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DECLARATION OF DR. STEPHEN J.D. BRECKER REGARDING  
CLAIM CONSTRUCTION 

I, Stephen J.D. Brecker, declare under penalty of perjury as follows: 

1. I submit this Declaration to provide relevant background information regarding the

technology at issue in U.S. Patent Nos. 11,337,834 (“the ’834 Patent”), 11,389,310 (“the ’310 

Patent”), 11,491,033 (“the ’033 Patent”), 11,497,634 (“the ’634 Patent”), and 11,523,918 (“the 

’918 Patent”) and to set forth my opinions about the meaning of certain identified claim terms in 

this patent from the perspective of a person of ordinary skill in the pertinent field. 

I. QUALIFICATIONS

2. The following is a brief summary of my background and qualifications. My

background and qualifications are more fully set out in my curriculum vitae (CV) that I include as 

Appendix A. 

3. I am an interventional cardiologist with a special interest in adult structural heart

disease and valvular intervention. I have over 25 years of medical experience as a practicing 

interventional cardiologist. I am a Consultant Cardiologist at St. George’s University Hospitals in 

London, U.K. and Professor of Cardiology at St. George’s University of London. I have completed 

a six-year term as Chief of Cardiology at these institutions. I have now, in addition, been appointed 

as Consultant Cardiologist to Mayo Clinic Healthcare London.  I have performed over fifteen 

hundred transcatheter aortic valve replacement (“TAVR”) procedures. 

4. I graduated from St. Thomas’ Hospital Medical School, London in 1984.

Subsequently, I completed senior house officer posts at the Hammersmith Hospital, St. Thomas’ 

Hospital, the Brompton Hospital, and the National Hospital for Nervous Diseases. I then 

completed registrar training in cardiology at St. Thomas’ Hospital and the London Chest Hospital, 
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before taking up a British Heart Foundation Junior Research Fellowship at the Royal Brompton 

Hospital. I was also a visiting fellow at Johns Hopkins Hospital, Baltimore, before becoming a 

Consultant Cardiologist and Honorary Senior Lecturer at St. George’s in 1996. I am now Professor 

of Cardiology and Consultant Cardiologist at St. George’s University Hospitals. 

5. I have proctored over 600 TAVR procedures in which I assist and teach other 

physicians how to perform TAVR. I have been and remain a Global proctor for Medtronic since 

2010 at approximately 80 centers worldwide, including over 50 medical centers in the USA for 

the US Pivotal Trial of the Corevalve product. I have also proctored the TAVR procedure in the 

UK, Denmark, Belgium, Japan, India, Israel, Holland, Austria, Greece, Thailand, Vietnam, 

Singapore, Sri Lanka and South Korea. 

6. I have performed TAVR procedures with Medtronic’s Corevalve EvolutR, Evolut 

PRO and Evolut PRO+products, as well as Boston Scientific’s Lotus product and Edwards’ Sapien 

products. 

7. I have been active in the field of TAVR as a clinician, researcher, teacher, and 

innovator, and I have performed over 1,500 percutaneous TAVR procedures since 2007. 

8. I have been a practising cardiologist since 1996 and I am aware of the technological 

advances since then. 

9. I have experience, since 1996, of looking after cardiology patients with thoracic 

and abdominal aortic aneurysms and have over more than 20 years, worked closely with our 

vascular team in their management. St. George’s Vascular Surgery are considered international 

leaders in this field and have carried out many of the pivotal clinical trials in this area. I refer these 

patients for assessment and treatment and look after them before and after. On a daily basis I have 

always interacted with our vascular team and discussed cross-over technologies between our 
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subspecialties. I have implanted covered coronary stents and peripheral stent grafts (probably 

around 30 procedures for management of iliofemoral perforations following TAVR procedures 

since 2007). 

10. I am a named inventor on one patent, describing a specific TAVR guidewire, 

acquired by Medtronic. 

11. I am a Fellow of the Royal College of Physicians, the European Society of 

Cardiology, the American College of Cardiology, the British Cardiovascular Society, and the 

British Cardiovascular Intervention Society. 

12. I am the author or co-author of four books, 16 book chapters, and more than 130 

peer-reviewed articles 

13. In my professional experience, I have become familiar with many problems faced 

by cardiologists, surgeons, and medical device engineers, in transcatheter aortic valve replacement 

and related topics. 

14. A detailed record of my professional qualifications is set forth in the attached 

Exhibit A, which is my curriculum vitae, including a list of publications, awards, and professional 

activities. A list of cases in which I have testified as an expert during the previous four years is set 

forth in the attached Exhibit B. 

II. COMPENSATION 

15. I am being compensated for my time spent on this matter at the rate of $800 per 

hour, plus reasonable expenses. My compensation is not related to the outcome of this action and 

I have no financial interest in this case. 
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III. PRIOR TESTIMONY 

16. A list of cases in which I have testified as an expert during the previous four years 

is provided as Exhibit B. 

IV. MATERIALS CONSIDERED 

17. In preparing this declaration, I considered lists of terms needing claim construction 

proposed by Edwards and Aortic, as well as the ’834, ’310, ’033, ’634, and ’918 Patents, their 

prosecution histories, the parties’ claim construction disclosures and evidence, the Court’s claim 

construction orders in the Aortic I matter, and the other materials identified in this declaration. I 

also relied upon my over 25 years of experience in the field of interventional cardiology, though 

the testimony I offer is from the perspective of a person of ordinary skill as I have defined it below. 

18. In addition, I reviewed my prior declarations, in the Aortic I matter and those 

provided in connection with IPR2021-01584 (’011 patent); IPR2021-01527 (’172 patent); 

IPR2022-00034 (’846 patent); IPR2022-00193 (’538 patent); IPR2022-00549 (’735 patent); 

IPR2022-00556 (’236 patent); and IPR2023-01151 (’834 patent). These declarations are 

incorporated herein by reference.  

V. CLAIM CONSTRUCTION PRINCIPLES 

19. I understand that claim construction is the process by which a court determines, as 

a matter of law, the scope and meaning of terms used in the claims of a patent. I further understand 

that the goal of this process is to give claim terms the ordinary and customary meaning they would 

have had to a POSA as of the effective filing date, after reading the entire patent and prosecution 

history. 

20. I further understand that it is possible that the patent specification may reveal a 

special definition given to a claim term by the patentee that differs from the meaning it would 
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otherwise have to a POSA. In such cases, I understand that the patentee’s definition usually 

controls. 

21. I understand that the prosecution history of a patent can inform the meaning of some 

claim language and must be taken into account in construing the claims. 

22. I understand that, in some cases, the court may consider extrinsic evidence, such as 

technical dictionaries, treatises, and expert opinions, to understand the underlying technology and 

the way in which claim terms would be understood by a POSA at the relevant time. However, such 

extrinsic evidence should not be used to vary, contradict, expand, or limit the claim language from 

how it is defined in the specification or prosecution history. 

23. I understand that a patent claim may be held invalid for indefiniteness if the claim, 

viewed in light of the specification and prosecution history, fails to inform with reasonable 

certainty those skilled in the art about the scope of the invention. I further understand that 

definiteness is to be evaluated from the perspective of someone with skill in the relevant art at the 

time the invention. 

VI. SUMMARY OF OPINIONS 

24. I understand that Aortic Innovations, LLC filed the present lawsuit against Edwards 

Lifesciences Corporation, Edwards Lifesciences LLC, and Edwards Lifesciences (U.S.) Inc., 

(collectively Edwards) and alleges infringement of U.S. Patent Nos. 11,337,834 (“the ’834 

Patent”), 11,389,310 (“the ’310 Patent”), 11,491,033 (“the ’033 Patent”), 11,497,634 (“the ’634 

Patent”), and 11,523,918 (“the ’918 Patent”) (collectively, “patents-in-suit”).  

25. I have been asked to provide my opinions regarding the meaning of the following 

terms appearing in the ’834, ’310, ’033, ’634, and ’918  Patents to a person of ordinary skill in the 

art as of the effective filing date: 
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 “frame” 

 “fibers” 

 “plurality of fibers” 

 “sealing material” 

 “sealing assembly” 

 “second plurality of fibers” 

 “second layer” 

 “spacing(s)” 

 “distinct layers” 

 “end of the apices of the frame that are most proximal are uncovered by the 

fibers and the graft covering such that an end of the most proximal apices of the 

frame extends more proximally than a most proximal one of the plurality of 

fibers” 

 “end of the most proximal apices of the frame are uncovered by sealing material 

and the graft covering, wherein the end of the most proximal apices of the frame 

extends more proximally than a proximal end of the sealing material” 

 “outwardly extending fibers”  

 “outwardly extending” 

26. If called as a witness to testify at a claim construction hearing, I expect to testify on 

one or more the following topics and provide opinions and testimony on what is summarized in 

this declaration and any responsive declaration that I provide such as: 
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 The level of ordinary skill in the art to which the ’834, ’310, ’033, ’634, and ’918 

Patents are directed. 

 The ’834, ’310, ’033, ’634, and ’918 Patents (including their specification and 

claims), prosecution histories, and the technology underlying what is disclosed 

in the ’834, ’310, ’033, ’634, and ’918 Patents. 

 My opinions on how the terms identified above would have been interpreted by 

a person of ordinary skill in the art as of the effective filing date. 

VII. PERSON OF ORDINARY SKILL IN THE ART 

27. My opinions in this declaration are based on the understandings of a person of 

ordinary skill in the art, which I understand is sometimes referred to as an “ordinary artisan” or by 

the acronyms “POSA” or “POSITA” as of the time of the invention. I understand that Aortic has 

asserted that the time of the invention is November 7, 2012, the filing date of provisional 

application 61/723,446. For the purposes of this declaration, I will use this date as the time of the 

invention of the ’834, ’310, ’033, ’634, and ’918 Patents. I understand that the person of ordinary 

skill in the art is a hypothetical person who is presumed to have known the relevant art at the time 

of the invention. By “relevant,” I mean relevant to the asserted claims of the ’834, ’310, ’033, ’634, 

and ’918 Patents. 

28. I understand that factual indicators of the level of ordinary skill in the art include 

the various prior art approaches employed, the types of problems encountered in the art, the 

rapidity with which innovations are made, the sophistication of the technology involved, and the 

educational background of those actively working in the field. I understand that, in assessing the 

level of skill of a person of ordinary skill in the art, one should consider the type of problems 

encountered in the art, the prior solutions to those problems found in the prior art references, the 
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rapidity with which innovations are made, the sophistication of the technology, the level of 

education of active workers in the field, and my own experience working with those of skill in the 

art at the time of the invention. 

29. In view of the aforementioned indicators and types of problems confronting TAVRs 

with respect to endovascular delivery and paravalvular leakage, I believe the level of ordinary skill 

would be an interventional cardiologist with experience implanting, researching or designing 

TAVRs in the 2010-2012 timeframe. See IPR2023-01151, Ex. 2002 [Brecker Declaration] at 13-

15. 

30. Based on my background, training, and experience, I believe that I am a person of 

ordinary skill in the relevant art, and have been since at least the invention date of the ’834, ’310, 

’033, ’634, and ’918  Patents. Further, my opinions as stated in this declaration are valid even if 

the Court adopts a slightly different level of ordinary skill in the art. 

VIII. PRIOR CLAIM CONSTRUCTIONS IN THE AORTIC I MATTER 

31. In the Aortic I matter, I provided declarations regarding my understanding of the 

meaning of certain claims terms in the ’735 Patent to a POSA. I understand that the Court construed 

certain terms in the Aortic I matter as follows: 

Term Court’s Construction 
frame plain and ordinary meaning 
outer frame  a self-expanding frame 
inner frame  a balloon-expandable frame 
fibers  plain and ordinary meaning 
outer seal  plain and ordinary meaning 
outwardly extending fibers  fibers that extend in a generally outward direction from the 

frame 
[preamble of the '735 claim 1]  the preamble of claim 1 is not limiting 

   
Aortic I, Claim Construction Order. 
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32. I also understand that in the Aortic I matter, that the court further construed “outer 

frame” in the ’846, ’538, and ’236 patents to require a self-expanding frame. Aortic I, Order on 

Aortic’s Motion for Clarification. I further understand that the Court stated: “When the same term 

is disputed across related patents, Courts ‘presume, unless otherwise compelled, that the same 

claim term in the same patent or related patents carries the same construed meaning.’” Aortic I, 

Order on Aortic’s Motion for Clarification at 9. It is also my understanding that the patents-in-suit 

in Aortic II are related to the ’735 patent in Aortic I. 

IX. THE PATENTS-IN-SUIT 

A. Technical Background 

33. At a high-level, the specifications of the patents-in-suit disclose devices for treating 

two different diseases of the heart and the aorta: (1) endograft devices for repair of ascending aortic 

aneurysms; and (2) transcathether aortic valve replacement devices for treating aortic valve 

disease.  

34. First, the specifications of the patents-in-suit disclose an endograft devices for 

endovascular repair of ascending aortic aneurysms. ’918 Patent, col. 2:54-56. An ascending aortic 

aneurysm is an enlargement, dilatation or bulging of the ascending aorta.  This enlargement can 

occur as a result of a defect of the connective tissue of the wall of the aorta or can be related to 

hypertension.  As the aorta enlarges so the wall itself becomes weaker and if left untreated, an 

ascending aortic aneurysm can rupture and result in fatal internal bleeding. The Aortic endograft 

device inventions were designed by Dr. Shahriari to treat this condition. Examples of these devices 

are shown in Figures 2 and 15 of the Aortic specifications. In the patents-in-suit, the device 

designed to treat aneurysms is referred to as Device 10. As shown in these examples, the endograft 

devices pass through and seal off the enlarged aorta (shown in orange below) to prevent its rupture. 
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35. The endograft device inventions and embodiments were originally disclosed in 

Aortic’s U.S. Provisional App. No. 61/567,458 (“’458 Application”). Below is an annotated 

version of Fig. 2 from the ’458 Application.  
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36. The illustration in Fig. 2 above shows that the bottom component 12 is deployed 

within the top component 14 to create an overlap between the top component 14 and the bottom 

component 12 to exclude the aortic aneurysm. To do so, the top (distal) component 14 is deployed 

first, followed by deployment of the bottom (proximal) component 12 to create overlap between 

the two components. The overlap area is the area that secures the components together and prevents 

bleeding between the components. Although, aortic valve disease can occur in patients with an 

aneurysm, aortic valve disease and aneurysms are different diseases of the heart and aorta. 

37. Second, the specifications of the patents-in-suit disclose aortic transcathether valve 

replacement (TAVR) devices for endovascular repair with an improved paravalvular seal for 

treating aortic valve disease. See ’918 Patent, Abstract, Title. Aortic valve disease refers to 

degenerative disease of the aortic valve leaflets which become calcified and prevent the aortic 
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valve from opening and closing normally. The TAVR device inventions were designed by Dr. 

Shahriari to treat aortic valve disease. An example of these devices is shown, for example, in Fig. 

5 of Aortic’s U.S. Provisional Application 61/723,446.  

 
 

38. Additional examples of Aortic’s TAVR inventions are reflected in Figs. 17-22 of 

the Aortic specifications. As shown in Figs. 19 and 22, the TAVR devices are installed over and 

function in place of the native aortic valve leaflets. 
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39. As reflected in the Fig. 22 above, Aortic’s TAVR inventions include a low profile 

fiber seal for addressing paravalvalvular leaks. For example, the “Abstract” of the ‘918 Patent 

discusses that the “transcatheter valve assembly replacement device includes a paravalvular seal 

that includes outwardly extending fibers that create a seal with the annulus when the valve 

assembly is deployed.” ’918 Patent, Abstract.  

40. Aortic’s TAVR device inventions with a low profile fiber seal were first disclosed 

by Aortic in U.S. Provisional App. No. 61/723,446 (“’446 Application”). 
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B. ’834 Patent 

1. Asserted Claims 

41. I understand that Aortic Innovations asserts that Edwards infringes claims 2 

(depends from claim 1), 9 (depends from claim 1), 17 and 18 of the ‘834 Patent. The identified 

terms in the asserted claims are reproduced below with the language discussed herein in bold: 

Claim Claim Text 
1 An endovascular prosthetic heart valve for use in a patient, comprising: 

a frame formed of a plurality of struts that cooperate to form a plurality of cells, 
wherein the frame is radially expandable from a radially compressed orientation to 

a radially expanded orientation; 
a leaflet assembly within the frame; 
a polymer covering, wherein the polymer covering is attached to the leaflet 

assembly and positioned radially inwardly of the frame and radially outwardly of 
the leaflet assembly; 

a first plurality of fibers that extend away from the frame, 
wherein the prosthetic heart valve is endovascularly deployed through a femoral 

artery of the patient, 
wherein the first plurality of fibers is configured for being pressed against native 

leaflets of the patient when the prosthetic heart valve is endovascularly deployed 
to the radially expanded orientation within a native heart valve annulus of the 
patient; 

a second plurality of fibers that is positioned radially inwardly from the first 
plurality of fibers, 

wherein the second plurality of fibers is in direct contact with the frame. 
2 The prosthetic heart valve of claim 1, wherein the second plurality of fibers defines 

a spacing extending through a thickness thereof that is created by a distance 
between adjacent fibers, wherein the spacing extends to the frame. 

9 The prosthetic heart valve of claim 1, wherein the prosthetic heart valve is free of a 
non-porous graft covering between the first plurality of fibers and the frame and 
the second plurality of fibers and the frame. 
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Claim Claim Text 
17 An endovascular prosthetic heart valve for use in a patient, comprising: 

a frame formed of a plurality of struts that cooperate to form a plurality of cells, 
wherein the frame is radially expandable from a radially compressed orientation to 

a radially expanded orientation; 
a leaflet assembly within the frame; 
a polymer covering carrying the leaflet assembly and positioned radially inwardly of 

the frame and radially outwardly of the leaflet assembly; 
a first plurality of fibers that extend away from the frame, 
wherein the first plurality of fibers is configured for being pressed against native 

leaflets of the patient when the prosthetic heart valve is endovascularly deployed 
to the radially expanded orientation within a native heart valve annulus of the 
patient; and 

a second plurality of fibers that is positioned radially inwardly from the first 
plurality of fibers, 

wherein the second plurality of fibers is in direct contact with the frame, 
wherein the prosthetic heart valve is endovascularly deployed through a femoral 

artery of the patient, 
wherein the prosthetic heart valve defines a spacing extending through a thickness 

of the first plurality of fibers that is created by a distance between adjacent fibers 
thereof, through a thickness of the second plurality of fibers created by a distance 
between adjacent fibers thereof, and through the plurality of cells of the frame, 

wherein, compression of the first plurality of fibers and the second plurality of 
fibers in response to expansion of the prosthetic heart valve compresses the first 
plurality of fibers relative to the spacing to create a seal thereabout. 
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Claim Claim Text 
18  An endovascular prosthetic heart valve for use in a patient, comprising: 

a frame formed of a plurality of struts that cooperate to form a plurality of cells, 
wherein the plurality of cells defines at least two rows of cells at an inflow end of 

the frame, 
wherein the frame is radially expandable from a radially compressed orientation to 

a radially expanded orientation; 
a leaflet assembly within the frame; 
a polymer covering carrying the leaflet assembly and positioned radially inwardly of 

the frame and radially outwardly of the leaflet assembly; and 
a plurality of fibers that extend away from the frame, 
wherein the prosthetic heart valve is endovascularly deployed through a femoral 

artery of the patient, 
wherein the plurality of fibers is configured for being pressed against native 

leaflets of the patient when the prosthetic heart valve is endovascularly deployed 
to the radially expanded orientation within a native heart valve annulus of the 
patient, 

wherein the prosthetic heart valve defines a spacing extending through a thickness 
of the plurality of fibers that is created by a distance between adjacent fibers 
thereof through the plurality of cells of the frame, 

wherein, compression of the plurality of fibers in response to expansion of the 
prosthetic heart valve compresses the plurality of fibers relative to the spacings 
to create a seal thereabout, 

wherein the plurality of fibers extends over each of the at least two rows of cells. 
 

2. Prosecution History 

42. The ‘834 Patent application (U.S. Patent App. No. 17/327,673) was examined by 

Tiffany P. Shipmon and Jennifer Dieterle and subject to several rejections before being ultimately 

allowed on May 2, 2022. I understand that the claims were initially rejected based on certain 

indefiniteness rejections, including ones relating to the terms “array of fibers” and “opening”. 

Aortic amended the then pending claims to recite “plurality of fibers” and “spacing”. U.S. Patent 

App. No. 17/327,673, Request for Continued Examination (dated November 18, 2021) at 2-9. 

Aortic explained, regarding the latter amendment: “What the Applicant is claiming is the spacing 

between segments of some fibers. The spacing allows for inward deflection and compression of 

the fibers when the frame is expanded to fill any voids within the annulus and the seal formed by 
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the fibers. This is well-illustrated in the images showing the deployed device.” U.S. Patent App. 

No. 17/327,673, Request for Continued Examination (dated November 18, 2021) at 7-9. The 

examiner did not disagree with Aortic and subsequently allowed the claims stating: “The prior art 

does not disclose or render obvious the prosthetic heart valve defining a spacing extending through 

a thickness of the plurality of fibers that is created by a distance between adjacent fibers thereof 

through the plurality of cells of the frame.”  U.S. Patent App. No. 17/327,673, Notice of Allowance 

(dated Jan. 25, 2022) at 2 (emphasis added) 

C. ’310 Patent 

1. Asserted Claims 

43. I understand that Aortic Innovations asserts that Edwards infringes claims 11 and 

13 of the ‘310 Patent. The identified terms in the asserted claims are reproduced below with the 

language discussed herein in bold: 
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Claim Claim Text 
11 A transcatheter aortic heart valve assembly comprising: 

a graft covering engaging prosthetic heart valve leaflets, wherein the graft covering 
extends around the prosthetic heart valve leaflets for providing sealing to the 
prosthetic heart valve leaflets; 

a frame formed from a metallic material and defining an open cell configuration, 
and being secured to the graft covering; and 

a sealing material positioned externally to the frame for providing sealing between 
the frame and a patient's anatomical wall to prevent paravalvular leaks, 

wherein the sealing material is attached to the frame, 
wherein the sealing material defines a height that extends over at least a first two 

rows of cells in the frame, 
wherein the sealing material includes a plurality of outwardly extending, arcuate 

fibers that extend outwardly of the frame; 
wherein the heart valve assembly is configured to be deployed endovascularly 

through a femoral artery of the patient, 
wherein the heart valve assembly has a radially compressed orientation and a 

radially expanded orientation, 
wherein expansion of the heart valve assembly from the radially compressed 

orientation to the radially expanded orientation is configured to press the 
outwardly extending fibers into engagement with native leaflets of the aorta of 
the patient, 

wherein the plurality of fibers is in contact with the frame along the height of the 
sealing material when the heart valve assembly is in the radially compressed 
orientation and the radially expanded orientation. 

13 The valve assembly of claim 11, wherein the graft covering housing a prosthetic 
heart valve forms an inner frame for supporting the prosthetic heart valve. 

 
2. Prosecution History 

44. The ‘310 Patent application (U.S. Patent App. No. 16/941,117) was examined by 

Tiffany P. Shipmon and Jennifer Dieterle and subject to several rejections before being ultimately 

allowed on June 6, 2022. I understand that the claims were rejected several times based on different 

reasons, including that the claims, as drafted at the time, were obvious over combination of Spenser 

et al. (US 7,510,575) and Dehdashtian et al. (WO 2006/005015) with Bahler et al. (US 

2005/0273155) or Levi et al. (US 9,393,110) and Levi (USPN 9,393,110) combined with 

Dehdashtian (WO 2006/005015) and Rankin et al. (US 2012/0143324) and/or Rowe et al. (US 

2006/0287719). Aortic amended claims several times and argued, among other reasons, that the 
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references identified by the examiner did not teach a TAVR suitable for endovascular delivery. 

U.S. Patent App. No. 16/941,117, Amendment and Response (dated Nov. 4, 2021) at 7-17. Aortic 

also explained, regarding the combinations with Levi that such combinations do not teach that “the 

plurality of fibers is in contact with the outer frame along the height of the sealing material when 

the heart valve assembly is in the radially compressed orientation and the radially expanded 

orientation.”  U.S. Patent App. No. 16/941,117, Amendment and Response (dated May 11, 2022) 

at 7-12. The examiner did not disagree with Aortic and subsequently allowed the claims on June 

6, 2022, explaining that “the prior art does not disclose or render obvious wherein the plurality of 

fibers is in contact with the outer frame along the height of the sealing material when the heart 

valve assembly is in the radially compressed orientation and the radially expanded orientation in 

combination with the recited claim features.”  U.S. Patent App. No. 16/941,117, Notice of 

Allowance (dated June 6, 2022). 

D. ’033 Patent 

1. Asserted Claims 

45. I understand that Aortic Innovations asserts that Edwards infringes claims 1 and 5 

of the ‘033 Patent. The identified terms in the asserted claims are reproduced below with the 

language discussed herein in bold: 
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Claim Claim Text 
1 An endovascular prosthetic heart valve assembly having improved sealing for 

addressing paravalvular leakage for use in a patient, comprising: 
a frame formed of a plurality of cells, 
wherein the plurality of cells defines at least two rows of cells at an inflow end of 

the frame, 
wherein the frame is radially expandable from a radially compressed orientation to 

a radially expanded orientation; 
a leaflet assembly within the frame; 
a polymer covering about the leaflet assembly that is positioned radially inwardly of 

the frame and engaged with the leaflet assembly for providing sealing against 
paravalvular leakage; and 

a sealing assembly that includes a plurality of arcuate fibers that extend away from 
the frame for providing sealing against paravalvular leakage, 

wherein the sealing assembly extends over each of the at least two rows of cells, 
wherein the sealing assembly lays against the frame when the prosthetic heart 

valve assembly is in the radially compressed orientation and the radially expanded 
orientation, 

wherein the prosthetic heart valve assembly is sized and shaped to be 
endovascularly deployed through a femoral artery of the patient, 

wherein the prosthetic heart valve assembly defines spacings extending through a 
thickness of the sealing assembly that allow fluid to pass therethrough when the 
prosthetic heart valve assembly is in an undeployed state, 

wherein, in operation, expansion of the prosthetic heart valve assembly to the 
radially expanded orientation in a deployed state: 

presses the sealing assembly against the native leaflets of the aorta to impart 
compression of the sealing assembly that compresses the plurality of fibers 
relative to the spacings thereby reducing the spacings; and 

expands the polymer covering radially outwardly, 
wherein the compression of the plurality of fibers relative to the spacings and the 

expansion of the polymer covering cooperatively create a paravalvular seal about 
the frame and the native leaflets by reducing the spaces in the sealing assembly. 

5 The prosthetic heart valve assembly of claim 1, wherein the frame is integrally 
formed. 

 
2. Prosecution History 

46. The ‘033 Patent application (U.S. Patent App. No. 17/719,160) was examined by 

Tiffany P. Shipmon, Jennifer Dieterle, and Paul B Prebilic and subject to two rejections before 

being ultimately allowed by the examiners on October 14, 2022. I understand that the claims were 

initially rejected by the examiners based on the combination of two patent application publications:   
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Nguyen et al. (WO 2006/124649) in view of Greenhalgh (US 2002/0052649). Aortic canceled the 

claims and added new claims. In a subsequent, office action, the examiner rejected the pending 

claims, among other reasons, because the specification did not use the term “arcuate fibers.”  In 

response Aortic explained how the drawings support “arcuate fibers.” U.S. Patent App. No. 

17/719,160, Response (dated August 23, 2022) at 5-6. After several notice of allowance, the claims 

were ultimately allowed on October 14, 2022. 

E. ’634 Patent 

1. Asserted Claims 

47. I understand that Aortic Innovations asserts that Edwards infringes claims 1-7 and 

9 of the ‘634 Patent. The identified terms in the asserted claims are reproduced below with the 

language discussed herein in bold: 
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Claim Claim Text 
1 A transcatheter aortic heart valve assembly comprising: 

a graft covering engaged with prosthetic heart valve leaflets, wherein the graft 
covering extends about the prosthetic heart valve leaflets for providing sealing 
thereto; 

a frame formed from a metallic material and defining a plurality of continuously 
extending struts that extend through a circumference of the frame, the struts 
adjoining each other at an inflow end of the frame to form apices, and the struts 
cooperatively forming an open cell configuration, 

wherein the frame is secured to the graft covering, 
wherein the graft covering is made of a polymer; and 
a plurality of fibers in contact with a plurality of rows of open cells at the inflow 

end of the frame, 
wherein the fibers are arcuate, spaced-apart, and outwardly extending, 
wherein the fibers are spaced-apart to define spacings in a radially extending 

direction from the outermost aspect of the fibers to the outer surface of the frame 
such that fluid is permitted to pass therethrough when the valve assembly is in an 
uncompressed state, 

wherein an end of the apices of the frame that are most proximal are uncovered 
by the fibers and the graft covering such that an end of the most proximal 
apices of the frame extends more proximally than a most proximal one of the 
plurality of fibers, 

wherein the plurality of spaced-apart fibers is compressed when the heart valve 
assembly is pressed against native valve leaflets of the aorta to form a seal against 
the native valve leaflets and the frame by compression of the fibers into the 
radially extending spacings, 

wherein the graft covering is engaged with fibers of the plurality of fibers, 
wherein, in operation the heart valve assembly is configured to be deployed 

endovascularly through a femoral artery of the patient after obtaining access to the 
femoral artery. 

2 The valve assembly of claim 1, wherein the frame extends distally further than the 
prosthetic heart valve leaflets. 

3 The valve assembly of claim 1, wherein the frame is a singular, integral component. 
4 The valve assembly of claim 1, wherein the frame and the graft covering are 

attached by stitching at a top and bottom portion of the graft covering. 
5 The valve assembly of claim 1, wherein the valve assembly is balloon expandable. 
6 The valve assembly of claim 1, wherein the graft covering forms an inner frame for 

housing the prosthetic heart valve leaflets. 
7 The valve assembly of claim 1, wherein the valve assembly is configured for being 

received within a catheter that is delivered through the femoral artery of the 
patient. 

9 The valve assembly of claim 1, wherein a row of cells distal to the graft covering is 
uncovered by the graft covering and the fibers. 
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2. Prosecution History 

48. The ‘634 Patent application (U.S. Patent App. No. 17/469,391) was examined by 

Tiffany P. Shipmon, Jennifer Dieterle, and Jacqueline Woznicki and subject to two rejections 

before being ultimately allowed on September 23, 2022. I understand that the claims were rejected 

several times based on different reasons, including that the claims, as drafted at the time, were 

obvious over combination of Spenser et al. (US 7,510,575) and Dehdashtian et al. (WO 

2006/005015) and the combination of Levi (USPN 9,393,110) combined with Dehdashtian (WO 

2006/005015) and Rankin et al. (US 2012/0143324). Aortic amended claims several times and 

argued, among other reasons, that the references identified by the examiner did not teach a TAVR 

suitable for endovascular delivery through the femoral artery, teach the claimed spacings, or teach 

the uncovered apices limitations. U.S. Patent App. No. 17/469,391, Amendment and Response 

(dated May 18, 2022) at 5-28. The examiner did not disagree with Aortic and subsequently allowed 

the claims on June 6, 2022, explaining that “the prior art does not disclose or render obvious 

‘wherein fibers are spaced apart to define spacings in a radially extending direction from the 

outermost aspect of the fibers to the outer surface of the frame such that fluid is permitted to pass 

therethrough when the valve is in an uncompressed state, wherein an end of the apices of the outer 

frame that are most proximal are uncovered by the fibers and the graft covering such that an end 

of the most proximal apices of the outer frame extends more proximally than a most proximal one 

of the plurality of fibers.’” U.S. Patent App. No. 17/469,391, Notice of Allowance (dated June 16, 

2022) at 2. Subsequent notices of allowance were issued, with the ultimate one issued on Sept. 23, 

2022. 
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F. ’918 Patent 

1. Asserted Claims 

49. I understand that Aortic Innovations asserts that Edwards infringes claims 1, 4-10, 

16-17, 20-22, 26 of the ‘918 Patent. The identified terms in the asserted claims are reproduced 

below with the language discussed herein in bold: 

Claim Claim Text 
1 An endovascularly deployed heart valve assembly comprising: 

a graft covering for engaging prosthetic heart valve leaflets, wherein the graft 
covering engages the prosthetic heart valve leaflets for providing sealing thereto; 

a frame formed from a metallic material and defining an open cell configuration 
and having an inflow end portion and an outflow end portion, and being secured to 
the graft covering; and 

a sealing material positioned externally to the frame for providing sealing between 
the frame and a patient's anatomical wall of the aorta to prevent paravalvular 
leaks, 

wherein the sealing material begins at the inflow end portion of the frame and 
extends over at least two rows of cells formed in the open cell configuration of the 
frame, 

wherein the sealing material includes a plurality of outwardly extending fibers 
that extend outwardly of the frame, 

wherein the fibers are arcuate, 
wherein the fibers are flexible such that compression of the fibers imparts 

movement thereto, 
wherein the fibers are in contact with the frame along a height of the sealing 

material, 
wherein the fibers are spaced-apart to define spacings in a circumferentially 

extending direction and an axially extending direction along an outer surface of 
the frame, 

wherein the spacings extend radially through a thickness of the sealing material 
beginning at an outermost portion of the fibers and extending to the frame, 

wherein the heart valve assembly has a radially compressed orientation and a 
radially expanded orientation, 

wherein the sealing material is configured for being pressed against native aortic 
leaflets of the patient and compressing in response thereto, wherein being pressed 
against the native aortic leaflets forms a seal against the native valve leaflets and 
the frame by compression of the fibers into the spacings to reduce the spacings 
extending to the frame, 

wherein the heart valve assembly is sized and shaped for being delivered 
endovascularly through a femoral artery of a patient. 
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Claim Claim Text 
4 The endovascularly deployed heart valve assembly of claim 1, wherein the graft 

covering, prosthetic leaflets, and the sealing material are radially overlapping. 
5 The endovascularly deployed heart valve assembly of claim 1, further comprising a 

second plurality of fibers, the second plurality of fibers being spaced-radially 
inwardly of the plurality of fibers, 

wherein, expansion of the graft covering closes a gap between the graft covering and 
the second plurality of fibers to thereby create a seal therebetween. 

6 The endovascularly deployed heart valve assembly of claim 1, wherein the fibers 
extend outwardly to different positions relative to a centerline run through a 
longitudinal of the heart valve assembly. 

7 The endovascularly deployed heart valve assembly of claim 1, wherein the graft 
covering extends to the inflow end portion of the frame, wherein, stitching 
extending between the graft covering and through the frame secures the graft 
covering to the inflow end portion of the frame. 

8 The endovascularly deployed heart valve assembly of claim 1, wherein an end of 
the most proximal apices of the frame are uncovered by sealing material and 
the graft covering, 

wherein the end of the most proximal apices of the frame extends more 
proximally than a proximal end of the sealing material. 

9 The endovascularly deployed heart valve assembly of claim 1, wherein the end of 
the frame in which sealing material begins at the inflow end portion of the frame 
is configured for being radially aligned with the aortic annulus when the valve 
assembly is deployed. 
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Claim Claim Text 
10 An endovascular prosthetic heart valve assembly for use in a patient, comprising: 

a frame formed of a plurality of struts that cooperate to form a plurality of cells, 
wherein the frame is radially expandable from a radially compressed orientation to 

a radially expanded orientation; 
a leaflet assembly within the frame; 
a polymer covering carrying the leaflet assembly and positioned radially inwardly of 

the frame and engaging the leaflet assembly; 
a first plurality of fibers that extend away from the frame, 
wherein the first plurality of fibers is configured for being pressed against native 

leaflets of the patient when the prosthetic heart valve is endovascularly deployed 
to the radially expanded orientation within a native aortic heart valve annulus of 
the patient; and 

a second plurality of fibers that is positioned inwardly from the first plurality of 
fibers, 

wherein the second plurality of fibers is in direct contact with the frame, 
wherein the first plurality of fibers radially overlap the second plurality of fibers 

to cooperatively cover the frame, 
wherein the heart valve assembly is sized and shaped for being delivered 

endovascularly through a femoral artery of a patient into the aorta, 
wherein the prosthetic heart valve defines a spacing extending through a thickness 

of the first plurality of fibers that is created by a distance between fibers thereof 
and through a thickness of the second plurality of fibers created by a distance 
between fibers thereof, 

wherein, compression of the first plurality of fibers and the second plurality of 
fibers in response to expansion of the prosthetic heart valve compresses the first 
plurality of fibers and the second plurality of fibers relative to the spacing to 
create a seal thereabout. 

16 The endovascularly deployed heart valve assembly of claim 1, wherein the frame is 
integrally formed. 

17 The valve assembly of claim 10, wherein the frame is integrally formed. 
20 The endovascularly deployed heart valve assembly of claim 1, wherein the graft 

covering forms an inner frame for supporting the prosthetic heart valve leaflets. 
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Claim Claim Text 
21 An endovascular prosthetic heart valve assembly for use in a patient, comprising: 

a frame formed of a plurality of struts that cooperate to form a plurality of cells, 
wherein the frame is radially expandable from a radially compressed orientation to 

a radially expanded orientation; 
a leaflet assembly within the frame; 
a polymer covering carrying the leaflet assembly and positioned radially inwardly of 

the frame and engaging the leaflet assembly; 
a first layer for forming a seal upon compression, 
the first layer configured for being pressed against native leaflets of the patient when 

the prosthetic heart valve is endovascularly deployed to the radially expanded 
orientation within a native aortic heart valve annulus of the patient, 

wherein the first layer comprises a plurality of fibers that extend away from the 
frame, wherein the plurality of fibers is compressed against the native aortic 
heart valve annulus of the patient; and 

a second layer for forming a seal upon compression, 
wherein the second layer is positioned radially inwardly from the first layer, 
wherein the second layer is in direct contact with the frame, 
wherein the second layer defines a spacing extending through a thickness of the 

second layer for passage of fluid therethrough prior to forming a seal upon 
compression, 

wherein the heart valve assembly is sized and shaped for being delivered 
endovascularly through a femoral artery of a patient into the aorta, 

wherein, compression of the first layer and the second layer in response to 
expansion of the prosthetic heart valve compresses the fibers of the first layer 
relative to the spacing to create a paravalvular seal. 

22 The valve assembly of claim 21, wherein the first layer and the second layer are 
distinct layers. 

26 The valve assembly of claim 21, wherein the frame is integrally formed. 
 

2. Prosecution History 

50. The ‘918 Patent application (U.S. Patent App. No. 17/213,251) was examined by 

Tiffany P. Shipmon, Jennifer Dieterle, and Paul B. Prebilic and subject to multiple rejections 

before being ultimately allowed by the examiners on October 5, 2022. I understand that the claims 

were rejected on different bases including, among others: (1) obviousness based on the 

combination of two patent application publications:   Nguyen et al. (WO 2006/124649) in view of 

Greenhalgh (US 2002/0052649); (2) Spenser et al. (US 7,510,575) and Dehdashtian et al. (WO 

2006/005015) with Bahler et al. (US 2005/0273155) and  Ketharanathan (US2004/0030407) and 
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Levi (USPN 9,393,110); (3) Spenser et al. (US 7,510,575) and Dehdashtian et al. (WO 

2006/005015) with Leewood et al. (WO 2005/112821). Aortic amended claims multiple times 

during prosecution. Aortic also explained, regarding the identified prior art that such combinations 

do not teach, among other things, outer sealing without significantly impacting crimp profile, the 

claimed spacings between fibers, and a TAVR suitable for endovascular delivery through the 

femoral artery. U.S. Patent App. No. 17/213,251, Amendment and Response (dated May 17, 2022) 

at 5-28; Amendment and Response (dated June 22, 2022) at 14-19. The examiner subsequently 

allowed the claims on Sept. 14, 2022 and October 5, 2022. U.S. Patent App. No. 17/213,251, 

Notices of Allowance (dated Sept. 14, 2022 and October 5, 2022). 

 
G. Claim Terms 

1. “Frame” 

Term Claims Aortic construction Edwards construction 
frame ‘834 Patent – Claims 2, 

9, 17, 18; ’310 Patent – 
Claims 11, 13; ’033 
Patent – Claims 1, 5; 
’634 Patent – Claims 1-
7, 9; ’918 Patent – 
Claims 1, 4-10, 16-17, 
20-22, 26 

Plain and ordinary 
meaning 

a self-expanding frame 

 
51. The term “frame” appears in multiple claims throughout the patents-in-suit as 

reflected in the table above. In my opinion, this term as used in the patents-in-suit, has its plain 

and ordinary meaning in the art and requires no further construction. I note that in the Aortic I 

matter, Edwards’ previously sought to interpret the term “frame” to mean “A support structure 

having the strength to retain its expanded configuration and resist collapse.”  I understand that in the 

Aortic I matter, the Court rejected Edwards’ construction of “frame” and construed term to have 
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its plain and ordinary meaning. I note that here, in the Aortic II matter, Edwards now proposes that 

the term “frame” means a self-expanding frame. I disagree that the term is so limited. Rather, it is my 

opinion that the term should be given its plain and ordinary meaning here, just as in the Aortic I case. 

52. Edwards’ construction of “frame” incorrectly attempts to read in specific details 

from the specification that are not expressly included in the claims—i.e., that all frames in the 

claims be self-expanding. But, this feature is not required by the claims which do not mention or 

even suggest that all frames in the Aortic patents-in-suit must be self-expanding.  Moreover, based 

on my review of the specification and the prosecution history I did not see any statements by Aortic 

disavowing or disclaiming “frames” that are non-self-expanding. Rather the specification of the 

patents-in-suit teaches frames that are both self-expanding and balloon expandable. For example, 

the specification discloses “[i]n some embodiments, operating the balloon-expandable frame may 

include advancing an outer surface of the balloon-expandable frame into engagement with the 

aortic annulus.” ’834 patent, col. 5:1-2. I also note that the specification indicates that the disclosed 

TAVRs may—but are not required—to have dual frames and that the frames may be either 

balloon-expandable or self expanding. ’834 patent, col. 4:11-14 (“In some embodiments, the frame 

component may be a dual-frame component. … The balloon-expandable frame may be an inner 

frame.”). 

53. Indeed, a POSA at the time of invention in 2012 would have understood that TAVR 

frames could be either balloon-expandable or self expanding. In the Aortic I matter, I note that 

Edwards expert, Dr. Galla asserted that “[a]round December 6, 2011, there were two TAVR 

devices on the market:  Edwards’ Sapien-XT valve and the Medtronic CoreValveTM device.” Galla 

Decl., ¶ 15. This is also consistent with Edwards’ reference showing valves with balloon-

expandable and self-expanding frames. 
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EDWARDS_AI011910. 
 

54. Moreover, I note that during prosecution of U.S. Patent App. No. 17/975,986 

sharing a related disclosure, the Examiner and Aortic made clear that the term “frame” is not 

limited to a self-expanding frame, but can also encompass balloon expandable frames. For 
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example, during prosecution, Aortic identified discussion of balloon-expandable frames in the 

specification as supporting the “frame” element. 

 
U.S. Patent App. No. 17/975,986, Amendment and Response (dated June 21, 2023) at 28-29. 
 

55. Additionally, during prosecution of U.S. Patent App. No. 17/748,073, when Aortic 

claimed in pending dependent claims 20 and 29 that the “frame” was self-expanding, the Examiner 

rejected the claim stating that the disclosure in the specification supported “the frame … being 

balloon expandable” and that requiring the “frame” to be self-expanding constituted “new matter 

with respect to the original disclosure.” 

 

U.S. Patent App. No. 17/748,073, Claims (dated May 6, 2023) at 6. 
 



Draftfdafd 

32 
 
 
 
 

 
U.S. Patent App. No. 17/748,073, Office Action (dated June 21, 2023) at 7. 
 

56. Further, the art identified by Edwards in its IPR’s on Aortic’s patents was not 

limited to “frames” that were “self-expanding frames.” Rather, Edwards identified, for example, 

figures from Spenser and Levi, among others, which reference and show balloon-expandable 

frames.  

 
IPR2023-01151, Paper 1 [Petition] at 10 (discussing Cribier valve). 
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IPR2023-01151, Paper 1 [Petition] at 22. 
 

 
 

 
IPR2023-01151, Paper 1 [Petition] at 26. 

 
57. In light of at least the foregoing, I agree with Aortic that the term “frame” as used 

in the patents-in-suit does not require further construction beyond its plain and ordinary meaning 

and should not be limited to “a self-expanding frame”. 
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2. “Fibers” 

Term Claims Aortic construction Edwards construction 
“fibers” ‘834 Patent – 

Claims 2, 9, 17, 18; 
’310 Patent – 
Claims 11, 13; ’033 
Patent – Claims 1, 
5; ’634 Patent – 
Claims 1-7, 9; ’918 
Patent – Claims 1, 
4-10, 16-17, 20-22, 
26 

Plain and ordinary 
meaning 

collagen threads or 
filaments  

 
58. The term “fibers” appears in multiple claims throughout the patents-in-suit as 

reflected in the table above. In my opinion, this term as used in the patents-in-suit has its plain and 

ordinary meaning in the art and requires no further construction. In the Aortic I matter, Edwards’ 

previously sought to interpret the term “fibers” to mean “Discrete bundles of collagen threads or 

filaments.”  I understand that in Aortic I, the Court rejected Edwards’ construction of “fibers” and 

construed term to have its plain and ordinary meaning. I note that here, in the Aortic II matter, 

Edwards now proposes that the term “fibers” mean collagen threads or filaments. I disagree that 

the term is so limited. Rather, it is my opinion that the term should be given its plain and ordinary 

meaning here, as in the Aortic I case. 

59. The term “fibers” is used according to its plain and ordinary meaning in the art in 

the patents-in-suit. ’834 patent, Claims 12 and 17; U.S. Provisional App. No. 61/723,446, Figures 

2-3, and 5-10; paragraphs [0024]; [0031]-[0032]; [0034] and claim 1. A POSA would understand 

fibers in the context of the patents-in-suit to generally refer to thread-like objects or structures. 

See, e.g., American Heritage College Dictionary (4th ed. 2007) at 514 (“fiber” “a thread like object 

or structure.”); American Heritage College Dictionary (5th ed. 2012) at 314 (“fiber’ “a slender 
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threadlike structure”); Merriam Webster’s Collegiate Dictionary (11th ed. 2004) at 464 (“fiber” “a 

thread or structure resembling a thread”). 

60. Edwards’ construction requiring “collagen threads or filaments” is incorrect, 

because it is too narrow and limits “fibers” to “threads or filaments” made from “collagen.”  But 

nothing in the claims, specification, or prosecution history require that the claimed “fibers” be 

limited to only collagen fibers. When reviewing the specification and the prosecution history, I did 

not see any statements by Aortic disavowing or disclaiming non-collagen “fibers”. In fact, the 

specification describes “collagen fibers” as part of an “illustrative embodiment” [’834 Patent, col. 

18:34-35] and then goes on to describe that “[i]t should be appreciated that in other embodiments 

the outer frame 216 may be covered with … other sealing materials.”  ’834 Patent, col. 18:39-41. 

A POSA would appreciate that “other sealing materials” encompasses non-collagen fibers and 

sealing materials.  

61.    I further note that numerous dependent claims in the patents-in-suit expressly 

claim fibers that are “collagen fibers.”  ’834 patent, claim 7 (“wherein the first plurality of fibers 

and the second plurality of fibers are collagen fibers.”). This indicates that the “fibers” claimed in 

claim 1 are broader than the “collagen fibers” of claim 7, because otherwise, the addition of claim 

7 would be meaningless beyond what is already claimed in claim 1. The same is true of the ’310 

patent, claims 4 and 9, of the ’634 patent, claim 8, and of the ’918 patent, claim 2 which also 

include dependent claims specifying “fibers” that are “collagen fibers” indicating that the term 

“fibers” includes fibers that are non-collagen.  

62. Further, during prosecution of a related patent (’735 patent), although the examiner 

appears to have initially interpreted the term “arcuate fibers” to reference to collagen fibers, Aortic 

convinced the examiner that the term was not so limited. Specifically, Aortic disagreed with the 



Draftfdafd 

36 
 
 
 
 

examiner, added a separate claim specifically directed to “collagen fibers” and wrote the examiner 

that “fibers” in the claims was used according to its ordinary meaning. 

 
 
63. U.S. Patent App. No. 17/170,957 (’735 Patent Prosecution History, May 21, 2021 

Amendment and Response) at 6. The examiner did not dispute Aortic’s explanation and 

subsequently allowed the claims. U.S. Patent App. No. 17/170,957 (’735 Patent Prosecution 

History, June 11, 2021 Notice of Allowance). This further indicates that Edwards’ construction is 

flawed.  

64. I also note that during prosecution, the examiner relied on non-collagen polymer 

fibers in rejecting the claims during prosecution. For example, the examiner relied on 

Dehdashtian’s teaching of “compressible material 256” described as made from polyethylene 

terephthalate in rejecting the claims. 

 

 
U.S. Patent App. No. 17/469,391, Final Rejection (dated Jan. 24, 2022) at 6-7. 
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Dehdashtian (WO 2006/005015) 
 
This further demonstrates that the claims should not be limited to collagen fibers. 
 

65. I also note that Edwards’ position is inconsistent with its positions taken in the 

IPRs. For example, the art identified by Edwards in its IPRs was not limited to a “fibers” that are 

collagen threads or filaments. In fact, Edwards identified non-collagen materials from Cheung, 

Walther and Spenser II in the IPRs as providing the “fibers” of the claims. 
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IPR2023-01151, Paper 1 [Petition] at 12, 31. 
 

66. In light of at least the foregoing, it is my opinion that Edwards’s construction of 

“fibers” which is limited to collagen threads or filaments is too narrow and should not be adopted. 

Instead, I agree with Aortic that the term should be given its plain and ordinary meaning as I 

discuss above. 

3. “Plurality of fibers” 

Term Claims Aortic construction Edwards construction 
“plurality of fibers” ‘834 Patent – 

Claims 2, 9, 17, 18; 
’634 Patent – 
Claims 1-7, 9; ’918 
Patent – Claims 10, 
17, 21-22, 26 

Plain and ordinary 
meaning  

An arrangement of 
fibers that does not form 
a dense band or cloth 

 
67. The term “plurality of fibers” appears in multiple claims in the patents-in-suit as 

reflected in the table above. In my opinion, this term as used in the patents-in-suit has its plain and 

ordinary meaning in the art and requires no further construction. This is reflected, for example, in 

Figs. 20-22 in the patents-in-suit which show low profile fiber sealing with multiple fibers. This is 
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also consistent with the plain meaning of “plurality”—“composed of more than one member, set, 

or kind; the state or fact of being plural.” American Heritage College Dictionary (4th ed. 2007) at 

1072.  Here, “plurality of fibers” simply refers to more than one fiber. 

68. Edwards’ construction requiring “an arrangement of fibers that does not form a 

dense band or cloth” is incorrect, because it adds in exclusions that are not required or consistent 

with how a POSA would understand this term. Indeed, nothing in the claims, specification, or 

prosecution history require that the claimed “plurality fibers” exclude all “dense bands or cloth.” 

When reviewing the specification and the prosecution history, I did not see any statements by 

Aortic disavowing or disclaiming all dense bands or cloths. Edwards’ argument here appears 

similar to its assertion in the Aortic I case regarding the “outer seal” claim there. There Edwards 

asserted that an “outer seal” should be construed to mean “An outer covering through which the 

outer frame is clearly visible.” I understand that the Court rejected Edwards’ argument in the Aortic 

I case and construed “outer seal” to have its plain meaning. Edwards appears to make this same 

argument in a different form here, asserting that the plurality of fibers cannot be “dense.”  

Accordingly, I disagree with Edwards’ construction for similar reasons to those in the Aortic I 

matter.  

69. Edwards’s construction is also problematic because—instead of helping to define the 

term—it adds ambiguity. For example, it is unclear what Edwards means by “dense band or cloth” in 

its construction—i.e., it is unclear whether Edwards’ construction would exclude any cloth or just 

dense cloths. This further demonstrates that Edwards’ construction is flawed. 

70. I further note that Edwards’ position is inconsistent with its positions taken in the 

IPRs. For example, the art identified by Edwards in its IPRs was not limited to a “plurality of 
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fibers” that excluded all dense bands or cloth. Rather, Edwards IPR arguments utilize references 

like Spencer II which references a cloth. 

 
IPR2023-01151, Paper 1 [Petition] at 21. 
 

71. Thus, it is my opinion that Edwards’s construction of “plurality of fibers” is 

inconsistent with the plain meaning of the term to a POSA, is unwarranted by the claims, 

specification and prosecution history, and should not be adopted. Instead, I agree with Aortic that 

the term should be given its plain and ordinary meaning as I discuss above. 

4.  “Sealing material”/“Sealing assembly” 

Term Claims Aortic construction Edwards construction 
“sealing material” ’310 Patent – 

Claims 11, 13; ’918 
Patent – Claims 1, 
4-9, 16, 20 

Plain and ordinary 
meaning 

An arrangement of 
fibers that does not 
form a dense band or 
cloth 

“sealing assembly” ’033 Patent – 
Claims 1, 5 

Plain and ordinary 
meaning 

An arrangement of 
fibers that does not 
form a dense band or 
cloth 
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72. The term “sealing material” appears in multiple claims in the ’310 and ’918 Patents 

as reflected in the table above. Likewise, the term “sealing assembly” appears in claims 1 and 5 of 

the ’033 patent. In my opinion, these terms as used in these patents have their plain and ordinary 

meaning in the art and require no additional construction. For example, claim 11 of the ’310 patent 

provides that the “sealing material” “is positioned externally to the frame for providing sealing 

between the frame and a patient’s anatomical wall to prevent paravalvular leaks.”  Claim 11 further 

specifies that the “sealing material” “is attached to the frame,” “extends over at least a first two 

rows of cells in the frame,” and “includes a plurality of outwardly extending, arcuate fibers that 

extend outwardly of the frame.”   Similarly, for the term “sealing assembly,” claim 1 of the ’033 

Patent provides that the “sealing assembly” “includes a plurality of arcuate fibers that extend away 

from the frame for providing sealing against paravalvular leakage,” “extends over … at least two 

rows of cells,” and “lays against the frame when the prosthetic heart valve assembly is in the 

radially compressed orientation and the radially expanded orientation.”  Likewise, the figures such 

as Figs. 20-22 show examples of such “sealing materials” and “sealing assemblies” and the 

specification describes embodiments where the frame may be covered with fibers or other sealing 

materials. ’834 Patent, col. 18:39-41. Accordingly, a POSA would understand the “sealing 

material” and “sealing assembly” to be used according to their plain meaning in the patents-in-suit 

and not require further definition beyond how these terms are already defined in the claims. 

73. As I discuss above for the “plurality of fibers” term, Edwards’ construction 

requiring “an arrangement of fibers that does not form a dense band or cloth” is incorrect, because 

it adds in exclusions that are not required or consistent with how a POSA would understand this 

term. Nothing in the claims, specification, or prosecution history require that the claimed “sealing 

material” or “sealing assembly” exclude all “dense bands or cloth.” When reviewing the 
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specification and the prosecution history, I did not see any statements by Aortic disavowing or 

disclaiming all dense bands or cloths. Edwards’ argument here appears similar to its assertion in 

the Aortic I case regarding the “outer seal” claim there. There Edwards asserted that an “outer 

seal” should be construed to mean “An outer covering through which the outer frame is clearly 

visible.” I understand that the Court rejected Edwards’ argument in the Aortic I case and construed 

“outer seal” to have its plain meaning. Edwards appears to make this same argument in a different 

form here asserting that the “sealing material” and “sealing assembly” cannot be “dense.”  

Accordingly, I disagree with Edwards’ construction for similar reasons to those in the Aortic I 

matter.  

74. Edwards’s constructions are also problematic because—instead of helping to define 

the terms—they add ambiguity. For example, it is unclear what Edwards means by “dense band or 

cloth” in its constructions—i.e., it is unclear whether Edwards’ constructions would exclude all cloths 

or just dense cloths. This further demonstrates that Edwards’ constructions are incorrect. 

75. I further note that Edwards’ position is inconsistent with its positions taken in the 

IPRs. For example, the art identified by Edwards in its IPRs was not limited to a “sealing 

assembly” that excluded all dense bands or cloth. Rather, Edwards IPR arguments utilize 

references like Spencer II which references a cloth.  
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IPR2023-01325, Paper 2 [Petition] at 29. 
 

76. In light of the foregoing, it is my opinion that Edwards’s constructions of “sealing 

material” and “sealing assembly” are inconsistent with the plain meaning of the term to a POSA, 

too restrictive, and should not be adopted. Instead, I agree with Aortic that the terms should be 

given their plain and ordinary meaning as I discuss above. 

5.  “Second plurality of fibers”/”Second layer” 

Term Claims Aortic construction Edwards construction 
“second plurality of 
fibers” 

’834 Patent – 
Claims 2, 9, 17; 
’918 Patent – 
Claims 5, 10, 17 

Plain and ordinary 
meaning 
 

An arrangement of 
fibers that extend 
radially inwardly from 
the frame that does not 
form a dense band or 
cloth 

“second layer” ’918 Patent – 
Claims 21-22, 26 

Plain and ordinary 
meaning 

An arrangement of 
fibers that extend 
radially inwardly from 
the frame that does not 
form a dense band or 
cloth 
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77. The term “second plurality of fibers” appears in multiple claims in the ’834 and 

’918 Patents as reflected in the table above. Likewise, the term “second layer” appears in claims 

21-22 and 26 of the ’918 patent. In my opinion, these terms are already defined in the claims, have 

their plain and ordinary meaning in the art, and require no additional construction. For example, 

claim 10 of the ’918 patent provides that the “second plurality of fibers” is “positioned inwardly 

from the first plurality of fibers,” “is in direct contact with the frame,” and “radially overlap” with 

the first plurality of fibers “to cooperatively cover the frame.”  Similarly, for the term “second 

layer” claim 21 of the ’918 Patent provides that the “second layer” “form[s] a seal upon 

compression,” “is positioned radially inwardly from the first layer,” “is in direct contact with the 

frame,” and “defines a spacing extending through a thickness of the second layer for passage of 

fluid therethrough prior to forming a seal upon compression.”  Likewise, the figures such as Figs. 

12 and 13 provide examples of a “second plurality of fibers” and a “second layer.” ’834 Patent, 

Figs. 12 and 13. Thus, it is my opinion that a POSA would understand the terms “second plurality 

of fibers” and “second layer” to be used according to their plain meaning in the claims of the 

patents-in-suit and do not require further definition beyond how these terms are defined in the 

claims. 

78. Edwards offers a similar construction for “second plurality of fibers” and “second 

layer” as it does for “plurality of fibers”, “sealing material” and “sealing assembly”. As I discuss 

above for those terms, Edwards’ construction requiring “an arrangement of fibers … that does not 

form a dense band or cloth” is incorrect, because it adds in exclusions that are not required or 

consistent with how a POSA would understand this term. Nothing in the claims, specification, or 

prosecution history require that the claimed “second plurality of fibers” and the “second layer” 
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exclude all “dense bands or cloth.” When reviewing the specification and the prosecution history 

I did not see any statements by Aortic disavowing or disclaiming all dense bands or cloth. 

79.  Edwards also requires that “second plurality of fibers” and the “second layer” have 

fibers that extend “radially inwardly from the frame.”  While, some of this figures in the patents-

in-suit show fibers that extend radially inwardly from the frame, this is not a requirement of the 

claims. Rather, claims 10 and 21 of the ’918 patent, specify that the “second plurality of fibers” 

and “second layer” are “positioned radially inwardly from the” first plurality of fibers/first layer—

not that they extend radially inwardly from the frame. Also, I did not see any requirements in the 

specification or prosecution history requiring all “second plurality of fibers” or “second layers” to 

extend inwardly from the frame. Accordingly, I disagree with Edwards’ constructions. 

80. Also, as I note above—instead of helping to define the term—Edwards’ 

constructions adds ambiguity. For example, it is unclear what Edwards means by “dense band or 

cloth” in its constructions—i.e., it is unclear whether Edwards’ constructions would exclude all 

cloths or just dense cloths. This further demonstrates that Edwards’ constructions are flawed. 

81. I further note that Edwards’ position is inconsistent with its positions taken in the 

IPRs. For example, the art identified by Edwards in its IPRs was not limited to a “second plurality 

of fibers” that excluded all dense bands or cloth with fibers that extend radially inwardly from the 

frame. Rather, Edwards IPR arguments utilize references like Spencer II and Edwards has argued 

that Spencer II’s “inner cloth/fabric layer is the ‘second plurality of fibers,’ which is positioned 

radially inwardly from the first plurality of fibers.” IPR2023-01151, Paper 1 [Petition] at 46. 

82. In light of the foregoing, it is my opinion that Edwards’s constructions of “second 

plurality of fibers” and “second layer” are inconsistent with the plain meaning of these terms to a 

POSA, particularly in light of the claim language, and should not be adopted. Instead, I agree with 
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Aortic that the terms do not require further construction and should be given their plain and 

ordinary meaning as I discuss above. 

6. “Spacing(s)” 

Term Claims Aortic construction Edwards construction 
“spacing(s)” ’834 Patent – 

Claims 2, 17, 18; 
’033 Patent – 
Claims 1, 5; ’634 
Patent – Claims 1-
7, 9; ’918 Patent – 
Claims 1, 4-10, 16-
17, 20-22, 26 

Plain and ordinary 
meaning 

This term is indefinite 
under pre-AIA 35 
U.S.C. § 112, second 
paragraph. 
If the Court does not 
conclude that this term 
is indefinite, the Court 
should construe this 
term to mean “a 
distance between fibers 
such that the fibers do 
not form a sleeve, 
layer, or cloth.” 

 
83. I discuss the term “spacings” in my IPR declarations including IPR2022-00556, 

Ex. 2103 (Brecker Decl.). I incorporate my discussion of “spacings” from those declarations 

herein. The term “spacing(s)” appears in multiple claims in the ’834, ’033, ’634, and ’918 Patents 

as reflected in the table above.  

84. Regarding “spacing(s)” the claims specify: 

 ’834 Patent, Claim 2: “The prosthetic heart valve of claim 1, wherein the second 

plurality of fibers defines a spacing extending through a thickness thereof that is 

created by a distance between adjacent fibers, wherein the spacing extends to the 

frame”; 

 ’834 Patent, Claim 17: “wherein the prosthetic heart valve defines a spacing 

extending through a thickness of the first plurality of fibers that is created by a 

distance between adjacent fibers thereof, through a thickness of the second 
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plurality of fibers created by a distance between adjacent fibers thereof, and 

through the plurality of cells of the frame”; 

 ’834 Patent, Claim 18: “wherein the prosthetic heart valve defines a spacing 

extending through a thickness of the plurality of fibers that is created by a 

distance between adjacent fibers thereof through the plurality of cells of the 

frame”; 

 ’033 Patent, Claim 1:  “wherein the prosthetic heart valve assembly defines 

spacings extending through a thickness of the sealing assembly that allow fluid 

to pass therethrough when the prosthetic heart valve assembly is in an 

undeployed state”; 

 ’634 Patent, Claim 1: “wherein the fibers are spaced-apart to define spacings in 

a radially extending direction from the outermost aspect of the fibers to the outer 

surface of the frame such that fluid is permitted to pass therethrough when the 

valve assembly is in an uncompressed state”; 

 ’918 Patent, Claim 1: “wherein the fibers are spaced-apart to define spacings in 

a circumferentially extending direction and an axially extending direction along 

an outer surface of the frame, wherein the spacings extend radially through a 

thickness of the sealing material beginning at an outermost portion of the fibers 

and extending to the frame”; 

 ’918 Patent, Claim 10: “wherein the prosthetic heart valve defines a spacing 

extending through a thickness of the first plurality of fibers that is created by a 

distance between fibers thereof and through a thickness of the second plurality”; 
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 ’918 Patent, Claim 21: “wherein the second layer defines a spacing extending 

through a thickness of the second layer for passage of fluid therethrough prior to 

forming a seal upon compression of fibers created by a distance between fibers 

thereof” 

85. It is my opinion, that the term “spacings” is used according to its plain and ordinary 

meaning in the art in the identified claims of the patents-in-suit to refer to voids or gaps that extend 

through the plurality of fibers/sealing material/sealing assembly/second layer and requires no 

further construction. This understanding is consistent with the figures in the patents-in-suit which 

provide examples of the “spacings.” ’834 patent, Figs. 11 and 12. I also note that during 

prosecution, Aortic identified examples of spacings in the figures. For example, regarding Fig. 11, 

Aortic provided the following annotation to the examiner: 

 
 

 
86. Regarding, Figure 12, Aortic provided the following annotation to the examiner: 
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87. I also note that during prosecution of the ’834 Patent in the examiner’s notice of 

allowance, the examiner states: “The prior art does not disclose or render obvious the prosthetic 

heart valve defining a spacing extending through a thickness of the plurality of fibers that is created 

by a distance between adjacent fibers thereof through the plurality of cells of the frame.”  U.S. 

Patent App. No. 17/327,673, Notice of Allowance (dated Jan. 25, 2022) at 2 (emphasis added). 

88. I further note that I previously explained in my IPR declaration: “[A]s is particularly 

clear in Figure 13 (but also present elsewhere), there are gaps and spaces between the fibers that 

extend to the frame. These gaps and spaces were, I believe, counterintuitive because a POSITA 

would have, at the time, favored a solid, non-porous, graft material to address PVL—like the ones 

seen in Walther, Spenser II, and Levi...” IPR2022-00556, Ex. 2103 (Brecker Decl.) ¶160. 

89. I also included the following figures in my declaration in IPR2023-01151 regarding 

the ’834 patent showing examples of spacings and no spacings. 
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IPR2023-01151, Ex. 2002, 27. 
 

90. Additionally, the plain meaning of the term “spacings” is consistent with the claims 

in U.S. Patent App. No. 17/748,073.   

 
 
U.S. Patent App. No. 17/748,073, Amendment (October 3, 2023) at 4; Amendment (dated April 

26, 2023) at 4. 

 
91. Edwards contends that the term “spacing(s)” is indefinite. I disagree. As I explain 

above, a POSA would have been able to understand the meaning of the term with reasonable 

certainty. This is reflected, for example, in the examiner’s notice of allowance for the ’834 Patent, 

my IPR declarations, and my discussion above.  
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92. Edwards asserts alternatively, that “spacings” are “a distance between fibers such 

that the fibers do not form a sleeve, layer, or cloth”. I also disagree with Edwards’ alternative 

construction. As with many of its other proposed constructions, Edwards attempts to add in 

exclusions of all sleeves, layers, and cloths. But, I did not see any disavowal or disclaimer in the 

specification, claims, for the prosecution history requiring that all sleeves, layers, and cloths be 

excluded from the term “spacings.”  In fact, Edwards construction expressly conflicts with the 

plain claim language because claim 21 of the ’918 patent specifies “a spacing extending through a 

thickness of the second layer”. Because claim 21 expressly specifies a layer with spacings and 

Edwards construction precludes having spacings in a layer, the two are in direct conflict. 

Accordingly, I disagree with Edwards’ alternative construction for the “spacing(s)” term. 

 
7.  “Distinct layers” 

Term Claims Aortic construction Edwards construction 
“distinct layers” ’918 Patent – Claim 

22 
Plain and ordinary 
meaning 

Layers positioned on 
opposite sides of the 
frame. 

 
93. The term “distinct layers” appears in claims 22 of the ’918 patent. It is my opinion, 

that the term “distinct layers” is used according to its plain and ordinary meaning in the art in the 

’918 patent and requires no further construction. Claim 22 of the ’918 Patent specifies “wherein 

the first layer and the second layer are distinct layers.” ’918 patent, claim 22. Figs. 12 and 13 of 

the patents-in-suit show examples of distinct layers of fibers—i.e., layers that are distinguishable 

from one another. This understanding is also consistent with the plain and ordinary meaning of the 

term “distinct”.  See, e.g., Distinct, American Heritage College Dictionary (4th ed. 2007) at 411 

(“easily perceived by the senses or intellect; clear; very likely; probable”). 
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94. Edwards’ construction for “distinct layers” is “layers positioned on opposite sides 

of the frame”. But, Edwards’ construction ignores the term “distinct” and attempts to read in 

features from the exemplary figures that are not required by the claims. Indeed, I did not see 

anything in the specification or file history requiring that distinct layers be positioned on opposite 

sides of the frame. For at least these reasons, I disagree with Edwards’ proposed construction. 

 
8.  “Outwardly extending fibers”/”Outwardly extending”  

Term Claims Aortic construction Edwards construction 
“outwardly extending 
fibers” 

’310 Patent – 
Claims 11, 13; 
’634 Patent – 
Claims 1-7, 9; ’918 
Patent – Claims 1, 
4-9, 16, 20 

Plain and ordinary 
meaning 

The tips of the fibers 
extend in a generally 
outward direction from 
the frame 

“outwardly extending” ’310 Patent – 
Claims 11, 13; 
’634 Patent – 
Claims 1-7, 9; ’918 
Patent – Claims 1, 
4-9, 16, 20 

Plain and ordinary 
meaning 

The tips of the fibers 
extend in a generally 
outward direction from 
the frame 

 
95. The terms “outwardly extending fibers” and “outwardly expending” are used in the 

claims of the ’310, ’634 and ’918 patents. It is my opinion, that the terms “outwardly extending 

fibers” and “outwardly extending” are used according to their plain and ordinary meaning in the 

art in the patents-in-suit to refer to fibers that extend in a generally outward direction. ’834 patent, 

col. 18:37-38 (“The fibers 234 extend outwardly from the proximal section 220.”); Figures 11-13, 

20. I previously provided a declaration in the Aortic I matter regarding the “outwardly extending 

fibers” term which I incorporate herein. I further understand that the Court previously construed 

the term “outwardly extending fibers” consistent with my understanding of the term.  
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96. Edwards construction of “outwardly extending fibers” and “outwardly 

extending”—i.e., “the tips [of the fibers] extend in a generally outward direction from the frame”—is 

incorrect because it requires that the fibers have linear “tips” that “extend in a generally outward 

direction from the frame”. But, these features are not required by the plain language of the claims 

which do not specify “tips” much less linear “tips” that “extend in a generally outward direction 

from the frame”. Moreover, I did not see any statements made by Aortic in the specification or 

prosecution history statements requiring Edwards’ limitation. The word “tips” does not appear 

anywhere in the specification. In fact, the specification of the patents-in-suit teach that the fibers 

extend outwardly—not the linear “tips” of the fibers. ’834 patent, col. 18:37-38 (“The fibers 234 

extend outwardly”). Further, the figures of the patents-in-suit show in some examples of arcuate 

fibers with linear ends of fibers that curve around even though the fiber itself extends outwardly.  

 
 

’834 Patent, Figure 12; see also Figure 9. I further note that the claims themselves specify 

“outwardly extending” arcuate fibers. For example, claim 11 of the ’310 patent specifies “a 

plurality of outwardly extending, arcuate fibers that extend outwardly of the frame.”  Accordingly, 

Edwards’ construction—which appears to require that the linear “tips of the fibers extend in a 
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generally outward direction from the frame”—is inconsistent with the full disclosures in the 

specification, figures, and the claims. 

97. Finally, I note that the U.S. Patent Office did not review or interpret the similar 

claims in a related patent in the narrow way that Edwards advances here. In the April 30, 2021 

Office Action during prosecution of the ’735 patent, for example, the U.S. Patent Office rejected 

the “outwardly extending fibers” elements based on the Greenhalgh reference, Figure 4. 

Greenhalgh Figure 4 shows outwardly extending loops of fibers that do not include the tips 

requirements that Edwards advances here.  

 

U.S. Patent App. No. 17/170,957 (’735 Patent Prosecution History, April 30, 2021 Non-Final 

Rejection) at 7-8. 
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U.S. Patent App. Pub. No. 2002/0052649 (Greenhalgh) at Figure 4 (showing outwardly extending 

fiber loops). 

98. Because Edwards’ construction conflicts with the Court’s prior construction and 

attempts to read in a linear tip limitation that is not required by the claims, the specification, or the 

prosecution history, I disagree with Edwards’ construction. Instead, I agree with Aortic that the 

terms “outwardly extending fibers” and “outwardly extending” should be given their plain and 

ordinary meanings consistent with the Court’s prior construction—i.e. that the fibers extend in a 

generally outward direction—as supported by the figures and specification of the patents-in-suit. 

9.  “Apices” Terms  

Term Claims Aortic construction Edwards construction 
“end of the apices of 
the frame that are 
most proximal are 
uncovered by the 
fibers and the graft 
covering such that an 
end of the most 
proximal apices of 
the frame extends 
more proximally than 

’634 Patent – 
Claims 1-7, 9 

Plain and ordinary 
meaning 

Limitation refers to the 
valve when it is in the 
expanded, undeployed 
configuration. 
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a most proximal one 
of the plurality of 
fibers” 
“end of the most 
proximal apices of the 
frame are uncovered 
by sealing material 
and the graft covering, 
wherein the end of the 
most proximal apices 
of the frame extends 
more proximally 
than a proximal end of 
the sealing material” 

’918 Patent – 
Claim 8 

Plain and ordinary 
meaning 

Limitation refers to the 
valve when it is in the 
expanded, undeployed 
configuration. 

99. The term “end of the apices of the frame that are most proximal are uncovered by

the fibers and the graft covering such that an end of the most proximal apices of the frame extends 

more proximally than a most proximal one of the plurality of fibers” appears in claim 1 of the ’634 

patent. The term “end of the most proximal apices of the frame are uncovered by sealing material 

and the graft covering, wherein the end of the most proximal apices of the frame extends more 

proximally than a proximal end of the sealing material” appears in claim 8 of the ’918 patent. It is 

my opinion that both of these terms are understandable to a POSA as written and do not require 

any further construction. Both terms refer to the proximal apices of the frame having the specified 

characteristics of being uncovered and extending more proximally than a most proximal one of the 

plurality of fibers/a proximal end of the sealing material. This is reflected, for example, in Figs. 20 

and 22 of the patents-in-suit which provide examples of proximal apices as claimed. 
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100. Edwards’ construction seeks to limit both of the “apices” terms to require an 

expanded undeployed configuration. But, I did not see anything in the claims, specification, or 

prosecution history that required limiting these terms to only an expanded, undeployed 

configuration or any other particular configuration for that matter. Indeed, as I note above, Fig. 22 

provides examples of apices terms which Edwards’ construction would exclude where the TAVR 

is shown implanted within the patient, and thus not simply in an expanded, undeployed 

configuration as advocated for by Edwards. This is because the configuration in Fig. 22 is an 

expanded deployed configuration. Accordingly, I disagree that Edwards’ construction correct. 

X. RESERVATION OF RIGHTS 

101. Edwards has not yet provided any expert declaration on claim construction in this 

matter. Accordingly, I reserve the right to rebut, amend, supplement, or otherwise modify my 

opinions and supporting evidence contained herein. 

 
 

 
_______________________ 

 October 27, 2023         Dr. Stephen J.D. Brecker  
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