some later date, the inventors were not in possession of (nor had
enabled) the full scope of the claimed assay agent in 2013, particularly where they
did not describe a single example within such scope (even for constituent proteins
whose sequences were known). EX1065, 147:21-148:13; 131:22-132:20.

The inventors admitted to a struggle in sequencing L. polyphemus Factor C
well after 2013. Mot. 4 (citing Pet., 42, which cites the 498 PCT). That such
statements are highlighted in this PGR does not show inconsistency on the part of
Petitioner. If anything, the veracity of PO—now claiming to have invented, by
2013, recombinant proteins including L. polyphemus Factor C but also thousands
of combinations of zymogen proteins as a functional assay—should be questioned.

III. PO HAS NOT DEMONSTRATED THAT THE REQUESTED
DISCOVERY IS IN THE INTEREST OF JUSTICE.

A. Garmin Factor 1

Factor 1 supports denial as the alleged inconsistency is already in the record

via EPO filings, and, as discussed in Sections I and II, supra, the arguments in the



EPO are not inconsistent with Petitioner’s arguments in this PGR. Petitioner’s
expert explained in detail at his deposition how the various statements and
arguments cited in the Board’s order (Paper 17, 7-8) are scientifically consistent.
See §§ I-11, supra. PO has not explained why its requested “confirmation” is useful
to any disputed issue in the PGR. The Board is fully capable of weighing the facts
and relevant expert testimony on the science.

B. Garmin Factor 2

The EPO affords an Opponent anonymity for several reasons including that
he should not be “obliged to reveal to the patent proprietor why a patent disturbs
him.” G 0004/97, 15-17 (Jan. 21, 1999). PO’s cursory statement that the requested
information does not seek Petitioner’s litigation positions (Mot. 5) is incorrect as
revelation of the identity of an anonymous EP Opponent is tantamount to revealing
litigation strategy. See § 111, infra. PO cites no authority to the contrary.

C. Garmin Factor 3

PO argues: “PO cannot generate the information without the requested
discovery.” Mot. 5. This is untrue. PO wants this Board to associate the EPO with
Petitioner, which the Board may or may not do without forcing Petitioner to waive
its privileges. The requested discovery is unnecessary.

D. Garmin Factor 4

PO did not attach any formal discovery request or define any terms, so as to

render its discovery request “easily understandable.”



E. Garmin Factor 5

PO says it is seeking a “simple answer.” Mot. 5. However, PO is asking
Petitioner to reveal its attorney-client privileged and work product legal strategy
and such forced revelation could be leveraged to argue for a broader waiver.

IV. PO CANNOT COMPEL A WAIVER OF ATTORNEY-CLIENT
PRIVILEGE OR ATTORNEY WORK PRODUCT IMMUNITY.

PO copies its privilege argument (Mot., 6-10) almost verbatim from its prior
failed motion (Paper 12, 3-7) without addressing Petitioner’s prior Opposition.
Paper 13, 6-7. Again, PO cites zero authority permitting the Board to compel a
party to confirm/deny anonymity (and attorney-client privilege and work product
immunity arising from its EPO litigation strategy. While there is no question that
Charles River is the client of Wolf Greenfield, any disclosure by Petitioner or Wolf
Greenfield confirming or denying involvement (Petitioner’s or any other entity’s)
in the anonymous EPO (i.e., legal strategy and whether to employ the same in a
confidential proceeding) in a very small competitive space, would reveal
confidential attorney-client communications and further risk waiver of the same.

Moreover, work-product immunity covers documents and communications
created in anticipation of post-issuance patent challenges. Fed. R. Civ. P. 26(b)(3);
see Applied Telematics, Inc. v. Sprint Commc 'ns. Co., L.P., 1996 WL 539595, *3-6
(E.D. Pa. Sept. 18, 1996). And in the analogous context of anonymous ex parte

reexaminations, multiple Courts have declined to compel the identification of a



requesting party where, as here, such identity is only “marginally relevant” and so
“protecting the confidentiality of the requester outweighs [POs] interest in
discovery the identity of the requester.” Davco Mfg. Corp. v. Peninsular Diesel,
Inc., 128 F.R.D. 91, 92 (N.D. Ohio 1989); TQ Delta, LLC v. DISH Network Corp.,
No. 1:15-cv-00614-GBW, ECF No. 407, at 6-8 (D. Del. Mar. 1, 2022) (declining
to compel discovery relating to ex parte reexam where movant failed to show
relevance of EPR positions and any interest in the discovery was “outweighed
by...safeguards imposed to ensure confidentiality of the requester’s identity™).
Petitioner has more than met its burden to show that the requested discovery,
which has no useful relevance to the PGR grounds at issue here, does not
outweigh the significant confidentiality interests protecting Petitioner’s work
product developed in anticipation of litigation. Any inconsistency between this
PGR and the EPO arises from the inventors’ own duplicitous strategy of claiming
to have invented a broad scope of functional zymogen proteins including those
from L. polyphemus as of 2013, while telling the world several years later — to
secure an additional patent —that only then had they finally “succeeded in
obtaining full-length cDNAs encoding all of the protein factors involved in the
coagulation mechanism of Limulus polyphemus something that no one had
succeeded in doing for many years, and in expressing all of the recombinant

proteins.” EX1005, 917. PO’s request for additional discovery should be denied.
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