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Challenged Patent - U.S. Patent No. 11,236,318 

EX1001

2

EX1001
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Ground Number and Reference(s) Claim Basis

1. Mizumura in view of the ’498 PCT 21 35 U.S.C. § 103 (post-AIA)

2. Mizumura in view of McClymont 21 35 U.S.C. § 103 (post-AIA)

Overview of Petition Grounds 

No dispute that post-AIA law applies to patentability of claim 21. Petition at 8, n. 2

3

Petition at 8
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Challenged Claim 21

4

EX1001, 76:50-61

EX1001
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Challenged Patent – U.S. Patent No 11,236,318

EX1001, 75:2-43

5

Petition 12-13, 16-

17
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Challenged Claim 21

6

EX1001, 76:50-61

EX1001
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October 18, 2016 – ’498 PCT

’498 PCT

EX1005
7

EX1005
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’498 PCT

EX1005, ¶¶0008-10

EX1005, ¶¶0012-13

8

Petition at 4, 32-33
October 18, 2016 – ’498 PCT
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*   *   *

EX1005, ¶0017

EX1005, ¶¶0023-25

9

’498 PCT

Petition at 4, 33
October 18, 2016 – ’498 PCT



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 10

EX1005, ¶0183

EX!005, ¶0180

’498 PCT

Petition at 49, 58-59
October 18, 2016 – ’498 PCT
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March 2017 - McClymont Thesis

McClymont 2017

EX1010, 32

11

Reply at 19
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March 2017 - McClymont Thesis

12

EX1010, 36, 38

McClymont 2017

Reply at 6-7
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March 2017 - McClymont Thesis

13

EX1010, 42

McClymont 2017

Reply at 7
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September 9, 2020 – Mizumura Declaration

App. No. 16/399,386 

14

EX1004, 245, 248

Petition at 18
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August 24, 2021 – Amendment to the Claims

15

Petition at 14

App. No. 16/399,386 

EX1004, 68-73
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May 9, 2025 - PO Defense of EP670 (’498 PCT Progeny)

Reply to Opposition to EP670

EX1043, ¶¶50-53

16

Reply at 6
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Reply to Opposition to EP670

EX1043, ¶¶55, 56

EX1043, ¶57

“effective filing date of the Patent” = October 18, 2016

May 9, 2025 - PO Defense of EP670 (’498 PCT Progeny)
Reply at 6
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Challenged Claim 21

EX1001, 76:50-61

18

EX1001
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’767 Application

19

EX1006, 118, FIG. 1

EX1006
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Challenged Claim 21

20

EX1001, 76:50-61

EX1001
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Prosecution History of ’318 Patent

21

EX1004, 235

EX1004, 75-76

U.S. App. No. 16/399,386 

Petition at 13-14
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Prosecution History of ’318 Patent

22

U.S. App. No. 16/399,386 

EX1004, 177

EX1004, 78

Petition at 13-14
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’767 Application Specification

23

EX1006, 122

Petition at 11, 23, 29-30
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Dr. Siddhartha Jain, Ph.D., PMP

24

EX1002, ¶84

EX1002, ¶88

Jain Declaration (EX1002)

Petition at 24, 27
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“Genetic Differentiation”

EX1038, 6-7, 10-15

25

Petition at 27, 38
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Dr. Siddhartha Jain, Ph.D., PMP

26

Petition at 27

Jain Declaration (EX1002)

EX1002, ¶¶91-93
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Dr. Siddhartha Jain, Ph.D., PMP

27

Jain Declaration (EX1002)

EX1002, ¶¶96-98

Petition at 28
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Prosecution history of ’318 Patent

U.S. App. No. 16/399,386 

28
EX1004, 168

Apr. 30, 2019

Feb. 3, 2021
EX1004, 515

EX1004, 234

EX1004, 517

Petition at 11-14
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Prosecution history of ’318 Patent

29

U.S. App. No. 16/399,386 

EX1004, 236

EX1004, 179

Petition at 11-14 
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Patent Owner Expert Dr. Tina Morris

EX1069, 57:1-58:10

A. The molecules we are talking about are large molecules that 

have large charge-attracting surfaces. Bacterial endotoxins are 

known to be actively binding molecules themselves. So we are 

talking about an assay environment where large molecules are 

interacting with each other in an environment where a lot of 

salt ions are available. 

And in many different ways, those can create what is called 

suppression, masking effects. And that's what we are talking 

about here.

*   *   *

In my scientific opinion, the interference and interaction that 

occurs in such assays is multifactorial and very difficult to 

attribute to a single -- to a single origin.

30

PO’s Expert Testimony

Reply at 17
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Patent Owner Expert Dr. Tina Morris

31

EX1069, 58:21-59:6

Q. Okay. So is it fair to say that this ion 

inhibition phenomenon is -- has potentially many 

causes and is -- could not just be attributed to 

posttranslation sialic acid addition?

A. Yes, it is multifactorial. And the carbohydrate 

structure or terminal -- the carbohydrate or 

glycosylation structure or function or 

relationship is often much more complicated than 

the terminal sialic acids.

PO Expert Testimony

Reply at 17
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EP670 Claim 1

32

EX1048, ¶8

Notice of Opposition

EX1048, Reply at 5
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’432 Publication

33

’432 Publication (2003)

EX2035, ¶¶35, 130, 132

rFC (C. rotundicuada) Native L. polyphemus

Reply at 14-15
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Loverock et al. 

34

EX2049, 4-5

Loverock et al. (2009)

Reply at 15-16
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Alwis et al.

35

EX2036, 4

Alwis et al. (2006)

Reply at 17
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Patent Owner Expert Dr. Brian Schaefer

EX1067, 177:20-178:21

Q. Quantitatively, the LAL procedures 

had higher endotoxin potency 

metrics; right?

A. In the specific assay that they ran in 

Figure 3, with seemingly a single 

unnamed concentration that was tested, 

they got distinct results.

They got distinct results, although the 

results were not impressively different 

between the first two sources, really; 

it's just the second two sources, the 

pseudomonas and the salmonella. And 

only when the turbidometric assay was 

used and not the chromogenic assay. So 

I'm hesitant to draw global solutions 

about LAL versus the recombinant based 

on that.

Q. I'm not asking you to draw global 

solutions or conclusions. I'm just 

saying you are concluding that these 

are functionally, what do you say, 

comparable; right?

A. Functionally comparable. That doesn't 

mean you can't come up with an assay 

and assay conditions here and there 

where you get a numerical output that 

is somewhat different. But, again, we 

know from the pharmacopeias that both 

the recombinant assay and the assay -- 

the purified enzymes are accepted, and 

not only are they accepted, they're 

understood to give you comparable, 

real-world working values.

36

PO’s Expert Testimony

Reply at 16
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• How would a POSA make and 

use recombinant Factor C 

proteins across the full 

scope of this claim?

• Applicants abandoned 

only structural feature 

providing explanation for 

observed function.

The Full Scope of Claim 21 is Not Enabled

37

Petition at 37-42

Challenged Claim 21

EX1001, 76:50-61
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Wands Factor 8 – Claim 21 is Broad

• No dispute that claim 21 recites a broad genus of recombinant 

Factor C proteins with any residual activity above a lower bound for 

either one of two ionic solutions. 
See EX1069, 108:9-109:8, 64:14-65:14, 66:8-19; EX1067, 202:11-203:16

38

PO’s Expert Testimony

EX1067, 203:9-16

Q. And you agree that a residual activity of even greater 

than 100 percent, in the presence of sodium citrate, 

would meet that claim; right?

A. Well, again, I will recite the claim. The claim says 

10 percent or higher in the presence of 20 millimolar 

sodium citrate. So it's a threshold value, and any value 

that's higher than threshold value is within the claim.

Reply at 20
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Wands Factors 4, 5, 7 – Unpredictable nature of invention

39

Jain Declaration (EX1002)

EX1002 (Jain), ¶137

Petition at 38-39
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Wands Factor 6 – Level of Ordinary Skill in Art is High

40

Petition at 39-40

EX1002 (Jain), ¶140

Jain Declaration (EX1002)
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Wands Factors 1-3 – No Guidance or Examples

41

Ex.1002 (Jain), ¶144.

EX1002 (Jain), ¶145

Jain Declaration (EX1002)

Petition at 40-42
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Petitioner’s Opposition to Patent Owner’s Revised Motion to Amend

42
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New Claim 22 – Rearrangement of Claim 21

43

EX1001, 76:50-61

Patent Owner’s Revised Contingent Motion to Amend, 

Appx. A.

PO’s Revised Contingent Motion to Amend’318 Patent

Opposition to RMTA at 1, 3
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“Higher Than” Limitations Fail to Narrow

• For 16 mM magnesium sulfate – both 

comparators lower than 15% threshold

• For 21 mM sodium citrate – both 

comparators lower than 10% threshold

• No Factor C proteins that would be within 

scope of claim 21 but not claim 22

EX1006, 122

’767 Application

44

Opposition to RMTA at 3-4

Sur-Reply to RMTA at 5
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Same Evidence Offered for Claim 22 as for Claim 21

45

POR

Paper No. 26, 13-14

PO’s Reply to Opposition to RMTA

Paper No. 44, 2-3
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United States Patent and Trademark Office

Before the Patent Trial and Appeal Board

Charles River Laboratories, Inc.,
(Petitioner)

v.

Seikagaku Corporation
(Patent Owner)

PGR2025-00023 | Patent No. 11,959,109

June 9, 2026
46
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Challenged Patent – U.S. Patent No. 11,959,109

47

EX1001

EX1001



DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Overview of Grounds

No dispute that post-AIA law applies to patentability of claims 1-9.  Pet., 9-11, n. 2 (explaining why challenged claims are PGR eligible)

Ground Number and Statute Claims 

1 35 U.S.C § 112 (written description) (AIA-law) 1-9

2 35 U.S.C § 112 (enablement) (AIA-law) 1-9

3 35 U.S.C § 102 (a)(1) (AIA-law) 1-9

48

Petition at 9-12
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Challenged Patent – U.S. Patent No. 11,959,109

EX1001, 47:17-48:29

’109 Patent

49

EX1001
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Challenged Claim 1

50

EX1001, 47:17-40

EX1001

’109 Patent
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Challenged Claim 1

’109 Patent

EX1001, 47:17-40

51

EX1001, Petition at 16
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“Activity of”

EX1017, ¶¶ 28, 49, 51 (pp. 46, 59, 60)

52

Reply at 8-10

’767 Patent Application
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’767 Application

53

EX1017, 118, FIG. 1

Petition at 13
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Challenged Claim 1

54

Only recombinant Fc from 

Tachypleus tridentatus 

No example

No example

No example

No example

Petition at 29-33, Reply at 11-13

EX1001, 47:17-40

’109 Patent
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’767 Patent Application

’767 Application

55

Reply at 3, 19

EX1017, ¶11 (p. 14)
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Prosecution of ’109 Patent

56

EX1002, 126

U.S. Application No. 18/346,420

EX1002, 125

Reply at 3
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’498 PCT / ’629 Publication

57

Petition at 62, 

65-68; Reply at 

4, 6

U.S. Patent App. Pub. No. 2019/0241629

EX1015, ¶0355

’498 PCT (EX1005)

EX1005, ¶0180
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Dr. Siddhartha Jain, Ph.D., PMP 

58

Jain Declaration (EX1003)

EX1003, ¶71 EX1003, ¶72

Petition at 33-34
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Dr. Siddhartha Jain, Ph.D., PMP

59

Petition at 42-43

Jain Declaration (EX1003)

EX1003, ¶89
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Dwarakanath et al.

60

Dwarakanath et al. (1997)

EX1026, 359

Reply at 20
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EX1031, 16

Palomares et al.

61

Palomares et al. 2004

Petition at 43-44
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Hossler et al.

62

EX1039, 936

Hossler et al. 2009

Petition at 42-43
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Higdon et al.

63

EX1006, 1

Higdon et al. 2010

Petition at 44
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Demain et al.

EX2110, 7

Demain et al. 2009

Reply at 3
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Dr. Siddhartha Jain’s Qualifications

• Extensive work in biological engineering and development of industrial scale processes for protein 

production inherently requiring strong technical expertise in biochemistry and molecular biology.  

• Over 18 years of experience in expressing and characterizing recombinant proteins with significant 

experience in different formats of endotoxin assays.  
EX1003, ¶2 and EX1065, 55:22-56:1, 57:6-8, 58:11-13

• Investigated the use of mammalian cells for recombinant protein expression and experienced firsthand 

the “challenges of…consistently producing cellulated [sialylated] proteins at certain specifications” 
EX1065, 59:2-4; EX1003

• In the course of developing recombinant protein drugs, Dr. Jain has studied the function of 

homologous proteins across different species and also worked with others to understand the 

molecular underpinnings of differences in protein activity at the sequence level.  
EX1065, 49:20-50:9, 50:12-19  

• Not only has Dr. Jain’s education in Biochemical Engineering and Bioengineering trained him on the 

concepts of enzymology but he has also worked on manufacturing enzymes.  
EX1065, 49:4-6, 63:14-20

65

Reply at 7-8, EX1003 
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