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I. Introduction 

All but one of the claims in challenged U.S. Patent Nos. 10,865,400 (“’400 

Patent”), 11,040,149 (“’149 Patent”), and 11,066,656 (“’656 Patent”) (collectively, 

the “Challenged Patents”) expressly require modified PH20 polypeptides that are 

enzymatically active. When 17 indistinguishable claims in other Halozyme patents 

were challenged by Petitioner Merck, Sharp & Dohme, LLC (MSD), Halozyme 

statutorily disclaimed every one of them. And the Board has since found 

comparable claims in each of the Challenged Patents unpatentable under § 112 in 

four Final Written Decisions (“FWD”).  

Recognizing that these claims cannot survive a patentability challenge, 

Halozyme strains to prevent institution by advancing unfounded assumptions and 

material misrepresentations at every turn.  

First, Halozyme argues that Petitioner MSD has not disclosed all Real-

Parties-In-Interest (RPI). But the Board, in a detailed 24-page opinion, thoroughly 

rejected Halozyme’s RPI theory. The Board’s detailed analysis is supported by 

dozens of documents, a fact-intensive declaration (EX1224) by a high-ranking 

executive—not cited in Halozyme’s briefing—and an exhaustive 350-page 

deposition transcript of that same executive (EX2027).  

Next, citing a “decade-long investment of substantial resources to develop 

the claimed invention” (DD Br., 4), Halozyme argues that the relative equities of 
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the parties warrant discretionary denial. But this argument rests on a falsehood: 

Halozyme has never developed or commercialized a modified PH20 within the 

scope of any claim of the Challenged Patents. As Halozyme admits, the 

Challenged Patents are unrelated to Halozyme’s actual commercial activities, 

which are based on Halozyme’s “ENHANZE®” platform first launched in 2005, 

years before the “MDASE” patents at issue here were filed. Halozyme earns more 

than a billion dollars annually from ENHANZE® and has told investors that the 

dispute with MSD has “absolutely no impact on [its] ENHANZE business.”1  

Halozyme also complains of “abuse” of the AIA. DD Br., 4. Halozyme 

again has it backwards—Halozyme is the party abusing the patent system through 

a scheme to capture for itself the entire commercial market for modified 

recombinant hyaluronidase proteins. Halozyme cannot repurpose its MDASE 

patents to enforce unpatentable claims against any multiply-modified PH20 

polypeptide within an incomprehensibly immense genus of possibilities that might 

have “increased hyaluronidase activity.” Pet., 1-4. MSD’s IPRs are not an “end-

run” of the AIA. Under well-established precedent, the claims’ written description 

and enablement defects—confirmed in four FWDs2—demonstrate the challenged 

 
1  EX1228; EX1086, 13-14. 

2  PGR2025-00003, Paper 128; PGR2025-00004, Paper 136; PGR2025-00006, 
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claims are not entitled to their claimed priority dates, which renders them 

anticipated by US-275’s increased activity PH20 mutants. Pet., 23-25. 

Halozyme complains of MSD’s “delay” in filing these IPRs, which it says 

allowed MSD to “repackage and change” its challenges using the PGRs as a 

“roadmap” while “delay[ing] Halozyme’s day in court.” DD Br., 2-3. But MSD’s 

§ 112 arguments are the same as they were in the PGRs—Halozyme even labels

them “recycled.” DD Br., 2, 15, 20. MSD did not delay these IPRs. During the 

sixteen months that preceded the IPRs, MSD was not “sitting on its hands” but was 

instead actively engaged in preparing, filing, and litigating fifteen PGR challenges, 

all brought within 9-month post-issuance PGR-eligibility windows. And MSD 

never represented that the Challenged Patents would not be subject to IPRs, and 

there is no evidence the district court had such an understanding.  

The Director should deny Halozyme’s discretionary denial request. 

II. Halozyme’s RPI Allegations Are Baseless and Misrepresent the Record

MSD is correctly named the sole “real party-in-interest.” Pet., 5. Consistent

with the Director’s instructions in Tianma Microelectronics Co., Ltd. v. LG 

Display Co., Ltd., IPR2025-01579, Paper 12, 8 n.6 (March 18, 2026), Petitioner 

also identified MSD’s parent corporation, MCI (Pet., 5), to enable the Board and 

Paper 132; PGR2025-00009, Paper 135. 
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Director to discharge the stated purposes of the RPI requirement.3 

Halozyme’s RPI arguments rehash unfounded allegation that MCI 

“exercised or could have exercised control” (RPI Order, 4-5) over MSD’s PTAB 

proceedings. Citing an abundance of uncontested evidence that Halozyme ignores, 

the Board rejected Halozyme’s theory, and found that MCI could not do so. 4 Id., 

16-23. Among the facts that the Board found that Halozyme ignores are: (i)

 (id., 13 

(citing EX1224, ¶ 8; EX1244, 2)), (ii) MSD has a separate governance structure 

from MCI, with separate officers and directors (id. (citing EX1224, ¶ 6)); (iii) 

MSD alone provides all funding, employs all in-house counsel and engaged all 

outside counsel and experts involved in these proceedings (id., 11-13, 18-20 

(citing EX1236, EX1238, EX1240, EX1244, EX1251-1257, EX1258-1276; 

EX1224, ¶¶ 17‒18), and (iv) MSD “alone controls,” and is the only party able to 

control, these proceedings (RPI Order, 21).5 The Board, citing long-standing 

precedent, also 

3  See Trial Practice Guide, § 1.D.1; Memorandum of Director Squires 

Designating Corning Precedential (October 28, 2025).  

4  PGR2025-00003, Paper 131 (May 12, 2026) (“RPI Order”).  

5  Petitioner is filing herewith several exhibits cited in the RPI Order. EX1277 

correlates exhibit numbers in this proceeding to the related PGR proceedings. 
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found that subsidiary ownership “alone does not eviscerate corporate distinctions 

between a parent and its subsidiaries, particularly where the evidence shows—as it 

does here—those distinctions have at all times been maintained.” Id., 18. Indeed, 

the evidence on every RPI factor Halozyme raised conclusively refutes that MCI is 

an RPI of these Petitions: 

Corporate Resolutions & Governance. The Board rejected Halozyme’s 

arguments regarding MCI’s corporate resolutions, appointments of MSD managers 

by the MCI board, and the role of MCI’s board, finding none gave MCI the ability 

to intervene in the proceedings. Compare DD Br., 5-8 with RPI Order, 6-9, 18.6  

SEC Filings. The Board rejected Halozyme’s assertion that the use of 

6  Halozyme misconstrues “General Corporate Resolution #5” as giving MCI 

ability to control MSD’s IPRs. DD Br., 5-6. It does not, including because 

. EX1224, ¶ 8; EX2002, 22; 

EX2027, 251:15-252:1, 250:1-8. Consistent with the Board’s findings, there is 

no evidence “General Corporate Resolution #5” was ever invoked, or could be 

invoked, by MCI to control MSD PTAB proceedings. See Consolidated Trial 

Practice Guide § I.D.1; Gonzalez v. Banco Cent. Corp., 27 F.3d 751, 759 (1st 

Cir. 1994) (requiring control “from a practical, as opposed to a purely 

theoretical, standpoint”). 
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“Merck” and “the Company” in MCI’s consolidated SEC filings “confirm” MCI 

“directed the AIA Petitions against Halozyme’s MDASE portfolio.” DD Br., 6-7. 

The Board credited the testimony of MSD’s declarant, Corporate Secretary Kelly 

Grez, that “MCI uses collective terms… to refer to actions of MCI’s subsidiaries.” 

RPI Order, 22-23 (citing EX2019, ¶¶ 31–32). Evaluating Ms. Grez’s testimony and 

SEC filings, the Board concluded SEC filing language “does not demonstrate that 

the activities described therein are attributable to MCI specifically, much less that 

MCI directs, controls, or funds” PTAB proceedings. Id., 23; see also id. 5, 14 

(citing EX1224, ¶ 31; EX1257, 183). 

Alleged Oversight. Halozyme contends MCI provides “strategic oversight” 

over these IPRs. DD Br., 7-8. This is inconsistent with established facts that  

 

. Id., 13 (citing EX1224, ¶ 8; EX1244, 2). It likewise 

ignores the Board’s determination that (i) corporate distinctions have been 

maintained “at all times” (id., 18) (ii) “all the internal counsel involved are 

employed by MSD—not MCI” (Id., 18 (citing EX1252, 1, 8; EX1272‒1276; 

EX1254, 1; EX1262; EX1266, 1; EX1250, 1; EX1236, 1; EX1242, 1; EX1224, ¶¶ 

17‒18)) (iii) there is “no evidence that MCI personnel, funds, or other assets were 

involved” in the proceedings (id., 21 (citing EX1252, 1, 8; EX1272‒1276; 

EX1254, 1; EX1266, 1; EX1224, ¶¶ 17‒18; EX1255, 1; EX1256, 1)) (iv) there has 



IPR2026-00312 (US 10,865,400)  Reply to Discretionary Denial Brief 

-7- 

been “no persuasive evidence showing that MCI has any direct relationship” to the 

PTAB proceedings (id.), and (v)  

 (id., 20).  

Jennifer Zachary. The Board found the evidence confirmed Ms. Zachary 

(who holds dual roles as General Counsel of MCI and MSD) “wears multiple 

hats,” with roles that are separate and distinct. RPI Order, 11. For example, Ms. 

Zachary “may sign on behalf of MCI” when conducting duties for MCI, such as 

when signing SEC filings. Id., 15 (citing EX2027, 56:145‒7:7, 63:20‒21). By 

contrast, Halozyme’s contention that Ms. Zachary  

 (DD Br., 7) is false.  

. Id., 20 (citing 

EX2005, 86; EX1252, 8). Thus, Ms. Zachary is “careful to note which ‘hat’ she is 

wearing in the relevant documentation” which “allow[s] outsiders to identify when 

[she] is representing MCI and when she is representing MSD.” Id. 

Funding. Dispositive evidence cited by the Board refutes Halozyme’s 

contention that SEC filings “confirm” MCI funds MSD’s PTAB proceedings. DD 

Br., 8. That evidence (e.g., payment records) proves that all outside counsel, 

experts, and in-house counsel for these proceedings are paid only by MSD. RPI 

Order, 12-13 (citing EX1252; EX1263-1267; EX1272-1276).  

 RPI Order, 14 (citing EX1224, ¶ 
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37); see also id., 18, 21, 23.  

Blurred Lines. Halozyme alleges “blurred” corporate lines. DD Br., 9. First, 

it points to MSD employees that hold officer roles at MCI. But the Board found it 

was appropriate for directors and officers to hold dual roles at a parent and 

subsidiary, and found that “the management and directors of… MCI and MSD 

differ significantly.” RPI Order, 17 (citing EX1238; EX1240; EX1224, ¶¶ 6, 10). 

Next is an erroneous OED filing by MSD’s in-house counsel Mark Stewart (which 

has since been corrected), and his attendance at a German revocation proceeding. 

DD Br., 9-10. The Board rejected those too: it found “no indication of any blurred 

line that would require Mr. Stewart to act directly on behalf of MCI,” including at 

foreign proceedings “brought by subsidiaries of MCI other than MSD.” Id., 20-21 

(citing EX2027, 190:4‒20; EX1224, ¶ 34). In fact, as the Board observed, “even 

[Halozyme] has treated MCI and MSD as distinct entities as it relates to the subject 

matter of these proceedings,” naming only MSD (and not MCI) as the defendant in 

the district court action. Id., 21 (citing EX2019, 1).  

Interest in the Proceedings. The Board found MCI’s interest in these 

proceedings is merely “incidental to being Petitioner’s corporate parent” and “not 

sufficient, in and of itself, to make MCI an RPI.” DD Br., 10; RPI Order, 8, 22. 

(citing EX1224, ¶ 28; EX2027, 322:25–323:3, 326:22–327:14).   

Thus, unlike proceedings where institution was denied based on an unnamed 
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RPI, the Board’s RPI Order rests on extensive documentary and testimonial 

evidence that establishes that MSD alone can and has controlled and funded 

these proceedings, and thus is the sole RPI.7 That evidence, again, includes a 

detailed declaration from a corporate officer that is fully corroborated by 

documents and 350 pages of the officer’s deposition transcript.  

III. Halozyme Identifies No Credible Basis for Denying Institution Under 
Established Criteria Governing Discretionary Denial 

A. Halozyme Does Not Practice the Challenged Patents 

Halozyme’s brief misrepresents that Halozyme has “spent nearly 13 years 

and invested millions to develop, and now manufactures in the U.S., a modified 

human hyaluronidase (PH20) enzyme” and that the Challenged Patents “protect 

this innovation.” DD Br., 11, 13. Halozyme conceals that it does not make, sell, or 

license any products that practice the challenged claims. Halozyme’s only 

hyaluronidase product is rHuPH20 (Hylenex®), the basis of its ENHANZE® 

 
7  See Tianma, Paper 12 at 10 (criticizing “conclusory declaration that simply 

states that none of the entities Patent Owner identifies funded, controlled, or 

directed the IPR, or had the ability to control the IPR,” without support by 

“relevant documents”); Sun Pham. Indus., Inc. v. Biofrontera Inc., PGR2026-

00021, Paper 12 at 2-3 (Director, May 26, 2026) (similar). 
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platform from which it earns more than a billion dollars.8 The Challenged Patents 

do not implicate ENHANZE® because they require amino acid substitutions not 

found in rHuPH20, the basis of the ENHANZE® platform. In Halozyme’s own 

words, the MDASE patents challenged by MSD are of no consequence to its sales 

and licensing revenue related to its ENHANZE® patent portfolio and product.9 

Halozyme similarly obscures the facts of its licensing activities, alleging that BMS 

“licensed Halozyme’s hyaluronidase technology.” DD Br., 13. But BMS licensed 

ENHANZE® in 2017, before any MDASE patent issued, and its partnership with 

Halozyme concerns ENHANZE®.10   

MSD is an innovation-driven U.S. company that invests heavily in US-based 

manufacturing and R&D infrastructure, including more than $12 billion since 

2017. EX1085. Halozyme seeks to force MSD into a license for its use of a product 

Halozyme did not invent or develop—an innovative new PH20 enzyme (“ALT-

B4”/“BHA”) unlike any of the 6,000+ single substitution PH20 mutants disclosed 

 
8  EX1249; EX1248; EX1084; EX1212. 

9  See EX1101, 9 (“Importantly, MDASE is totally separate from ENHANZE. So 

think about MDASE's and this Merck litigation has been all upside. There was 

zero risk, zero risk to it, because ENHANZE was separate.”). 

10  EX1247; EX1229, 10-19. 
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in Halozyme’s patent family. Indeed, ALT-B4 includes substitutions Halozyme’s 

patents say to avoid in active mutants.11 MSD has made significant investments to 

develop Keytruda QLEX® with ALT-B4, a new product that will improve the lives 

of cancer patients. Merck’s use of the IPR system as “a quick and cost-effective 

alternative to district court patent litigation for resolving disputes over patent 

validity” is the epitome of a situation for which IPRs were designed.12  

B. The Merits of MSD’s Challenges Are Exceptionally Strong 

There is no dispute that the IPRs raise grounds never considered during 

examination. Pet., 18-19. Nor is there a dispute about the grounds’ strong merits. 

Halozyme concedes the Petitions’ lack-of-priority arguments are substantially the 

same as the § 112 arguments advanced in MSD’s PGRs. DD Br., 1-2, 15. Thus far, 

the PGRs have resulted in four FWDs finding all challenged claims unpatentable, 

ten other instituted PGRs, and Halozyme’s disclaimer of seventeen “increased 

activity” claims.13 Halozyme wrongly suggests that the grounds are “outside the 

 
11  Compare EX1245, with EX1001, 253, Table 10 (positions 319 and 321).   

12  Magnolia Med. Tech. v. Kurin, Inc., IPR2026-00097, Paper 17 at 2 (Director, 

May 14, 2026) (citing H.R. Rep. No. 112-98 at 48 (2011)). 

13  PGR2025-00003, EX2003 (claims 5-6); PGR2025-00004, EX2003 (claims 5-

6); PGR2025-00006, EX2003 (claims 5-6); PGR2025-00009, EX2003 (claim 
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core purpose of IPRs.” DD Br., 3. The Office and Federal Circuit have repeatedly 

confirmed IPRs are appropriate for priority-based unpatentability challenges.14  

C. The Timing of the IPRs Does Not Warrant Discretionary Denial  

Halozyme’s assertions about “settled expectations,” “gamesmanship,” and 

“abuse of AIA trials” are baseless and do not warrant discretionary denial. DD Br., 

2-4, 16-17. 

1. No Settled Expectations  

The “settled expectations” factor weighs against discretionary denial here.  

 
4); PGR2025-00017, EX2003 (claim 4); PGR2025-00024, EX2003 (claim 4); 

PGR2025-00030, EX2003 (claim 4); PGR2025-00033, EX2003 (claim 4); 

PGR2025-00039, EX2003 (claims 5-6); PGR2025-00042, EX2003 (claim 6); 

PGR2025-00046, EX2003 (claim 6); PGR2025-00050, EX2003 (claim 4); 

PGR2025-00053, EX2003 (claim 4). 

14  See Pet., 23-25 (compiling case law); Motorola Mobility LLC v. Largan 

Precision Co., IPR2022-01170, Paper 11, 10-11 (PTAB Jan. 26, 2023) 

(compiling precedent rejecting argument that IPR “challenge amounts to a 

backdoor way of asserting an impermissible challenge under 35 U.S.C. § 

112”); Ajinomoto Co. v. AbTis Co., IPR2025-00283, Paper 16, 12-16 (PTAB 

Aug. 8, 2025). 
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First, the Challenged Patents have only been in force for 4-5 years.15  

Second, expectations in Halozyme’s MDASE patent family cannot be 

“settled” when PGRs on fourteen related patents have been instituted, and all 

claims in four patents have been found unpatentable in FWDs.16 “It is an 

appropriate use of Office resources to provide consistency and predictability to the 

public, and to ensure that a patent applicant or owner does not take action 

inconsistent with the judgment in a prior Office proceeding.” POSCO, 3. 

Institution of the IPRs here—against three patents asserted in the district court—

 
15  See, e.g., Cambridge Industries USA Inc. et al. v. Applied Optoelectronics, 

Inc., IPR2025-00434, Paper 11 at 2-3 (Acting Director, June 26, 2025) (no 

settled expectations for 2019 and 2020 patents); Advanced Micro Devices, Inc. 

v. XtreamEdge, Inc., IPR2025-00223, Paper 12 at 2 (Acting Director, Aug. 14, 

2025) (same for 2021 patent). 

16  POSCO Co., Ltd. v. ArcelorMittal, IPR2025-00370, Paper 10 at 2-3 (Acting 

Director, June 25, 2025) (determination that related claims are unpatentable 

“tips the balance against discretionary denial”); Nintendo Co. Ltd. v. Resonant 

Systems, IPR2025-00680, Paper 18 at 3 (Acting Director, Aug. 14, 2025) 

(similar); Tesla, Inc. v. Intellectual Ventures II LLC, IPR2025-00217, Paper 10 

at 2 (Acting Director, June 13, 2025) (similar). 
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achieves those objectives.  

Finally, Halozyme’s recent actions refute there are “settled expectations” for 

the Challenged Patents—in 2025 Halozyme statutorily disclaimed comparable 

“increased activity” claims in response to Merck’s challenges to shield them from 

PTAB scrutiny, rather than defend their patentability.17  

2. MSD Did Not Improperly Delay Filing These IPRs  

Since November 2025, MSD has pursued PGRs against fifteen related 

patents. For the ’400, ’149, and ’656 Patents, the 9-month PGR window lapsed 

years ago, and long before submission of the Keytruda QLEX® BLA. Consistent 

with the Office’s preference, MSD therefore prioritized the PGRs. Pet., 5.18 

Pursuing fifteen concurrent PGRs required a significant deployment of resources 

by MSD and its outside counsel:     

 
17  Nintendo, at 3 (IPR against patent in force 10+ years warranted where after the 

Board instituted IPR of continuation patent of the challenged patent, Patent 

Owner disclaimed substantially similar claims). 

18  Multi-Color Corp. v. Brook & Whittle Ltd., PGR2025-000025, Paper 10, at 2-3 

(Acting Dir., July 16, 2025) (precedential). 
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Halozyme suggests MSD should have filed PGRs against the Challenged 

Patents when they issued in late 2020 and 2021 after Halozyme approached Merck 

about licensing discussions. DD Br., 12. But those discussions occurred when no 

patents in Halozyme’s MDASE portfolio had issued. Moreover, at that time, MSD 

had not filed its BLA for Keytruda QLEX®—that occurred in January of 2025, 

and was followed by FDA approval in September of 2025. If MSD had filed a 

PGR challenge to the ’600, ’149, and ’656 patents prior to 2025, MSD would have 

likely lacked Article III standing in any appeal of a FWD decision before the 

Federal Circuit due to the 35 U.S.C. § 271(e)(1) safe harbor for pre-approval 

development activities.19 

 
19  See, e.g., ironSource Ltd. v. Digital Turbine, Inc., 171 F.4th 1317, 1320-21 

(Fed. Cir. 2026); Allgenesis Biotherapeutics Inc. v. Cloudbreak Therapeutics, 

LLC, 85 F.4th 1377 (Fed. Cir. 2023). 
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More fundamentally, before and after accusing Merck of infringement based 

on use of an enzymatically active modified form of PH20, Halozyme statutorily 

disclaimed seventeen “increased activity” claims in related patents. Supra n.13. At 

the very least, Halozyme’s abandonment of such claims while MSD was filing 

PGRs with § 112 challenges between February and July of 2025 justified filing 

these IPRs after the PGRs.     

3. MSD Never Represented It Would Not File IPRs  

It is not true, as Halozyme contends, that “the parties and the court agreed” 

to pause proceedings on a “shared understanding” that the Challenged Patents 

would not face IPRs. DD Br., 3-4, 14. MSD acknowledged only that these patents 

were not eligible for PGR. DD Br., 4; EX2024, 2. It was Halozyme’s sole 

position—not MSD’s—that “no matter the outcome of the PGRs, this case will 

move forward with at least” the ’400, ’149, and ’656 patents. EX2025, 3; EX2026, 

2-3. MSD proposed that the parties should “provide an update to the Court … with 

the outcomes of each of the PGRs and the Parties’ positions with respect to 
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whether or not the case should be restored to the active docket.” EX2025, 8-9; 

EX2026, 1-2. MSD never said it would not file IPRs.  

The IPRs also have not “disrupt[ed] the agreed-upon litigation schedule” or 

risked “duplicative proceedings” (DD Br., 14-15, 19)—there is no schedule and 

the litigation is stayed. See EX1246. Premising the litigation pause on no IPRs of 

the ’400, ’149, and ’656 patents (DD Br., 13-14) also would have been illogical. It 

is much more efficient for the district court to allow the Office to consider the 

patentability of all asserted patents.  

4. MSD Did Not Improperly Use the PGRs As a Roadmap  

Road-mapping concerns are minimal when a later-filed petition raises 

grounds “substantially overlapping with those in a previously-filed petition and the 

later petition is not refined based on lessons learned from later developments.”20 

 
20  Code200, UAB et al v. Bright Data Ltd., IPR2022-00861, Paper 18 (Director, 

Aug. 23, 2022) (precedential); see also Qualcomm Inc. v. Cobblestone 

Wireless, LLC, IPR2024-01336, Paper 15, 10, 17-18 (PTAB Mar. 7, 2025) 

(“lack of ‘road-mapping’” where petition “substantively identical” to prior 

IPR, “raised the identical prior art, arguments, and evidence,” and Board 

“already invested significant resources” in related proceedings); Intel Corp. v. 

VLSI Technology LLC, IPR2022-00366, Paper 14, 11 (PTAB June 8, 2022). 
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Halozyme maintains that the petitions “repackage[] recycled § 112 assertions from 

the PGRs” and “cite[] no new prior art.” DD Br., 2. It cannot simultaneously claim 

these same grounds are materially changed relative to the ones in the PGRs.  

Indeed, Halozyme’s attempts to recast MSD’s petitions as “changed” 

blatantly mischaracterize the PGR record and IPR petitions (DD Br., 17-19): 

• MSD did not “abandon[] the obviousness grounds.” Id., 3, 20. MSD has

never raised obviousness challenges against “increased activity” claims.21

• Halozyme asserts MSD “abandoned” its position that “‘modified PH20

polypeptide’ was limited to ‘active mutants’” (DD Br., 18), but MSD’s

position is the same here as in the first-filed PGR:

PGR2025-00003, 

Petition at 22 

IPR2026-000312, 

Petition at 23 

21  See, e.g., PGR2025-00003, Pet., 7; PGR2025-00050, Pet., 7. 
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• MSD’s expert, Dr. Naismith, is not a “different expert” than in the PGRs. 

DD Br., 19. He was an expert for MSD in all 14 instituted PGRs.  

• In his IPR declarations, Dr. Naismith made the factual statement that in 

connection with the PGRs he had reviewed the testimony of Drs. Park, 

Hecht, Petsko, and Simpson. EX1003, ¶ 20. However, Dr. Naismith did not 

rely on Drs. Park or Hecht’s PGR declarations in his IPR declarations.  

• Like Dr. Naismith, Dr. Hecht assessed § 112 using both December 29, 2011 

and December 28, 2012 as reference points, as the Board correctly found.22  

• Halozyme falsely claims MSD “jettisoned” its argument that “‘homology 

models’ were a well-known ‘accurate computational method to generate 

reliable structural [protein] models.’” DD Br., 18 (citing EX2031, ¶ 36). But 

Dr. Naismith provides the same opinion in the IPRs. EX1003, ¶¶ 103-104.  

• The petitions do not “rel[y] on” Drs. Petsko and Simpson to “fill in gaps in 

the art.” DD Br., 17. MSD’s position has always been that the claims are 

restricted to “active” mutants, which requires proper folding; Drs. Petsko 

and Simpson’s testimony simply confirms that activity requires folding, and 

that unconstrained mutations (permitted by the claims) impact the folding 

 
22  PGR2025-00003, Paper 16, 5-6; PGR2025-00003, Paper 25, 5-6, 35-36. 
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process unpredictably.23  

This case is thus nothing like Videndum Prod. Sols., Inc. v. Rotolight Ltd., 

which concerned an abandoned first petition and a second later petition raising 

additional art petitioner knew of at the time of the first petition.24 It is also different 

from General Plastic Indus. Co. v. Canon Kabushiki Kaisha, ResMed Corp. v. 

Cleveland Med. Devices, Inc., and Metal Zug AG v. Carl Zeiss Meditec AG where 

petitioners relied on entirely new unpatentability grounds in follow-on IPRs 

against the same patents challenged in earlier denied petitions institution.25  

IV. Conclusion 

 Halozyme has identified no legitimate basis to deny institution based on any 

discretionary or other factors, and institution is therefore appropriate.  

Dated: June 29, 2026 Respectfully Submitted, 

 

/Jeffrey P. Kushan/ 

 
23  See PGR2025-00003, EX1003 (Hecht), ¶¶ 50, 59, 127-129, 142; PGR2025-

00003, Pet., 10-11, 19-20, 25-26, 52-53. 

24  IPR2023-01219, Paper 9 at 14-16 (PTAB Jan. 24, 2024). 

25  IPR2016-01357, Paper 19 at 6-8, 11 (PTAB Sept. 6, 2017) (precedential); 

IPR2025-00157, Paper 10 at 11 (PTAB June 10, 2025); IPR2020-01074, Paper 

8 at 8 (PTAB Jan. 5, 2021). 
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[NEW] 

1250 

[NEW] 

PGR2025-00003 EX2451 - Employment Letter 

1251 

[NEW] 

PGR2025-00003 EX2401 - E-mail (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1252 

[NEW] 

PGR2025-00003 EX2402 - MERCK_PGR00006 - Sidley MSA 
(CONFIDENTIAL - PROTECTIVE ORDER MATERIAL) 

1253 

[NEW] 

PGR2025-00003 EX2403 - MERCK_PGR00056 - Dechert MSA 
(CONFIDENTIAL - PROTECTIVE ORDER MATERIAL) 

1254 

[NEW] 

PGR2025-00003 EX2404 - MERCK_PGR00467 - Mark Stewart 
Offer Letter (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1255 

[NEW] 

PGR2025-00003 EX2405 - MERCK_PGR00052 - Hecht 
Engagement Letter (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1256 

[NEW] 

PGR2025-00003 EX2406 - MERCK_PGR00086 - Park 
Engagement Letter (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1257 

[NEW] 

PGR2025-00003 EX2415 - Merck Co - 10k - year 2024 

1258 

[NEW] 

PGR2025-00003 EX2426 - MERCK_PGR00035 - 20250813 
Payment Remittance (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1259 

[NEW] 

PGR2025-00003 EX2427 - MERCK_PGR00042 - Dechert T360 
Halozyme (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1260 

[NEW] 

PGR2025-00003 EX2428 - MERCK_PGR00045 - FW_ Attn_ 
Accounts Receivable Dept (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 
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1261 

[NEW] 

PGR2025-00003 EX2429 - MERCK_PGR00049 - Halozyme - 
202000447 - Invoices (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1262 

[NEW] 

PGR2025-00003 EX2430 - MERCK_PGR00465 - Mark Stewart 
Payroll Statement (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1263 

[NEW] 

PGR2025-00003 EX2431 - MERCK_PGR00001 - Ginkel 
Organization Screen Shot (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1264 

[NEW] 

PGR2025-00003 EX2432 - MERCK_PGR00002 - Lally 
Organization Screen Shot (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1265 

[NEW] 

PGR2025-00003 EX2433 - MERCK_PGR00003 - Majchrzak 
Organization Screen Shot (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1266 

[NEW] 

PGR2025-00003 EX2434 - MERCK_PGR00004 - Stewart 
Organization Screen Shot (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1267 

[NEW] 

PGR2025-00003 EX2435 - MERCK_PGR00005 - Su Organization 
Screen Shot (CONFIDENTIAL - PROTECTIVE ORDER 
MATERIAL) 

1268 

[NEW] 

PGR2025-00003 EX2436 - MERCK_PGR00036 - 20250903 
Payment Remittance_Redacted (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1269 

[NEW] 

PGR2025-00003 EX2437 - MERCK_PGR00037 - 20251001 
Payment Remittance_Redacted (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1270 

[NEW] 

PGR2025-00003 EX2438 - MERCK_PGR00038 - 20251203 
Payment Remittance_Redacted (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 
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1271 

[NEW] 

PGR2025-00003 EX2439 - MERCK_PGR00040 - 20251215 
Payment Remittance_Redacted (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1272 

[NEW] 

PGR2025-00003 EX2440 - MERCK_PGR00046 - PAYMENT 
REMITTANCE DETAIL (Oct 2025) (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1273 

[NEW] 

PGR2025-00003 EX2441 - MERCK_PGR00047 - PAYMENT 
REMITTANCE DETAIL (Sep 2025) (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1274 

[NEW] 

PGR2025-00003 EX2442 - MERCK_PGR00048 - Invoice 
IN00125072310 Review History (CONFIDENTIAL - 
PROTECTIVE ORDER MATERIAL) 

1275 

[NEW] 

PGR2025-00003 EX2443 - MERCK_PGR00050 - Invoices 
5_1_2024-12_22_2025_2 of 3 (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1276 

[NEW] 

PGR2025-00003 EX2444 - MERCK_PGR00051 - Invoices 
5_1_2024-12_22_2025_3 of 3 (CONFIDENTIAL - PROTECTIVE 
ORDER MATERIAL) 

1277 
[NEW] 

RPI Order Exhibit Correlation Table  
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