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Petitioner presents this reply to correct characterizations made by PO
regarding the deposition testimony of Petitioner’s expert, Mr. Thornton. Petitioner
also responds to PO’s arguments regarding the qualifications of a POSITA.

A.  Mr. Thornton Testified Consistently Regarding Figures 30-34

PO argues that Mr. Thornton testified “contrary to his declaration” about
Schaffer’s Figures 30-34. (POPR, 38.) In his Declaration, Mr. Thornton rebutted
PO’s argument that Schaffer’s valve in Figures 30-34 is limited to “gelatinous” and
“sticky” valves. (Ex. 1003, 986.) Mr. Thornton explained that Schaffer describes
many non-sticky valve materials, that “sticky” materials would not work in Figures
30-34, and that Schaffer describes the “sticky”” embodiments in a section dedicated
to three-part valves which are unlike Figures 30-34. (/d. (citing Ex. 1005, [0075]).)

PO argues that Mr. Thornton contradicted this testimony in deposition by
admitting that Figures 30-34 require a sticky third seal member 165. (POPR, 38.)
PO is incorrect. Mr. Thornton testified that Figures 30-34 require seal module 100,
which may be formed from “one or more seal members.” (Ex. 2031, 73:13-75:11.)
Mr. Thornton was then asked about a specific portion of Schaffer that describes “one
option” for Figures 30-34. (Id., 75:12-77:3; Ex. 1005, [0076].) Mr. Thornton
correctly testified that the text describing the “one option” mentions “third seal
member 165 and that he would “would interpret that portion of the document” to

include the seal member. (Ex. 2031, 76:15-77:3.) Mr. Thornton did not testify that
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Schaffer’s Figures 30-34 require a “third seal member” or a “sticky” seal.

B. Mr. Thornton Explains Why Schaffer’s Valve Would Form Gaps

PO argues that Schaffer’s valve “does not form gaps” under any conditions
and, therefore, a POSITA would not have had a reason to combine Schaffer with
Hartley or Eller. (POPR 42.) PO suggests that Mr. Thornton’s testimony supports
this argument. (/d.) It does not. Mr. Thornton testified: “If [Schaffer] worked
perfectly for all the range of tools, then there probably wouldn’t be a need to make
adjustments and move to a string-type member.” (Ex. 2030, 116:18-117:2 (emphasis
added).) However, Mr. Thornton repeatedly explained that Schaffer would not work
perfectly for all the range of tools. (Ex. 1003, 4986, 100.) Thus, Mr. Thorton’s
deposition testimony does not support PO’s conclusion.

C. Mr. Thornton Did Not “Reverse[] Course” Regarding Schaffer’s Seal

PO argues that a POSITA would not have been motivated to combine Schaffer
with Hartley or Eller because a POSITA would have known of other ways to modify
Schaffer’s seal to work better. (POPR, 56-57.) PO incorrectly argues that Mr.
Thornton’s testimony supports this argument. (/d., 57.) That a POSITA would have
found it obvious to modify Schaffer’s valve in several ways, including with
Hartley’s string or Eller’s wire, does not make any one way less obvious. Janssen
Pharms., Inc. v. Teva Pharms. USA, Inc., 97 F.4th 915, 930 (Fed. Cir. 2024) (“A

POSA can be motivated to do more than one thing . . . and Teva did not need to show
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that a POSA would be singularly motivated to use the deltoid injection site.”); Intel
Corp. v. Qualcomm Inc., 21 F.4th 784, 800 (Fed. Cir. 2021) (“[It is] not necessary
to show that a combination is the best option, only that it be a suitable option.”).

Mr. Thornton also did not “reverse[] course” in his testimony. (POPR, 57-58.)
In response to PO’s argument that seal member 165 always seals perfectly, Mr.
Thornton explained that Schaffer does not contain enough information about the
valve (e.g., “wall thickness, hardness™) to support that conclusion, but that it would
have been “fairly simple to specify and order different hardnesses, different wall
thicknesses of flexible tubing to be able to optimize the design.” (Ex. 2031, 127:25-
130:10.) Mr. Thornton also consistently testified that a POSITA would have been
motivated, and found it obvious, to combine Hartley’s string or Eller’s wire with
Schaffer to form a better seal. (Ex. 1003, 9982-106.) Mr. Thornton further testified
that if adding the string/wire to the valve required some adjustments to the seal (e.g.,
adjusting wall thickness), a POSITA would have possessed those basic skills. (/d.,
1994, 106.) Mr. Thornton’s testimony is wholly consistent.

D. Adding A String/Wire To Schaffer’s Valve Is Not Unpredictable

PO argues that Schaffer’s valve with Hartley’s string or Eller’s wire would be
unpredictable and that Mr. Thornton’s testimony supports this argument. (POPR,
59-60 (citing Ex. 2031, 107:2-13).) PO is incorrect.

During his deposition, Mr. Thornton observed that a POSITA could not
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determine whether the filaments in Figures 8-9 of the *921 patent were flexible based
on the patent figures alone. (Ex. 2031, 43:19-22, 45:1-6 (explaining filaments “‘are
drawn as you could say rigid members” and “perfectly straight lines”).) Mr.
Thornton explained that flexible filaments would probably not be perfectly straight
in the physical device and that he would need more information to determine their
exact orientation. (/d., 45:1-11.) Mr. Thornton did not testify that a POSITA “would
be unable to know how the filament would act” as PO suggests.

Rather, Mr. Thornton repeatedly testified that a POSITA would have had a
reasonable expectation of success in combining the string/wire member with
Schaffer’s valve due to the predictability of the components. (Ex. 1003, 9990-94,
106.) For example, Mr. Thornton specifically explained that a POSITA could
determine the appropriate level of flexibility for the filaments given other parameters
like “spring tension, the tubular member, size and stiffness.” (Ex. 2031, 44:4-20.)

E. A Finite Number Ways Existed To Constrict A Hemostasis Valve

PO argues that “Petitioner has failed to demonstrate that the options and
solutions for ‘constricting a tubular member in a hemostasis valve’ were identified
and known.” (POPR, 61 (citing Pet., 37, 43).) PO is incorrect. In his deposition, PO
questioned Mr. Thornton about various “pinch” valves that press on one or both sides
of the tube in a hemostasis valve to flatten the tube. (See Ex. 2031, 115:22-116:2

(“In the pinch valves we've been discussing, it's a rigid member that flattens a tube™);
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see also id., 105:10-118:18).) Mr. Thornton correctly explained that pinch valves
use a different mechanism of action than Schaffer’s actuating members, Hartley’s
string, and Eller’s wire, which encircle the tube. (/d., 108:2-23, 114:25-115:18,
117:8-21.) Further, Mr. Thornton testified that even if pinch valves were added to
the list of available options, a POSITA still would have had a finite number of
options to select for sealing a hemostasis valve by closing a tube. (/d., 118:4-15.)

F. Petitioner’s Description of a POSITA is Correct

PO argues that Mr. Thornton’s declaration should be “afforded little or no
weight” because Petitioner’s proposed POSITA does not require experience
designing hemostasis valves. (POPR, 11-12.) However, in related IPR proceedings,
PO’s own expert agreed that a POSITA would not need prior experience designing
a hemostasis valve or any medical devices. (Ex. 1037, 72:11-75:1.) He further
testified: “I don’t believe a POSITA has to have specific experience with different
methodologies of hemostasis.” (Id., 82:3-6.) He also testified that a POSITA
“wouldn’t have needed to have direct experience with [large-bore catheters] or, in
particular, aspiration.” (/d., 86:10-18.) In fact, according to PO’s expert, a POSITA’s
experience “could be as simple as bench testing and looking at clinical data” or “an
engineer involved in just one aspect of said catheter or device.” (Id., 74:5-17.)

The deposition testimony of PO’s expert is consistent with Petitioner’s

proposed definition of a POSITA.
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