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INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF DELAWARE

BOSTON SCIENTIFIC CORP. and
BOSTON SCIENTIFIC SCIMED, INC,,

Plaintiffs,
V.
EDWARDS LIFESCIENCES CORP.,

Defendant.
C.A. No. 16-275-SLR-SRF

EDWARDS LIFESCIENCES CORP,,
EDWARDS LIFESCIENCES PVT, INC,, and
EDWARDS LIFESCIENCESLLC,

Counterclaim and Third-Party
Plaintiffs,

V.

BOSTON SCIENTIFIC CORPORATION,
BOSTON SCIENTIFIC SCIMED, INC., and
SADRA MEDICAL, INC,,

Counterclaim and Third-Party
Defendants.

DECLARATION OF PROFESSOR STEPHEN J.D. BRECKER IN SUPPORT OF
BOSTON SCIENTIFIC’'SREPLY CLAIM CONSTRUCTION BRIEF

I, Stephen J.D. Brecker, state and declare as follows:

1 | am over the age of 21 and am competent to make this declaration.

2. | am an interventional cardiologist with a special interest in adult structural heart
disease and valvular intervention. | have over 25 years of medica experience as a practicing

interventional cardiologist. | am the Chief of Cardiology at St. George’'s University Hospitalsin
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London, U.K. | have performed over one thousand transcatheter aortic valve replacement
(“TAVR”) procedures.

3. | graduated from St. Thomas' Hospital, London, in 1984. Subsequently, |
completed senior house officer posts at the Hammersmith Hospital, the Brompton Hospital, and
the National Hospital for Nervous Diseases. | then completed registrar training in cardiology at
St. Thomas' Hospital and the London Chest Hospital, before taking up a British Heart
Foundation Junior Research Fellowship at the Royal Brompton Hospital. | was also avisiting
fellow at Johns Hopkins Hospital, Baltimore, before becoming a Consultant Cardiologist and
Honorary Senior Lecturer at St. George’sin 1996. | am now Professor of Cardiology and Chief
of Cardiology Clinical Academic Group at St. George' s University Hospitals.

4, My full qualifications are set forth in my CV, attached hereto at Exhibit A.

5. | have proctored over 600 TAVR proceduresin which | assist and teach other
physicians how to perform TAVR. | have been and remain a Global proctor for Medtronic since
2010 at approximately 80 centers worldwide, including over 50 medical centersin the USA for
the US Pivota Tria of the Corevalve product. | have also proctored the TAVR procedure in the
UK, Denmark, Belgium, Japan, India, Israel, Holland, Austria, Greece, and South Korea.

6. | have performed TAVR procedures with Medtronic’s Corevalve and Evolut R
products, aswell as Boston Scientific’s Lotus product and Edwards' s Sapien products.

7. | have been activein thefield of TAVR as aclinician, researcher, teacher, and
innovator, and | have performed over 1,000 percutaneous TAVR procedures since 2007.

8. | have been a practicing cardiologist since 1996 and | am aware of the

technological advances since then.
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9. | am a named inventor on one patent, describing a specific TAVR guidewire,
acquired by Medtronic, and two patent applications, one for a transcatheter mitral valve, and one
for anovel temporary pacing wire.

10. | 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.

11. | am the author or co-author of four books, 16 book chapters, and more than 100
peer-reviewed articles.

12. For my time, | am being compensated at $800 per hour, my standard rate for this
type of consulting activity. My compensation isin no way contingent on the results of these or
any other legal proceedings.

Opinions Regarding Dr. Buller’s Declaration And The ‘ 608 Patent

13. | have reviewed U.S. Patent No. 8,992,608 (the “* 608 patent”), the parties’ clam
construction briefs, and Dr. Buller’s declaration regarding the ‘ 608 patent. | provide the
following opinions regarding these materials.

14. In Paragraph 27 of Dr. Buller’s declaration, he sets out hisinstructions regarding
the interpretation of claim termsin apatent. (Buller §27.) | have followed these same
instructions in coming to my opinions in this Declaration.

15. In Paragraph 28 of Dr. Buller’s declaration, he sets out hisinstructions regarding
the standard of evaluating whether a patent claim isindefinite. (Buller 28.) | have followed
these same instructions in coming to my opinions in this Declaration.

16. In Paragraph 31 of Dr. Buller’ s declaration, he opines that a person of ordinary

skill in the art would have been an “interventional cardiologist with aworking knowledge of
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heart valve designs and endovascular prostheses, including expandable stents, stent-grafts, and
transcatheter heart valves, including transcatheter aortic heart valves. This person of ordinary
skill in the art would, where necessary, work as ateam in combination with amedical device
engineer to fabricate a THV device.” (Buller 131.) | agree generally with this definition,
however, it is my opinion that a person of ordinary skill in the art could also include a cardiac
surgeon with experience implanting aortic valve prosthesis in the heart.

17. Dr. Buller asserts that “wrinkling or pleating can involve severa variables. In my
opinion, three of those variables are particularly important for purposes of determining whether
the phrases ‘flaps and ‘pockets’ as used in the ' 608 patent inform, with reasonabl e certainty,
those skilled in the art about the scope of the invention: magnitude, orientation, and
formation.” (Buller §49.) | disagree that any of these “variables’ need to be known in advance
or quantified in order to determine whether a device has “flaps’ or *pockets’ within the meaning
of the claims of the ‘608 patent. The word “flaps’ in the claim and in the context of the
description in the specification is clear and means fabric that projects from the anchor. To
determine whether adevice has “flaps’ or “pockets,” it is not necessary to determine whether the
fabric projects alittle or alot, whether it is oriented in a certain direction, or how the fabric flap
isformed. Instead, the fabric ssimply needs to project from the anchor in order to form flaps.

Of course, the claim also requires the fabric flaps to (i) be part of afabric seal and (ii) extend into
the gaps formed by the native valve legflets.

18. Dr. Buller describes several pieces of prior art that show what he considers to be
flaps and pockets. The stent graft shown in paragraph 45 of Dr. Buller’s declaration (the EVT
endograft) does not appear to have flaps or pockets that project away from the anchor.

(Buller 145.) To be sure, there are wrinkles shown in the left-most diagram of paragraph 45, but
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it is not clear whether the wrinkles extend inwardly into the holes between the anchor’ s struts or
whether they project away from the anchor. Regardless, persons of ordinary skill in the art
would not have considered the covering around an endograft like the EVT endograft to have
been suitable as afabric sea in highly diseased and calcified locations, such as in a diseased
aortic annulus. The covering around the EVT endograft shown in Dr. Buller’ s declaration does
not form flaps and pockets that would extend into the gaps form by native aortic valve leaflets.

19. Dr. Buller points to several other pieces of prior art that he contends show “flaps
and pockets’ (Buller 11 46-48), but | do not believe thisis relevant to the question of whether the
terms “flaps’ and “pockets’ in the ‘608 patent are indefinite. | have not yet considered whether
the prior art shows “flaps’ and “pockets.”

20. Dr. Buller provides three specific bases for his opinion that the term “flaps” is
indefinite: he asserts that a person of ordinary skill in the art would not know the magnitude,
orientation, and formation of the claimed “flaps.” (Buller 149.) | disagree.

21. First, Dr. Buller asserts that “[a]ny fabric covering with wrinkles, for example,
could be said to have portions that project from the anchor sightly along the wrinkles. Even
very smooth fabric seals could project from the anchor at least in those areas along the open cells
of the anchor due to the crimping process and the subsequent expansion of the valve, much like
the wrinkles that form in clothing. The person of ordinary skill is thusleft to guess whether any
not-smooth portions of the fabric constitute ‘flaps.’” (Buller 150.) | disagree with Dr. Buller's
suggestion that a flap must project from the anchor by a predetermined distance in order to be a
flap. The claims of the ‘608 patent require that the flaps be part of a*“fabric seal,” and, therefore,
they are designed to “seal” the spaces between the anchor and the native aortic annulus.

Additionally, the claims require that the flaps extend into the gaps formed by the native valve
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