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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Agenda
 Background

 Ground 2
– EX1006 Is Prior Art

– EX1006 Discloses All Claim Limitations

 Ground 3

– All Claim Limitations Taught Except TTI “within about 3 days of MI”

• “Without pre-loading”

• Following PCI

2

Pet. (Paper 1) at i-iii; Reply (Paper 34) at i.
EX1082



 Ground 3 cont’d
– Motivation to Reduce TTI to “within about 3 days”

• Trend in the art to reduce TTI

• Routine optimization

• In view of ESC Guidelines

• Reasonable expectation of success

• No hindsight, teaching away, or unpredictability

 No Objective Indicia

 Grounds 1 and 4

– No Entitlement to 2019 Provisional Filing Date

– TTI Periods in EX1005 are “By Another”

 Motion to Exclude

Agenda 3

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at i-iii; Reply (Paper 34) at i.
EX1082



 Centuries old anti-inflammatory drug

 2009: Received FDA approval as COLCRYS® (EX1016)

 Indications: Gout and familial Mediterranean fever (FMF)

 Dosage:

– Gout flares

• Prophylaxis of gout flares: max 1.2 mg/day

• Treatment of gout flares: 1.2 mg at first sign of flare followed 
by 0.6 mg one hr later

– FMF: max 2.4 mg/day 

Background - Colchicine 4

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1016 at 1; Pet. at 1.
EX1082



 LoDoCo (Low-Dose Colchicine) Trial Overview (EX1007, EX1020)

– Objective:  Tested the efficacy and safety of low-dose colchicine in preventing cardiovascular 
events in patients with stable coronary artery disease (CAD)

– Intervention: 0.5 mg once daily colchicine

– Results:  Reduction in cardiovascular event is acute coronary syndrome (Acute Myocardial 
Infarction or Unstable Angina), out-of-hospital cardiac arrest, or noncardioembolic ischemic 
stroke. 

 LoDoCo2 Trial (EX2065, August 2020) – placebo controlled, confirmed the results of 
LoDoCo

 LODOCO®, owned by Petitioner, approved by FDA in June 2023

Background – LoDoCo 2013 5

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1007 at 11-13; EX1057 at 1; EX2065 at 1; Pet. (Paper 1) at 9, 11, 12, 34, 36-38.
EX1082



 CANTOS (Canakinumab Anti-inflammatory Thrombosis Outcomes Study) clinical trial

– Objective: Test whether reducing inflammation with canakinumab, without affecting cholesterol 
levels, lowers risk of recurrent cardiovascular events in patients with history of MI

• Canakinumab: monoclonal antibody targeting interleukin-1β (IL-1β), a pro-inflammatory cytokine

– Dosage: Canakinumab at 50mg/150 mg/300 mg, or a placebo

– Patient Population: at least 30 days post-MI

– Results: Canakinumab 150 mg dose significantly reduced recurrent cardiovascular events 
compared to placebo (published August 27, 2017, EX1019)

 Targeting inflammatory pathway in post-MI patients significantly lowered rate of recurrent 
cardiovascular events: nonfatal MI, nonfatal stroke, cardiovascular death 

 Same inflammatory pathway is associated with colchicine in therapy of chronic 
atherosclerosis.

Background – CANTOS 2017 6

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX1019 at 3, 6-10, 12; EX1039 at 18, 19, 21; 
Ridker Decl. (EX1049) at ¶¶34-36; Pet. (Paper 1) at 1, 7-8, 35, 43, 46, 48, 54, 69-70.

EX1082



Background

M&P
“Nidorf”

MHI
’063 Patent
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1049 (Ridker Decl.) ¶ 5; Pet. (Paper 1) at 9.
EX1082



 COLCOT (Colchicine Cardiovascular Outcomes Trial) Overview

– Objective:  Tested whether long-term treatment with colchicine reduces rates of 
cardiovascular events in patients after MI (myocardial infarction)

– Intervention:  0.5 mg once daily colchicine or placebo

– Patient Population:  Within 30 days of MI

– Results:  Reduction in occurrence of major adverse cardiovascular events, which 
included cardiovascular death, resuscitated cardiac arrest, nonfatal myocardial 
infarction, nonfatal stroke, and urgent hospitalization for angina leading to 
coronary revascularization.

– Published online November 16, 2019 (EX1022).

Background – COLCOT 2019 8

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1006 at 1; Pet. (Paper 1) at 1, 6, 9, 12-14, 30-34.
EX1082



 Post hoc analysis in Bouabdallaoui (EX1005) 

– Published online August 29, 2020 

– Time-to-treatment initiation (TTI):  0-3 days, 4-7 days, 8-30 days

– Source of information for ’063 patent claims

Background - EX1005 9

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1005 at 1; Pet. (Paper 1) at 8, 15, 16, 25-29.
EX1082



Background 10

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE’063 Patent (EX1001) at 41:29-36, 41:50-60, 42:33-36; Pet. (Paper 1) at viii, ix, xi.
EX1082



Background 11

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE’063 Patent (EX1001) at 41:29-36, 41:50-60, 42:33-36; Pet. (Paper 1) at viii, ix, xi.
EX1082



Background 12

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 24.
EX1082



Ground 2 13

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 24.
EX1082



Ground 2 14

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE’063 Patent (EX1001) at 42:33-36.
EX1082



Ground 2
 COLCOT Protocol (EX1006) was a publicly accessible printed publication in 

time to be prior art to the ’063 Patent. 

 Claim only requires one active step of “initiating the administration of 
colchicine…”

 “Reducing the risk of stroke”

– Should be construed as non-limiting.

– Even if limiting, COLCOT Protocol inherently discloses this effect.

– Known from LoDoCo that colchicine reduces risk of stroke.

 Institution Decision got this right and MHI has not demonstrated that this 
claim should be construed differently.

15

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 23-24, 29-34; Inst. Dec’n (Paper 9) at 9-12; Reply (Paper 34) at 11-13; Sur-reply (Paper 37) at 14-16.
EX1082



Ground 2 16

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1006 at 1; Pet. (Paper 1) at 29-32.

 COLCOT Protocol (EX1006)

 Discloses all claim 27 limitations

 In time to be prior art to the ’063 Patent. 

 Publicly accessible March 8, 2017

EX1082



Ground 2 17

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1006 at 4; Pet. (Paper 1) at 33.
EX1082



Ground 2 18

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1006 at 2; Pet. (Paper 1) at 30, 31.
EX1082



Ground 2
 Nidorf patent (EX1007) already taught reduction of stroke when treated with 

colchicine. 

EX1007, col. 21, lines 5-22

EX1007, col. 21, lines 55-59

19

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1007 at 21:5-22, 21:55-59; Pet. (Paper 1) at 12, 42, 44, 48, 49.
EX1082



Ground 3 20

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 24.
EX1082



Ground 3 21

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE’063 Patent (EX1001) at 41:29-36, 41:50-60; Pet. (Paper 1) at viii, ix.
EX1082



Ground 3
Independent claims 1 and 8 Nidorf COLCOT Protocol ECS 

Guidelines 

1[a], 8[a]: A method of treating a patient after having a myocardial 
infarction (MI), 

1[b], 8[b]: the method comprising initiating the administration of 
colchicine at a daily low dose to the patient, 

1[c], 8[c]: wherein the colchicine is administered without pre-loading the 
patient with a higher dose of colchicine before the administration at the 
daily low dose, 

1[d], 8[d]: within about 3 days of the MI After CAD (including MI) has 
been stable for 6 months Within 30 days of MI

Recommending initiating 
treatment early during the 2-

3 days of hospital stay

1[e] wherein percutaneous coronary intervention was performed for 
treating the patient's MI.

8[e] wherein the patient is at a lower risk of a cardiovascular event…, 
and wherein the cardiovascular event is resuscitated cardiac arrest, 
stroke, or urgent hospitalization for angina requiring coronary 
revascularization.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCERidker Decl. (EX1049) at ¶¶140-172; Pet. (Paper 1) at 34-44.
EX1082



Ground 3
 All Claim Limitations Taught by Nidorf and COLCOT Except TTI “within about 3 days of MI”

– “Without pre-loading”

– Following PCI

 There was motivation to reduce TTI to “within about 3 days of MI”

– Not a big leap since many studies already showed earlier TTI, including Hennessy cited during 
prosecution which admitted patients “if they had sustained a type 1 acute MI (by the 3rd universal 
definition[]) within the prior 7 days.” EX1028 at 2. 

 Only new evidence from MHI is providing several new articles often without pin-point 
citations to allege hindsight, teaching away, or unpredictability. 

 Institution Decision concluded correctly and MHI has not produced any new, credible 
evidence to suggest otherwise.

23

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Ridker Decl. (EX1049) at ¶¶140-172; Pet. (Paper 1) at 34-44; Response (Paper 21) at 3-5, 39, 44-48, 
50, 52, 57 (citing to EXS 2002, 2005-07, 2009, 2054-66, 2070, 2073, 2074); EX1028 (Hennessy)at 2.

EX1082



Ground 3 – “Without Pre-Loading”
 LoDoCo (EX1007) taught with and without pre-loading

 If preloading was intended, it would have been expressly stated

– Silence about preloading ≠ loading dose

– According to Dr. Ridker, if silence meant loading dose, patient care could be jeopardized. Dr. Ardehali agreed.

24

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX1007 at 22:12-30; Ridker 2nd Decl. (EX1075) ¶¶ 47-49; Ardehali Dep. Tr. (EX1076) at 126:4–128:21; 
Pet. (Paper 1) at 37 (citing EX1007 at 18:18-24); Inst. Dec’n (Paper 9) at 35-37; Reply (Paper 34) at 14-15.

EX1082



Ground 3 – “Without Pre-Loading” 25

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEArdehali Dep. Tr. (EX1076) at 126:2-21; 127:3-6; 127:8-22.
EX1082



Ground 3 – “Without Pre-Loading” 26

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEArdehali Dep. Tr. (EX1076) at 128:2-21.
EX1082



Ground 3 – “Without Pre-Loading”
 ’063 Patent (EX1001) and October 2020 provisional (EX1003) describe LoDoCo, COLCOT 

and LoDoCo2 as having a “daily use of low-dose (0.5mg) colchicine”: 

 No mention of a loading dose.

 Conclusion: 

– No loading dose in LoDoCo, COLCOT, LoDoCo2. 

– In line with Dr. Ridker and Dr. Ardehali testimony already cited. 

27

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
’063 Patent (EX1001) at 23:17-18; 27:22-23; EX1003 at 6:9-10; 11:22-24; ’063 Patent (EX1001) at 19:4-13; 
EX1003 at 3:11-16; Ridker 2nd Decl. (EX1075) ¶¶ 47-49; EX1076 at 126:4–128:21; Reply (Paper 34) at 14-15. 

EX1001 at 19:4-13
EX1003 at 3:11-16

EX1082



Ground 3 – “Without Pre-Loading”
 MHI told CADTH that LoDoCo did not having a loading dose

EX1053, Table 7

28

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1053 at 22, 24; Reply (Paper 34) at 14. EX1053, Table 6 EX1082



Ground 3 – “Without Pre-Loading”
 MHI described LoDoCo as not having a loading dose before EMA

EX1074

29

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1074 at 8, 18; Reply (Paper 34) at 14.
EX1082



Ground 3 – Following PCI
 LoDoCo (EX1007) taught “wherein percutaneous coronary intervention 

[PCI] was performed for treating the patient’s MI” (claim 1)

30

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1007 at 20:1-10; Pet. (Paper 1) at 37; Inst. Dec’n (Paper 9) at 36.
EX1082



Ground 3 – Following PCI
 LoDoCo publication (EX1020) also taught “following PCI”

31

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1020 at 13; Pet. (Paper 1) at 37.
EX1082



Ground 3 – Motivation to Reduce TTI
 There was motivation to reduce TTI to “within about 3 days of MI”

– Trend towards reducing TTI in stable patients

– Routine optimization

– 0-3, 4-7, >8 days is part of the “the usual journey of patients with MI”

– ESC Guidelines

• To maximize the treatment benefits

• Before hospital discharge to improve patient compliance

 There was a reasonable expectation of success to reduce TTI to “within about 3 days of MI”

 Dr. Ridker discussed how a POSA would view all this information to reach “within about 3 
days.”

 MHI has not produced any further evidence to suggest otherwise.

32

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Pet. (Paper 1) at 35, 38-41, 43; Ridker Decl. (EX1049) ¶¶ 147-172; EX1009; 
Reply (Paper 34) at 16-19; EX2072 (Ardehali 2nd Decl.) ¶ 31.

EX1082



Ground 3 – Motivation to Reduce TTI
 LoDoCo and COLCOT were both 

directed to “stable” patients. 
– Those who can be discharged from 

the hospital, typically 2-3 days post-
MI.

 Dr. Ridker discusses this in his first 
declaration. EX1049 ¶¶ 37-42, 146.

33

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX2001 (Ardehali Decl.) ¶ 40; Ridker Decl. (EX1049) ¶¶ 37-42, 146; Reply (Paper 34) at 16.

EX1049 at ¶ 41
EX1082



Ground 3 – Motivation to Reduce TTI
 MHI incorrectly argues that COLCOT “included patients that were 

stable.” Paper 37 at 20.

EX2001

34

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX2001 (Ardehali Decl.) ¶ 40; Sur-reply (Paper 37) at 20.
EX1082



LoDoCo (EX1007): at least 6 months post event
Deftereos (EX1040):  within 12 hours post-MI to be safe
COLCARDIO-CAS (EX1048). 4-6 weeks post ACS event 

CLEAR-SYNERGY (EX1046): within 72 hours of the index PCI
CANTOS: (EX1019): at least 30 days post-MI 
COLCOT (EX1006): within 30 days post-MI

Hennessy (EX1028): acute MI within the prior 7 days

Ground 3 – Motivation to Reduce TTI 35

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 2-3, 9, 41; Ridker Decl. (EX1049) ¶¶ 4-5, 161; EX1028 at 63; Inst. Dec’n (Paper 9) at 21-24. 
EX1082



Ground 3 – Motivation to Reduce TTI
 There was a reasonable expectation of success of starting colchicine treatment within 3 

days of an MI.

– Low-dose colchicine was known in the art to work for stable patients.  

– There was no reason in the art to fear that low-dose colchicine – known for decades if not 
centuries to be a safe anti-inflammatory – would magically not work if started early after 
stabilization.

– Dr. Ridker: 

• “In my opinion, however, following the success of LoDoCo, initiating 0.5 mg/day colchicine within 30 
days post-MI as disclosed in COLCOT Protocol, including at around day 3 post-MI, would have 
been consistent with quality care for other chronic therapies used on a long-term basis to reduce 
atherosclerotic risk which skilled cardiologists routinely start upon MI patient stabilization and prior 
to hospital discharge, and would have been obvious, especially in view of COLCOT Protocol and 
ESC Guidelines…. Essentially, after the success of CANTOS with initiating anti-inflammatory 
treatment as soon as 30 days post-MI, it would have been obvious to the skilled cardiologist to 
reduce the colchicine post-MI initiation time period to within the COLCOT 30-day window including 
to around 3 days post-MI as used with other secondary preventive therapy.” EX1049 ¶¶ 145.

36

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 35, 45-46; Ridker Decl. (EX1049) ¶¶ 141-153, 166-172,197-99; Reply (Paper 34) at 19-21.
EX1082



Ground 3 – Motivation to Reduce TTI
 There was motivation to reduce TTI through routine optimization.

– “Initiation times within this prior art range are presumptively obvious and not 
overcome here by any unexpected results or evidence of criticality.” E.I. DuPont de 
Nemours & Co. v. Sunvina C.V., 904 F.3d 996, 1006 (Fed. Cir. 2018) (“presumption 
of obviousness” for values within prior art range).” Pet. 38-39.

– This is supported by “ESC Guidelines teaches initiating secondary preventative 
therapy at or prior to post-MI hospitalization discharge, corresponding to around 
day 2 or 3 post-MI.” Pet. 39 (citing Ex. 1009 at 24, 30, 33; Ex. 1049 ¶ 159). 

– Institution Decision got this right and nothing has changed.

37

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 38-39; Ridker Decl. (EX1049) ¶¶ 159; Reply (Paper 34) at 16-17; Inst. Dec’n (Paper 9) at 37-39.
EX1082



Ground 3 – Motivation to Reduce TTI
 Additional motivation to start 

secondary prevention therapy 
sooner than later:

– Provide potential better outcomes

– Known better patience compliance

EX1008
EX1009

EX1009

38

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX1008 at 4; EX1009 at 30, 33; Pet. (Paper 1) at 14-15, 38-41; 
Ridker Decl. (EX1049) ¶¶ 60-63, 157-172; Reply (Paper 34) at 17-19.

EX1082



Ground 3 – Motivation to Reduce TTI
 Motivation to start secondary prevention therapy earlier due to “the usual journey of patients 

with MI.”  EX1005 at 4094 (citing, e.g., EX1011), 4098; EX1078 at 68:13-22. 

EX1005 at 4094 

39

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX1005 at 4094 (3), 4098 (7); EX1011 at 1, 2; EX1078 (Bouabdallaoui Dep. Tr.) 
at 68:13-22; Pet. (Paper 1) at 8; Reply (Paper 34) at 17, 18.

EX1082



Ground 3 – Motivation to Reduce TTI
 Dr. Ardehali and Dr. Ridker both agree that secondary therapies such as 

colchicine should be initiated prior to hospital discharge.

Ardehali EX1076

40

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEArdehali Dep. Tr. at 117:1-11; Ridker Dep. Tr. (EX20171) at 69: 9-22, 70:1-15.

Ridker EX2071

EX1082



Ground 3 – Motivation to Reduce TTI
 ESC Guidelines (EX1009) would have been relevant to the question of when 

to initiate treatment of stable MI patients because:

– ESC Guidelines taught when to treat stable MI patients, a concept directly related to the 
challenged claims. 

– ESC Guidelines were a widely recognized definition of the best-practice standard-of-care 
treatment of ST-elevation MI patients, a population encompassed by the COLCOT study, 
shortly, i.e., within the same time period (1-3 days, after MI). 

– Statins were common first-line treatments for stable MI, and concepts driving timing of 
treatment of stable MI patients would have been highly relevant regardless of the active 
agent. 

41

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 14-15, 35, 38, 39, 41 Ridker Decl. (EX1049) ¶¶ 61, 158-160; Reply (Paper 34) at 18-19.
EX1082



Ground 3 – Motivation to Reduce TTI
 MHI incorrectly argues that improving patient compliance requires hindsight. 

– New sur-reply argument that was never previously raised.

– Incorrect because at least Deftereos (EX1040) already showed initiating low dose 
colchicine treatment within 12 hours post-MI to be safe.

Paper 37 at 21

42

DEMONSTRATIVE EXHIBIT – NOT EVIDENCESur-reply (Paper 37) at 21; Paper 38 at 3; EX1040 at 1396 (2).
EX1082



Ground 3 – Motivation to Reduce TTI
 There was no hindsight, teaching away, or unpredictability as MHI alleges.

– MHI provided a list of publications mostly sans pin-point citations to support its otherwise 
unsubstantiated assertions.

Many common, but severe, CV events were (and remain) well-understood to be attributable to multiple factors, and thus effectiveness of new therapies 
for preventing CV events is highly unpredictable. Id. For example, a POSA would have known that different studies investigated models for predicting 
recurrent CV disease with varying results. See, e.g., compare EX2073 with EX2074.

A POSA would have also understood that even if the risk of recurrent CV events was known to increase, “[p]redictors and prognosis of a recurrent MI 
with contemporary management are not well known.” EX2058; see also EX2059 (teaching that risk window for post-MI stroke was longer than thought, 
but still not well-understood).

While it was known that inflammation can play a role in the treatment of CV events and the prevention of recurrent events, and colchicine was 
understood to act as an anti-inflammatory before 2019, the scope of inflammation’s role and colchicine’s effectiveness to treat and prevent CV events 
was highly unpredictable.

The nine most relevant publications regarding studies of colchicine’s effectiveness in treating and preventing CV events demonstrate the high degree of 
unpredictability in targeting protein inhibition for inflammatory pathway disruption to treat or prevent CV events and disease. See EX2009; EX2054; 
EX2064; EX1020; EX2065; EX2055; EX1028; EX1022; and EX2056.

O’Keefe, Raju, Hennessy, Akodad, and Tong found that low-dose colchicine was not effective to treat certain CV events when compared to placebo. 
Conversely, Deftereos 2013, Nidorf 2013, Nidorf 2020, and Tardif 2019 showed that low-dose colchicine could be effective at treating certain CV events 
when compared to placebo.

The failure of O’Keefe, Raju, Hennessy, Akodad, and Tong demonstrate the high unpredictability of the field, the lack of any reasonable expectation of 
success, and supports objective indicia of nonobviousness.

Later studies including Shah failed to show reduction in PCI-related MI or major cardiovascular events (see EX2066 at 1) providing further evidence of 
the continued unpredictability in the field.

43

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX2072 at ¶¶16-17; Response (Paper 21) at 4, 5; see also id. at 3-5, 39, 44-48, 50, 52, 57 
(citing to EXS. 2002, 2005-07, 2009, 2054-66, 2070, 2073, 2074).

EX1082



Ground 3 – Motivation to Reduce TTI
 MHI ignores Dr. Ridker’s second declaration where Dr. Ridker explained that 

MHI’s publications were inappropriate.

 MHI chose not to depose Dr. Ridker or question his testimony on this topic.

EX1075

EX1020 = Nidorf 2013 “LoDoCo”
EX1022 = Tardif 2019 “COLCOT”
EX2065 = Nidorf 2020 “LoDoCo2”

44

DEMONSTRATIVE EXHIBIT – NOT EVIDENCERidker 2nd Decl. (EX1075) ¶ 12; Reply (Paper 34) at 20-21.

EX1028, EX2054, EX2055, EX2066 relate 
to acute phase, unstable patients

EX1082



Ground 3 – MHI’s References Support Motivation
 EX1028, EX2054, EX2055, EX2066 investigate effect of colchicine on acute biomarkers and endpoints, 

not chronic atherosclerosis.

 MHI argues lack of effect in acute phase shows colchicine effect is unpredictable.

 But lack of effect in acute phase is not relevant to long term chronic atherosclerosis because different 
biologic processes operate:

45

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

EX1028 at 63 (left, 3rd ¶), at 66-67, 68-69; EX2054 at 1 (abstract), 6, 7; EX2055 at 2 (abstract conclusion), 
7 (left 3rd ¶); EX2066 at 1 (abstract), 6, 7, 10; Response (Paper 21) at 5; Ridker Decl. (EX1049) ¶¶ 7, 232; 
Ridker 2nd Decl. (EX1079) ¶ 17; EX2071 at 66:18–69:11, 71:4–72:11; Reply (Paper 34) at 20-21 (citing EX1075 ¶¶  7-22). 

Ridker 1st Decl. EX1049 ¶ 7 Ridker 2nd Decl. EX1075 ¶ 17

Conclusion: No effect in acute phase  colchicine effect in COLCOT is on chronic atherosclerosis = LoDoCo.

EX1082



Ground 3 – Motivation to Reduce TTI

 MHI’s reliance on COPS (EX2056) is misguided.
– COPS is completely different from COLCOT.

• Different patients:  Patients with acute coronary syndrome 

• Different dosage:  0.5 mg twice daily for the first month, then 
0.5 mg daily for 11 months

• Different follow-up:  Only 12 months

• Different primary outcome:  A composite of all-cause mortality, 
ACS, ischemia-driven (unplanned) urgent revascularization, 
and noncardioembolic ischemic stroke

– Results: The addition of colchicine to standard medical 
therapy did not significantly affect cardiovascular outcomes 
at 12 months.

– Conclusion: Not relevant or predictive of ’063 Patent.

46

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX2056 at 1 (abstract), 2-3, 7, 8; Ridker 2nd Decl. (EX1075) ¶¶ 17, 22.
EX1082



Ground 3 – Ridker on COPS
 Dr. Ridker confirmed COPS (EX2056) is irrelevant in his deposition.

47

DEMONSTRATIVE EXHIBIT – NOT EVIDENCERidker Dep. Tr. (EX1071) at 226:1–22, 230:3-11, 232:6–22-233:1-6.
EX1082



Objective Indicia
 The ’063 Patent cannot be saved by objective indicia.

 There were no credible results, expected, unexpected, or otherwise.

 EX1005 (“Bouabdallaoui”) presents a post hoc subgroup analysis that lacks 
statistical power to draw the conclusions it draws and the ’063 Patent claims 
(that 0-3 days TTI is unexpectedly beneficial).

 EX1005’s assertions of alleged superiority of 0-3 days TTI are biologically 
implausible.

 The same is true for 4-7 days TTI.

 MHI has never disputed these points or this detailed explanation by Dr. Ridker.

48

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 55-61; Ridker Decl. (EX1049) ¶¶ 9, 220-248; Reply (Paper 34) at 22-28. 
EX1082



Objective Indicia
 MHI never challenged or rebutted any of M&P’s statistics arguments.

– MHI never asked Dr. Ridker about his statistics analysis.

– MHI never countered Drs. Fiolet and Cornel’s (EX1012 or EX1080 at 3-5) 
assessment questioning the findings of Bouabdallaoui (EX1005).

– MHI never provided their own expert opinion about statistics.
• Dr. Ardehali did not provide any statistics arguments. In fact, he admitted his only 

knowledge about statistics comes from one undergraduate class. 

• In contrast, Dr. Ridker has a sophisticated level of biostatistics understanding. 
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Ridker Decl. (EX1049) ¶¶ 9, 220-248, pg. 136; Pet. (Paper 1) at 55-61; Reply (Paper 34) 
at 22-28; EX1012 at 1-9; EX1080 at 1-9; EX1076 at 16:9-13; EX2071 at 23:20–25:19.

EX1082



Objective Indicia
 MHI’s only argument against the statistics is that “[t]he mere fact that the data shows a benefit 

across 30-days and within 3 days does not show that it defies ‘biological plausibility.’ Rather, it 
merely shows the data were insufficient to draw conclusions for specific days between 8-30.” 
Sur-reply at 25.

 This is an admission that the COLCOT data were insufficient to draw conclusions for 0-3 days! 
– There were more patients in 8-30 day time-period than in 0-3 day time-period (2,748 vs. 1,193). 

– The 0-3 day subgroup is only 26% of the total COLCOT cohort.

– COLCOT patients were stable. Thus, very few patients were actually in days 0-1.

– No mention of 4-7 day subgroup.

 This proves that the TTI analysis was never properly powered to look at any smaller time 
periods (subgroups) or to make any conclusions about specific time periods.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Sur-reply (Paper 37) at 25; Ridker Decl. (EX1049) ¶¶ 33, 41, 78, 142, 146, 170, 232; 
Ridker Dep. Tr. (EX2071) at 59:13–72:11; Ardehali 2nd Decl. (EX2072) ¶ 23; EX1005 at 5, 6. 

EX1082



Objective Indicia 51

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1002 at 332.
EX1082



Objective Indicia

 EX1005 data is misinterpreted post hoc analysis which was the result of 
brainstorming sessions.

 EX1005 is a post hoc subgroup analysis of COLCOT which was never 
designed to test TTI.
– COLCOT did not provide sufficient statistical power to test the 0-3 day TTI subgroup. 

– COLCOT only provided statistical power to test within 30 days. 
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Bouabdallaoui Dep. Tr. (EX1078) at 14:17–15:11, 16:6–17:8, 54:4-21, 64:9–68:3, 71:10–72:16, 81:7–82:12; 
Pet. (Paper 1) at 56-57; Ridker Decl. (EX1049) ¶¶ 220, 226, 234-238; Reply (Paper 34) at 23-26.

EX1082



Objective Indicia
 Subgroup analyses are unreliable.

 Tardif concurred with this view, admitting PHAs are “less strict,” “less stringent,” 
and “less strong,” and admitting “prespecified” is “better.”
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1067 at 25, 26; Tardif Decl. Tr. (EX1077) at 38:21–39:10, 42:3-15, 49:21–50:11; Reply (Paper 34) at 24.
EX1082



Objective Indicia 54

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1068 at 1067, 1068, 1069; Pet. (Paper 1) at 24-26.
EX1082



Objective Indicia
 EX1005 did not provide a breakdown of baseline characteristics for the 

placebo and colchicine arms in each subgroup, meaning selection bias in the 
0-3 day subgroup cannot be ruled out.

– Drs. Fiolet and Cornel noted: 
• “An important caveat in the 

interpretation of this finding is that 
not all unequally distributed 
characteristics were used in 
adjustment of these estimators.”  
EX1012, 4.

– Dr. Ridker agrees. EX1049 ¶ 235.  
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX1005 at 4096; ’063 Patent (EX1001) at Table 2; EX1012/EX1080 at 4; 
Ridker Decl. (EX1049) ¶¶ 233-239; Pet. (Paper 1) at 56-57.

EX1082



Objective Indicia
 EX1005 did not conduct statistical tests of 

interaction which are necessary to determine 
whether a treatment effect differs between 
the subgroups. 
– Drs. Fiolet and Cornel noted: 

• “The authors of [Bouabdallaoui] did not report 
whether the differences in observed effect size 
between strata were statistically significant.” EX1012, 
3-4.

– Dr. Ridker added: 
• “…the primary composite endpoint for patients with 

TTI 0-3 days has a hazard ratio range that overlaps 
with those of the patients with TTI 4-7 days and 8-30 
days…. [t]his type of data are insufficient to support a 
conclusion that initiating colchicine treatment within 3 
days in the COLCOT study achieved superiority over 
other treatment initiation periods.” EX1049 ¶ 241.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
EX1005 at 4097; ’063 Patent (EX1001) at Table 3; EX1012/EX1080 at 3-4; 
Ridker Decl. (EX1049) ¶¶ 236-241; Pet. (Paper 1) at 56-57.

EX1082



Objective Indicia
 EX1005 did provide statistical tests of interaction when discussing 

baseline characteristics in Table 2. 
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1005 at 4096.
EX1082



Objective Indicia
 Figure 2 undermines conclusions of EX1005

– Drs. Fiolet and Cornel concluded:

• “whether this parabolic relation of treatment 
initiation and effect size—with greater effect size 
seen in both very early (<3 days) and very late (>21 
days) treatment initiation—reflects separate biologic 
mechanisms of the drug or is a play of chance 
cannot be distinguished from these data.”  Pet. 71; 
EX1012, 4.

– Dr. Ridker agreed saying:

• “Thus, like myself, Drs. Fiolet and Cornel also agree 
that in the absence of a plausible biological 
mechanism, a skilled cardiologist would interpret 
this parabolic data as reflecting an artifact of the 
post hoc analysis rather than an actual treatment 
effect.” EX1049 ¶ 245.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1005 at 4097; EX1012 at 4; Pet. (Paper 1) at 71; Ridker Decl. (EX1049) ¶¶ 241-245.
EX1082



Objective Indicia
 There is no biologically plausible explanation for 

conclusions of EX1005.

 Dr. Ridker explained: 
“…the post-hoc subgroup analyses of Bouabdallaoui 
requires cardiovascular readers to accept the improbable 
biologic notion that colchicine 0.5 mg treatment initiated at 
days 2 to 3 is “beneficial” whereas the same treatment 
initiated between days 4 and 7 is “not beneficial”, yet then 
becomes “beneficial again” when started after 8 days, even 
though in all cases the drug was to be continued as therapy 
over a period of several years, and the vast majority of 
clinical events avoided in comparison to those allocated to 
placebo occurred well after the 30-day initiation period had 
ended.”  EX1049 ¶ 227.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1068 at 1069; Pet. at 57; Ridker Decl. ¶¶ 9, 59, 227, 245.
EX1082



Objective Indicia
 Pre-specified subgroup analyses are 

“better” according to Tardif but still 
unreliable.
– Prespecified subgroup analysis of COLCOT 

shows that colchicine was effective in:
• in men but not women; 

• in patients with no prior MI/stroke but not with prior 
MI/stroke; and 

• in patients without PCI/CABG but not with 
PCI/CABG.

– Contradicts findings of LoDoCo and COLCOT.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEReply (Paper 34) at 24-25; EX1062 at Table S3; EX1077 at 38:21-39:10, 42:3-15, 49:21-50:11. 
EX1082



Grounds 1 and 4 61

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPet. (Paper 1) at 24.
EX1082



Grounds 1 and 4 62

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE’063 Patent (EX1001) at 41:29-36, 41:50-60; Pet. (Paper 1) at viii, ix.
EX1082



Grounds 1 and 4 - Priority
 Claims 1-26, 28 and 40-50 are not entitled to the first provisional filing date.
 No support in first provisional for 0-3 days TTI or 4-7 days TTI.
 As a result, Bouabdallaoui is prior art to those claims because it is “by another.”
 Institution Decision got this right and nothing has changed since then.

Bouabdallaoui 
(EX1005) 
published

Aug. 29, 2020

62/935,865 
filed

Nov. 15, 2019

63/093,988 
filed

Oct. 20, 2020

17/097,285 
filed

Nov. 13, 2020
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCERidker Decl. (EX1049) ¶¶ 71, 90-98; Pet. (Paper 1) at 19-20; Reply (Paper 34) at 2-4; Inst. Dec’n (Paper 9) at 6-7, 48-51.
EX1082



Grounds 1 and 4 - Burdens
 Is EX1005 §102(a)(1) prior art “by another”?
 Burden-shifting framework applies. See Dynamic Drinkware.
 Petitioner has met its initial burden of production.

– EX1005 on its face satisfies burden of production.

– Board agreed, instituting trial on this ground saying the issue “will benefit from 
development during trial.” Inst. Dec’n at 56.

 Burden of production has since been with and remains with MHI.
– MHI must have produced sufficiently corroborated evidence that 0-3 day TTI limitation 

was solely conceived by Tardif. 

– Corroboration is judged under the “rule of reason.” Paper 8 at 2. 

– MHI has not satisfied its burden of production. 

– Moreover, the evidence strongly suggestions that Dr. Tardif was not the sole inventor.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEReply (Paper 34) at 4; Response (Paper 21) at 14; Paper 8 at 2; Inst. Dec’n (Paper 9) at 56.
EX1082



Grounds 1 and 4 - Evidence 
 Who conceived of the claimed subject matter with 0-3 days TTI?

– EX1005 is “by another” unless MHI produces sufficient evidence that Dr. Tardif alone 
conceived of all claimed subject matter, including 0-3 days TTI.
• Tardif is one of 24 authors.

• Bouabdallaoui is first author, interpreted the statisticians’ findings, and wrote the manuscript.

– MHI’s evidence
• EX2011 (Tardif declaration)

• EX2001 (Ardehali declaration)

• EX2068 (Bouabdallaoui declaration)

– Other evidence
• EX1077 (Tardif cross examination)

• EX1078 (Bouabdallaoui cross examination)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

EX1005 at 1; Ardehali Decl. (EX2001) ¶¶ 30-31; Tardif Decl. (EX2011) ¶¶ 16-30; Bouabdallaoui Decl. 
(EX2068) ¶¶ 2-4, 8-10; Tardif Dep. Tr. (EX1077) at 69:6-11, 70:2-18, 70:20–71:3; Bouabdallaoui Dep. Tr. (EX1078) 
at 14:17–15:11, 16:6–17:8; 30:5-12; 36:2-15; 64:9–67:8; 71:10–75:22; 81:7–82:12; 86:2-6; 89:22–92:8;105:5–108:6 .

EX1082



Grounds 1, 4 – Tardif’s Waivering Evidence 66

DEMONSTRATIVE EXHIBIT – NOT EVIDENCETardif Decl. (EX2011) ¶¶ 2, 23; EX1002 at 338; Reply (Paper 34) at 9.
EX1082



Grounds 1, 4 – Tardif’s Irrelevant Evidence

***

***
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCETardif Decl. (EX2011) ¶¶ 16-18; Reply (Paper 34) at 8.
EX1082



Grounds 1, 4 – Tardif’s Irrelevant Evidence 68

DEMONSTRATIVE EXHIBIT – NOT EVIDENCETardif Decl. (EX2011) ¶¶ 27-30; Reply (Paper 34) at 8.
EX1082



Grounds 1 and 4 – Tardif’s Evidence 69

DEMONSTRATIVE EXHIBIT – NOT EVIDENCETardif Decl. (EX2011) ¶ 30.
EX1082



Grounds 1 and 4 – Tardif’s Evidence 70

DEMONSTRATIVE EXHIBIT – NOT EVIDENCETardif Dep. Tr. (EX1077) at 69:6-11, 70:2-18, 70:20–71:3.
EX1082



Grounds 1, 4 – Ardehali’s Unfounded Evidence 71

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Ardehali Decl. (EX2011) ¶¶ 30-31; Reply (Paper 34) at 9; Mot. Exclude Evid. (Paper 41) at 9-12; 
see also Ardehali Dep. Tr. (EX2076) at 57-60 (Ardehali’s misunderstanding of inventorship).

EX1082



Grounds 1 and 4 – Bouabdallaoui’s Evidence 72

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEBouabdallaoui Decl. (EX2068) ¶¶ 2-4, 10; Reply (Paper 34) at 9.
EX1082



Grounds 1 and 4 – MHI’s Evidence
 What Does Not Matter

– Who “conceived and designed the COLCOT study and its protocol.”
– Who “recruited investigators.” 
– Who “obtained the funding to conduct the COLCOT study.”
– Who “owns” the data generated by the study.
– Who has “first publication rights.”
– Who was the “corresponding author” of EX1005.
– Whether Dr. Bouabdallaoui “considers” herself to be an inventor.
– What Dr. Ardehali’s “opinion” of who the POSA would regard as the inventor.

 What Does Matter
– Whether Tardif’s claim of sole inventorship is corroborated.
– What actually happened regarding the conception of the 0-3 day TTI limitation?
– Who conceived of the 0-3 day TTI limitation?
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEReply (Paper 34) at 7-10; Inst. Dec’n at 55-56. 
EX1082



Grounds 1 and 4 – Where is the Corroboration? 74

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEReply at 7.
EX1082



Grounds 1 and 4 – What Actually Happened
 Dr. Bouabdallaoui revealed that TTI were products of group  

brainstorming sessions attended by her and others besides Tardif:
– Dr. Tardif organized team brainstorming meetings to solicit from the attendees 

“any ideas that can … come … from the [COLCOT] database.”

– Dr. Bouabdallaoui was there.  So were others.

– The idea to do a PHA of TTI came from these group brainstorming sessions.  

– We don’t know who had the 0-3 day TTI idea.

– Only MHI knows and they have not revealed.

– Nor do we know who first realized that the 0-3 day TTI subgroup had allegedly 
better results.

– This is a clear failure to carry the burden to produce evidence in MHI’s exclusive 
possession.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Bouabdallaoui Dep. Tr. (EX1078) at 14:17–15:11, 16:6–17:8; 
64:9–66:20; 71:10–72 16; 81:7–82:12; 105:5–108:6; Reply at 5-6.

EX1082



Grounds 1 and 4 – What Actually Happened
 Why did Dr. Tardif not mention these team brainstorming meetings?

 Why didn’t he offer – in light of these meetings – corroboration of his bald 
claim that the 0-3 days and 4-7 days and 8+ days TTIs were his ideas?

 Why did he not divulge any details whatsoever of his alleged conception?

 Why did MHI not offer any corroboration of his alleged conception?

– No notes from these brainstorming meetings, no emails, no contemporaneous 
documents at all

– No testimony from others at these brainstorming meetings (except Dr. Bouabdallaoui, 
whose testimony does not corroborate Dr. Tardif’s)

– No testimony from the patent attorney(s)
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEReply at 7.
EX1082



Grounds 1 and 4 – Brainstorming According to Bouabdallaoui
77

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEBouabdallaoui Dep. Tr. (EX1078) at 15:3-11, 16:22–17:8; Reply (Paper 34) at 5-6.
EX1082



Grounds 1 and 4 – Brainstorming According to Bouabdallaoui
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEBouabdallaoui Dep. Tr. (EX1078) at 64:9-22, 65:2-22, 66:7-18; Reply (Paper 34) at 5-6.
EX1082



Grounds 1 and 4 – Brainstorming According to Bouabdallaoui
79

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEBouabdallaoui Dep. Tr. (EX1078) at 71:10–71:1, 72:18–73:3; Reply (Paper 34) at 5-6.
EX1082



Grounds 1 and 4 – Evidence of Conception

ZERO EVIDENCE 
CORROBORATING 

DR. TARDIF AS SOLE 
INVENTOR

CIRCUMSTANTIAL 
EVIDENCE THAT 

OTHERS AT LEAST 
PARTIALLY 

CONCIEVED OF 
TTI LIMITATIONS

 The claimed TTIs arose during brainstorming sessions 
attended by many people, including Dr. B.

Dr. B does not remember that the TTIs were Dr. Tardif’s idea.

Dr. B had experience doing time-based PHAs.

Dr. B interpreted the statistical results.

Dr. B wrote the manuscript for EX1005.

Dr. B was not obligated to assign patent rights to MHI.

Dr. B was excluded from the patenting process.

Evidence linking Dr. B to the patent was removed.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Boubaballaoui Dep. Tr. (EX1078) at 14:17–15:11, 16:6–17:8; 36:2-15; 64:9–67:8; 71:10–75:22; 
81:7–82:12; 86:2-6; 89:22–92:8; 105:5–108:6; EX1071 at 1; Reply (Paper 34) at 5-6.

EX1082



Grounds 1 and 4 – Evidence Pointing to Dr. B.
 Dr. Bouabdallaoui is experienced in conducting time-based post 

hoc analyses.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEEX1071 at 1; Reply (Paper 34) at 6.
EX1082



Grounds 1 and 4 – Evidence Pointing to Dr. B. 82

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEBouabdallaoui Dep. Tr. (EX1078) at 30:5-12, 36:2-7; Reply (Paper 34) at 6.
EX1082



Grounds 1 and 4 – Evidence Pointing to Dr. B. 83

DEMONSTRATIVE EXHIBIT – NOT EVIDENCEBouabdallaoui Dep. Tr. (EX1078) at 86:2-6, 92:5-8; Reply (Paper 34) at 6.
EX1082



Grounds 1 and 4 – What Actually Happened
 MHI incorrectly argues that brainstorming sessions were directed to “other” post-hoc 

analyses. 

 But see EX1078 at 64:9-22, 65:2-22, 71:10–72:16, 81:7–82:12 (Dr. Bouabdallaoui 
testifying specifically about the brainstorming sessions that gave rise to the 0-3 day TTI 
limitation).  Quoted in part on slides 77-79.

 Dr. Tardif never mentioned brainstorming sessions.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCESur-reply (Paper 37) at 9; Bouabdallaoui Dep. Tr. (EX1078) at 64:9-22, 65:2-22, 71:10–72:16, 81:7–82:12.
EX1082



Grounds 1 and 4 – Dr. B’s Disavowal
 MHI argues Bouabdallaoui “disavowed” her inventorship.

 But she is not qualified to make the legal determination of inventorship.
 She is qualified to tell us what happened; she (and only she) did, and 

those facts point to others besides Dr. Tardif having conceived (solely 
or jointly) of the claimed TTI limitations.

 The facts, not her wishes, control who is an inventor.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCESurreply (Paper 37) at 11; Reply (Paper 34) at 9.
EX1082



Grounds 1 and 4 – Improper New Argument
 MHI’s surreply argument about correcting inventorship under 35 U.S.C. 

§ 256 is belated.

 MHI has not sought permission to correct inventorship
 Such permission should not be given at this late stage.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCESurreply (Paper 37) at 12; Paper 38 at 3.
EX1082



Grounds 1 and 4 – MHI Hedges
 MHI never says that Tardif is sole inventor.

– “Dr. Tardif’s declaration includes statements regarding the work he did to conceive, 
organize, and conduct the COLCOT trial, from which the results underwent a post-
hoc analysis at his direction …” Opp’n to Motion to Exclude at 9.

– “Dr. Bouabdallaoui provided … her opinion that she is not an inventor of the ’063 
patent.” Opp’n to Motion to Exclude at 10.

– “Rather than accept Dr. Bouabdallaoui’s disavowal of inventorship …” Opp’n to 
Motion to Exclude at 10.

 MHI’s expert has a misunderstanding of inventorship.
 MHI hedges to say they can correct inventorship under 35 U.S.C. § 256 

if required.
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEOpp’n to Motion to Exclude (Paper 42) at 9-10; EX2076 at 57-60.
EX1082



Motion to Exclude
 ¶¶ 16-59 of Ardehali First Declaration.

– FRE 702 and 703 

 ¶¶ 26-28 of Ardehali Suppl. Declaration
– FRE 602

 ¶ 23 of Tardif Declaration
– FRE 402 and 403 

 ¶ 4 of Bouabdallaoui Declaration
– FRE 402 and 403 

 Exhibits 2002-10, 2012-16, 2054-66, 2069, 2070, 2073, and 2074 
– FRE 902, 401 and 402
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DEMONSTRATIVE EXHIBIT – NOT EVIDENCEPaper 41 (Mot. Exclude Evid.); Paper 44.
EX1082


