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1009 U.S. Patent Application Publication No. 2015/0307864
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1016 Iwanaga, Sadaaki, “Biochemical principle of Limulus test for detecting
bacterial endotoxins,” Proc. Jpn. Acad., Ser. B. Phys Biol Sci. 2007
May; 83(4):110-9.
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1019 Japanese Priority Document JP2012-269840 (certified translation, plus
original)
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1021 Higdon, R. et al., “Modeling sequence and function similarity between

proteins for protein functional annotation,” Proc Int Symp High Perform
Distrib Comput; 2010: 499-502.
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Carmichael, R., et al., “Changing Global Perspectives on Horseshoe
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“Biotechnology Efforts to Conserve Horseshoe Crabs Through the
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512 (2015).
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Dwarakanath et al., “Recombinant COS-1 cells express Carcinoscorpius
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stably transformed S19 cells,” Biotechnology Letters. 2001; 23:71-76.
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Ding et al, “A new era in pyrogen testing,” Trends in Biotechnology.
2001 Aug; 19(8):277-81.

1029
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Endotoxin,” Declaration Under 37 C.F.R. § 1.132, Feb. 22, 2018.
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Barrabes, S. et al., “Effect of sialic acid content on glycoprotein p/
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2010 Sep; 31(17):2903-12.
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Palomares, L.A., “Production of Recombinant Proteins: Challenges and
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Totowa, NJ, pp. 15-51.

1032
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Research. 1997; 4(1): 33-43.
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Wang et al., “Modular Arrangement and Secretion of a Multidomain
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Marengo-Rowe, Alain, J., “Structure-function relations of human
hemoglobins,” Proc (Bayl Univ Med Cent) 2006 Jul; 19(3):239-245.

1038

Sekiguchi, K. and Shuster, C.N., “Limits on the Global Distribution of
Horseshoe Crabs (Limulacea): Lessons Learned from Two Lifetimes of
Observations: Asia and America,” Biology and Conservation of
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Hossler et al., “Optimal and consistent protein glycosylation in
mammalian cell culture,” Glycobiology. 2009 Sep; 19(9):936-4.

1040

RESERVED
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Non-Final Office Action, Mar. 20, 2025 (*“’128 App. NFR”)
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European Patent No. 3530670, “Method for producing endotoxin
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thereof,” Response to Opposition, May 9, 2025
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Recombinant Factor C, Method for Mitigating Reaction Inhibition In
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Stewart, C.M., “Interim Processes for PTAB Workload Management,”
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1050 U.S. Appln. No.: 16/331,810, “Recombinant Proteins Derived From
Genus Limulus, and DNA Molecules Encoding Same,” Notice of
Abandonment, Mar. 14, 2023

1051 Press Release, “USP Provides Guidance on the Use of Recombinant
Reagents for the Bacterial Endotoxin Test” May 29, 2020

1052 U.S. Patent Application Publication No. 2019/0241629 (“629
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1053 U.S. Appln. No.: 14/650,767, “Novel Recombination Factor C and
Method for Producing the Same, and Method for Measuring
Endotoxin,” Non-Final Office Action, Sept. 16, 2016
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Pursuant to 37 CFR § 42.6(e)(4)(i1), and the Board’s Hearing Order (Paper

43), Petitioner herewith submits the following Exhibit:

Exhibit Description
1077 Petitioner’s Revised Demonstrative Exhibits

Respectfully submitted
Charles River Laboratories, Inc.

Date: June 8, 2026 /Chelsea A. Loughran/

Scott A. McKeown, Reg. No. 42,866

Flora Luo, Reg. No. 78,667

Chelsea A. Loughran, admitted pro hac vice
WOLF, GREENFIELD & SACKS, P.C.



CERTIFICATE OF SERVICE UNDER 37 C.F.R. § 42.6 (E)4)

I certify that on June 8, 2026, a copy of the foregoing document, including
any exhibits filed therewith, is being served via electronic mail, as previously

consented to by Patent Owner, upon the following:

Alexander B. Stein alexander.stein@morganlewis.com
Christopher J. Betti christopher.betti@morganlewis.com
Wan-Shon Lo shon.lo@morganlewis.com

Maria E. Doukas maria.doukas@morganlewis.com
Alison Patitucci alison.patitucci@morganlewis.com

Seikagaku-CR-IPR-PGR@morganlewis.com

Date: June 8, 2026 /MacAulay Rush/
MacAulay Rush
Paralegal
WOLF, GREENFIELD & SACKS, P.C.




