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U.S. Patent No. 10,130,681: The Challenged Claims

Ex.1001, Claim 1,14 2DEMONSTRATIVE EXHIBIT – NOT EVIDENCE



Exclusion Criterion 2 and Exclusion Criterion 3 
Are Separate and Distinct Claim Limitations
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Exclusion Criterion 2 (EC2) and Exclusion Criterion 3 (EC3)

Ex.1001, Claim 1,14 4DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

EC2

EC2

EC3

EC3



Petitioner’s Original Construction for EC2 and EC3

Petitioner construed EC2 and EC3 as separate and distinct limitations

Ex.1002 at ¶ 92; IPR Petition for ’681 Patent, Paper 2 at 2
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Petitioner’s Change in Position

Petitioner’s Reply, Paper 40 at 7
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Petitioner now conflates EC2 and EC3

Q. …So you don't view exclusion criteria number two and exclusion 
criteria number three to be different?

. . .
A. I think they're substantially the same from the perspective of 

the practitioner.

Ex.2384 at 122:18-24 (objections omitted); see also PO’s Response, Paper 26 at 3, 18-19Dr. Edward Chaum

Petitioner’s Expert



Petitioner’s Proposed Construction Renders EC2 Superfluous

PO’s Response, Paper 26 at 20; PO’s Sur-Reply, Paper 45 at 6; Ex.1001, Claim 1
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EC2

EC3



Petitioner’s Proposed Construction Ignores the Express Temporal 
Language of the Claims

PO’s Sur-Reply, Paper 45 at 6; Ex.1001, Claim 1
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EC2

EC3



Petitioner’s Proposed Construction Has No Support in the 
Intrinsic Evidence

PO’s Response, Paper 26 at 18, 20; PO’s Sur-Reply, Paper 45 at 6 9DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Edward Chaum
Petitioner’s Expert

Q. And to arrive at your interpretation of what each of these exclusion 
criteria limitations mean, you did not consult the specification of 
the 681 patent, correct? . . .

A. Correct.

Q. Okay. And also, in arriving at your plain and ordinary meaning of 
these exclusion criteria limitations of the challenged claim, you did 
not consult or rely on the prosecution history of the 681 patent, 
correct?

A. I did not.
Ex.2384 at 263:12-264:3 (objections omitted)

Q. …So you don't view exclusion criteria number two and exclusion 
criteria number three to be different?

. . .
A. I think they're substantially the same from the perspective of 

the practitioner.
Ex.2384 at 122:18-24 (objections omitted)

“I don’t have any direct 
experience in the design and 
language of clinical trials.”

Ex.2384 at 297:25-298:1



Petitioner’s Proposed Construction Is Contrary to the Intrinsic 
Evidence

PO’s Response, Paper 26 at 19; PO’s Sur-Reply, Paper 45 at 6; Ex.1001, 11:39-41
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Patent Owner’s Construction for EC2 and EC3

PO’s Response, Paper 26 at 19; Ex.2056 at ¶ 120

EC2 and EC3 are distinct limitations, with express temporal language
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Petitioner’s Proposed 
Construction

PO’s Proposed 
Construction

Honors the temporal 
language of the claims

Is supported by the 
intrinsic evidence

Avoids rendering EC2 
superfluous

PO’s Sur-Reply, Paper 45 at 5-7 12DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Proposed Constructions for EC2 and EC3



The Word “Any” Refers to Disease Type, Not Timing

PO’s Sur-Reply, Paper 45 at 7-8; Ex.1001, 2:25-29
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ground 1: Petitioner’s References Do Not 
Render All Exclusion Criteria Obvious
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Ground 1: Petitioner’s References

IPR2023-00442 – U.S. Patent No. 10,130,681
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Dixon Ex.1006 CATT Ex.1031 MACTEL Exs.1032-33 PIER Ex.1034



Ground 1: Petitioner’s References for EC3

IPR2023-00442 – U.S. Patent No. 10,130,681
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IPR2023-00442 – U.S. Patent No. 10,130,681

Dixon Ex.1006 CATT Ex.1031 MACTEL Exs.1032-33 PIER Ex.1034

EC3



Ground 1: Petitioner’s References for EC3
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CATT Ex.1031 MACTEL Exs.1032-33

EC3

IPR Petition for ’681 Patent, Paper 2 at 43, Table 1;
See also Ex.1002 (Chaum Decl.) at ¶ 133; 

Ex.2384 (Chaum Tr.) at 199:15-21, 201:22-202:12



Petitioner’s MACTEL References Are Inconsistent and Unreliable
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PO’s Response, Paper 26 at 32-33, 34-35

MACTEL Ex.1032 MACTEL Ex.1033

…

…

…

…



MACTEL Is Not a Reliable Source
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Petitioner’s expert was unfamiliar with the contents of Exs.1032 and 1033

Dr. Edward Chaum

Petitioner’s Expert

• Incorrectly believed Ex.1032 to be directed to a
study of a different a patient population than Ex.1033

Ex.2384 at 220:15-221:25

• Relied on an admittedly incorrect heading to
conclude that Ex.1032 would treat patients with
neovascularization Ex.2384 at 221:14-222:25

• Did not independently locate Ex.1032 or Ex.1033
Ex.2384 at 222:25-223:23

• Did not compare Ex.1032 or Ex.1033 with the
MACTEL study protocol or MACTEL publication

Ex.2384 at 222:25-223:23

PO’s Response, Paper 26 at 32-33, 34-35



CATT Is Not a Reliable Source
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PO’s Response, Paper 26 at 35-38 (citing Ex.2384 at 189:10-190:3, 198:16-199:6, 199:7-14)

Ex.1031 (“CATT”)

• Unauthenticated excerpt from unknown source document
• Pulled by counsel from UPenn website on the mistaken belief that 

UPenn was a study sponsor
• Unknown: author, source document, draft or final, complete or 

incomplete 



CATT Is Not a Reliable Source

21DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner’s expert could not authenticate Ex.1031

Dr. Edward Chaum

Petitioner’s Expert

• Testified incorrectly (Ex.1002 at ¶ 101) that University
of Pennsylvania—the source of Ex.1031—was the
CATT study sponsor Ex.2384 at 199:7-14

• Did not know who authored or created Ex.1031
Ex.2384 at 189:10-15

• Did not know if Ex.1031 actually came from the CATT
study protocol Ex.2384 at 198:16-199:3

• Did not know whether Ex.1031 was a draft or final
version Ex.2384 at 189:20-22

• Did nothing to verify whether Ex.1031 was a complete 
listing of CATT exclusion criteria  Ex.2384 at 189:16-190:3;                            

198:16-199:6

PO’s Response, Paper 26 at 35



MACTEL and CATT Are Not Sources that the POSA Would Have 
Consulted

Ex.1032/Ex.1033 (“MACTEL”)

22DEMONSTRATIVE EXHIBIT – NOT EVIDENCE PO’s Response, Paper 26 at 32-40; PO’s Sur-Reply, Paper 45 at 17-18

• The Exclusion Criteria of MACTEL and CATT were untested
• MACTEL was a prospective eight-subject study
• MACTEL planned to treat a rare and different (non-angiogenic) ocular 

condition

Ex.1031 (“CATT”)



MACTEL Does Not Disclose or Teach EC3

Ex.1032, 4 (“MACTEL”)
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PO’s Response, Paper 26 at 45-48, 50-51; PO’s Sur-Reply, Paper 45 at 9-13

Ex.1001, Claim 1

…



MACTEL:  Chronic Infection Is Different from Non-Chronic 
Infection

PO’s Response, Paper 26 at 48, FN29

Ex.2056 at ¶ 152;
PO’s Response, Paper 26 at 47-48

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Diana Do
Patent Owner’s Expert

Dr. Edward Chaum
Petitioner’s Expert

“[T]he POSA would have understood that
a recent chronic infection was likely to
recur. … This same concern of recurrence
would not be present in the case of an
acute infection that had resolved prior to
treatment.”

Q. … You can have chronic infection, but you 
can also have an infection that is not chronic, 
correct? 

A. Correct.
Ex.2384 at 266:19-22

Q. Are there any chronic ocular infections that 
do not recur?

…

A. I don’t know….
Ex.2384 at 251:3-20

24



MACTEL:  Exclusion of Current Acute Infection Does Not Teach 
Exclusion of Prior Infection

25DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner’s reading of MACTEL conflates current and resolved infection

Petitioner’s Reply, Paper 40 at 10-11

Ex.1032, 4 (“MACTEL”)

…



MACTEL:  Exclusion of Current Acute Infection Does Not Teach 
Exclusion of Prior Infection

• The POSA can identify active infection on physical exam 
Ex.2056 (Do. Decl.) at ¶¶111-112, 146; Ex.2384 (Chaum Tr.) at 125:11-15; see also PO’s Response, Paper 26 at 18, 46

• Neither MACTEL nor any other cited reference discloses exclusion of
historic infection that is acute (i.e., non-chronic) 
PO’s Response, Paper 26 at 46-48; PO’s Sur-Reply, Paper 45 at 10-11

• Rationale for excluding historic chronic infection does not apply to 
historic acute infection
PO’s Response, Paper 26 at 47-48; PO’s Sur-Reply, Paper 45 at 11-12

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 26



CATT Does Not Disclose or Teach EC3
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PO’s Response, Paper 26 at 45-51; PO’s Sur-Reply, Paper 45 at 9-13

Ex.1031, 6 (“CATT”)

Ex.1001, Claim 1

…

…



CATT:  “Inflammation” and “Infection” Have Different Meanings in 
the Art

PO’s Response, Paper 26 at 49-50; PO’s Sur-Reply, Paper 45 at 11-12DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Diana Do
Patent Owner’s Expert

28

• “[T]he rationale for excluding people with
historic intraocular inflammation is
different than the rationale for excluding
… ocular or periocular infection.”

Ex.2056 at ¶ 157

Dr. Edward Chaum
Petitioner’s Expert

Q. [Inflammation and infection] are not 
synonymous terms, correct?

A. They are not synonymous, no.
Ex.2384 at 215:6-7



CATT:  Excluding “Intraocular Inflammation” Does Not Inherently 
Exclude “Ocular or Periocular Infection”

PO’s Response, Paper 26 at 49-50DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Dr. Edward Chaum
Petitioner’s Expert

Q. But there's also inflammation that is 
not associated with infection, correct?

A. Yes.
Ex.2384 at 215:3-5; 

See also, id. at 119:18-25

29

Dr. Diana Do
Patent Owner’s Expert

• “Many common ocular infections do not
always have intraocular inflammation.”

Ex.1070 at 40:15-17

• “[P]eriocular infection … does not
manifest as intraocular inflammation.”

Ex.2056 at ¶ 158



MACTEL and CATT Each Mandate Exclusion of Their Respective 
Conditions for One Month

Ex.1032, 4 (“MACTEL”)

30DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
PO’s Response, Paper 26 at 40-41; PO’s Sur-Reply, Paper 45 at 14

Ex.1031, 6 (“CATT”)

…

…

…

…



MACTEL and CATT Prohibited Treatment of Patients Eligible for 
Treatment under the Challenged Claims

See also Ex.2056 at ¶ 164; PO’s Response, Paper 26 at 41-44.DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Q. [T]he MacTel exclusion criteria told investigators, do not treat 
patients having a history within the past 30 days of a chronic 
ocular/periocular infection? 

A. That’s what the criteria says, yes.

Q. And if a MacTel investigator did reduce that 30-day exclusion 
period, that would be a protocol violation, right?

A. Yes.

Q. [T]he CATT exclusion criteria told investigators, do not treat 
patients having intraocular inflammation within the past four 
weeks, right? 

A. Within the past four weeks, yes.

Q. And if an investigator reduced that four-week exclusion period of 
CATT, that would be a protocol violation, correct?

A. Yes.
Ex.2384 at 212:24-213:13

31

Dr. Edward Chaum

Petitioner’s Expert

Ex.2384 at 253:16-24



Amneal v. Jazz, IPR2016-00546

32DEMONSTRATIVE EXHIBIT – NOT EVIDENCE PO’s Response, Paper 26 at 42-44; PO’s Sur-reply, Paper 45 at 15-16.

All patients taking CNS depressants

Patients taking 
valproate (a CNS 

depressant)

Eligible 
Treatment 
Population
As Claimed

Amneal Pharms. LLC v. Jazz Pharms. Ireland Ltd., IPR2016-00546, 
2016 WL 5222883, *2, *7 (P.T.A.B. July 28, 2016).

All patients having had excluded conditions 
within the last 4 weeks

Patients with ocular or 
periocular infection that 
resolved >2 weeks prior

No Treatment Under Prior Art
Amneal

Present IPR



Petitioner’s “Standard-of-Care” Theory Has No Support

Q. Do you know if other practitioners exclude from treatment 
patients who have had recent infections that are not active 
and ongoing?

A. I don't know how they practice in that regard.
Ex.2384 at 140:2-6

Q. Do you know if your partners, in taking the medical 
history, ask if their patients have had recent infection?

A. I don’t know what their technicians do.
Ex.2384 at 140:14-17

Dr. Edward Chaum

Petitioner’s Expert

33DEMONSTRATIVE EXHIBIT – NOT EVIDENCE PO’s Sur-reply, Paper 45 at 16-17.



Petitioner’s “Standard-of-Care” Theory Has No Support

Q. …You've cited a bunch of publications for the proposition 
that endophthalmitis was the most feared complication of 
injection?

A. Yes.
Ex.2384 at 142:13-16

Q. None of those publications cite a concern about injecting 
for a recent as opposed to active infection; is that correct?

* * *
A. I would have to review those.

Ex.2384 at 142:23-143:2 (objection omitted)

Dr. Edward Chaum

Petitioner’s Expert

34DEMONSTRATIVE EXHIBIT – NOT EVIDENCE PO’s Sur-reply, Paper 45 at 16-17.



Petitioner’s Additional References
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References cited in Petitioner’s Reply, Paper 40 at 16; see also PO’s Sur-reply, Paper 45 at 16-17.

Dixon Ex.1006 PIER Ex.1034 Ex.2109 Ex.1026

None discloses Petitioner’s alleged “standard of care”



Petitioner’s Additional References
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Ex.1059 (Jager) Ex.1040 (Jaffe) Ex.1041

None discloses Petitioner’s alleged “standard of care”

References cited in IPR Petition for ’681 Patent, Paper 2 at 47; see also PO’s Sur-reply, Paper 45 at 16-17


