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I. INTRODUCTION

The Petition established that the challenged claims of the *333 Patent (directed
to a networked PAP device) would have been obvious over Toge in view of the
knowledge of a POSITA or in view of Kumar and Norman. PO primarily argues
that Toge does not calculate “a quantified level of severity data” and does not include
a processor “integrated into” the PAP. But PO’s arguments are unsupported, ignore

disclosures in Toge and Norman, and conflict with the law.

II. GROUND I: THE CHALLENGED CLAIMS ARE OBVIOUS OVER
TOGE IN VIEW OF KUMAR

A. Toge and Kumar render obvious “analyzing with the processor
the collected data to determine a ‘quantified level of severity data’
based on the subject’s sleep apnea symptoms during therapy.”

The Petition establishes that Toge’s tidal volume is a “quantified level of
severity data.” Pet., 15; see also DI 20-21. Specifically, the Petition describes
Toge’s disclosure of a “control unit 250 (‘processor’) to calculate/determine certain
parameters” and, in particular, that “calculates the tidal volume [ ] based on the air
pressure and/or flow rate.” Id. The Petition explains that the “tidal volume” as
determined by the control unit is “a quantified level of severity data based on the
subject’s sleep apnea symptoms during the therapy” because a POSITA would have
understood that it represents the “level [or “severity”] of airway obstruction the
patient experiences during the sleep apnea treatment using the PAP device.” 1d.;

Kirkness §157-159. The tidal volume is “quantified” because it is a calculated

1
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volume, that once it reaches a particular threshold level, can trigger data transmission
to alert a physician if, for instance, the volume is “zero milliliters per breath,” a
complete absence of airflow. Pet., 15-16; Kirkness §9157-159. The PAP therapy
can be adjusted based on the “quantified level of severity” symptom data to, for
example, “counter/treat the more severe level of airway obstruction observed from
the decreasing tidal volume.” Kirkness 158.

1. “Quantified level of severity data” should be given its plain
and ordinary meaning

In order to evade the prior art, PO offers a narrow claim construction for a
“quantified level of severity data,” stating it should mean “a [calculated] value that
indicates how dire a patient’s symptoms are.” POR, 8. But PO’s construction lacks

both intrinsic and extrinsic support.

“quantified level of severity data”
Petitioner’s Construction PO’s Construction
plain and ordinary meaning a [calculated] value that indicates how
dire a patient’s symptoms are'

! Although the Petition quotes the related language from Dr. Ambrosio’s declaration
(Pet., 4, 17), it was only to demonstrate how the prior art meets the claim limitation
even under PO’s interpretation. Petitioner did not and does not adopt Dr.

Ambrosio’s “definition” of “quantified level of severity” in its claim construction
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PO suggests its construction “is consistent with the plain language of the term
and with the position CleveMed’s expert, Dr. D’ Ambrosio, advanced in a parallel
litigation between the parties®” Pet, 8; EX1058. It is neither.
To begin with, PO points to no intrinsic evidence to support its construction,
and that is because there is none. Neither the 333 patent nor the claims define a
“quantified level of severity data,” let alone as ““a calculated value that indicates how
dire a patient’s symptoms are.” And there is no other description in the patent to
justify defining it as such. In fact, the patent specification’s disclosures regarding
determining a level of symptom severity are broad, establishing that it can generally
be derived from any sensor data and/or breathing events. See EX1001, 3:44-46
(“Signals from the[] sensors are then analyzed to determine the level of severity of
the symptoms of the subject’s sleep disorder...”); id., 22:25-28 (“The quantitative
method for estimating or determining the severity of the subject’s sleeping disorder

or symptoms is preferably accomplished by using signals or data from the one or

section and, as further discussed below, PO has altered Dr. D’ Ambrosio’s testimony

for its construction of the term here.

2 Resmed Corp. v. Cleveland Medical Devices, Inc., Case No. 1:23-cv-02221-BMB

(N.D. Ohio Nov. 16, 2023).
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more sensors described herein”); id., 49:5-8 (“[T]he pressure can be increased by
differing amounts depending on ... the severity of the breathing events™); see also
Kirkness §106.

Second, PO’s construction is not consistent with Dr. D’ Ambrosio’s referenced
statements® or their purpose and, thus, is not supported by them. Dr. D’ Ambrosio
was not addressing the meaning of any terms. Her opinions were on whether certain
terms in the *512, 029, and 333 patents had written description support (“I also
understand the parties disagree whether certain claims are definite. ...I have been
asked for my opinion as to whether the claim terms described below are definite
under [the above] standards.”). EX1058 (D’Ambrosio Decl) 4926-27. To conflate
determining written description support for a claim term with the term’s meaning is

legally improper. See, e.g., Trading Techs. Int’l, Inc. v. Open E Cry, LLC, 728 F.3d

3 Petitioners note that PO does not cite Dr. Ambrosio’s written description statements
accurately, instead, opting to broaden them. Dr. D’Ambrosio stated that clinicians

99 ¢¢

understood “level of severity” “to represent the [sic] how dire a patient’s calculated
symptom data may be”). EX1058 432 (emphases added). Thus, Dr. D’Ambrosio’s
description was conditional (“may be”) as opposed to absolute (“are”), as PO

contends. Additionally, Dr. D’Ambrosio described “calculated symptom data” as

opposed to PO’s altered construction of “a patient’s symptoms,” generally. /d.

4
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1309, 1319 (Fed. Cir. 2013) (“[C]laim construction and the written description
requirement are separate issues that serve distinct purposes”).

Third, PO also alleges that Dr. D’ Ambrosio and Dr. Schwartz equated specific
sleep apnea indices (respiratory disturbance index (RDI) and apnea-hypopnea index
(AHI)) with “level of severity.” POR, 8-9. (“Dr. Schwartz’s understanding” was
“that sleep apnea indices represent the level of severity of sleep disordered breathing
with sleep apnea indices™). But that is not what either expert said. Dr. Schwartz

opined on whether the term “index of treatment efficacy” had written description

support in the specification of another patent, U.S. Patent No. 11,602,284 (“the *284
patent”)* (EX2026), a patent not even related to the *333 patent. Thus, Dr. Schwartz
performed a written description analysis of different claim terms for a different
patent. Relying on his testimony is improper. Trading Techs. Int’l, 728 F.3d at

1319. Moreover, Dr. Schwartz did not mention AHI or RDI at all in his discussion.’

42284 claim 1 language: “index of treatment efficacy of the subject using a PAP
device” where “the index [is] based in part on data of severity of sleep disorder

symptoms of the subject.” EX2026 42.

> Dr. Schwartz discussed how PO’s statements during the prosecution of a patent

related to the 284 patent (U.S. Patent No. 10,076,269) were inconsistent with PO’s
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And Dr. D’ Ambrosio indicated that sleep apnea indices were but an example of a
way to determine a “level of severity,” not that the indices were required or the only
means to do so, which is what PO appears to suggest here (see POR, 8-9). See
EX1058 932. Finally, nothing in the 333 patent specification limits determining “a
quantified level of severity” to the calculation of AHI and/or RDI (in fact, RDI is
nowhere mentioned in the specification), and PO identified no support in the
specification for such a narrow interpretation.

For the foregoing reasons, a “quantified level of severity data” should be given
its plain and ordinary meaning instead of being cabined by PO’s definition, which is
unsupported by both the intrinsic and extrinsic evidence.

2. Toge's tidal volume is a “quantified level of severity data

based on the subject’s sleep apnea symptoms during
therapy” under either construction

Toge discloses calculating a “quantified level of severity data” under both its
plain and ordinary meaning and PO’s erroneous construction. The Petition
establishes that tidal volume is “a quantified level of severity data based on the
subject’s sleep apnea symptoms during the therapy” as, under both constructions, it

“represents the level of severity based on the patient’s sleep apnea symptoms during

position regarding written description support for “level of severity” in the PGR

proceeding. See EX2026 946.
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the treatment, because it represents, for example, the level of airway obstruction the
patient experiences during the sleep apnea treatment using the PAP device.” Pet.,
15; Kirkness 4157. The “level of airway obstruction” is a “level of severity” of a
patient’s apnea symptoms. /d. Dr. Kirkness also describes that in Toge, a physician
can monitor a patient’s condition (i.e., apnea symptoms) through assessing “tidal
volume information.” See Kirkness 4157. Further, the *333 patent clearly states that
“[s]ignals from the[] sensors are [ ] analyzed to determine the level of severity of the
symptoms of the subject's sleep disorder.” EX1001, 3:44-47. Toge’s PAP system
does just that, the reference extensively detailing how the PAP/CPAP processor
could calculate tidal volume based on data obtained from system sensors. See
EX1044 [0034]-[0037]; id. [0038] (“The control unit 250 substitutes the determined
values of Ft, Fa, and Fb into the above formula (1) to calculate the tidal volume Fp.”
... “Furthermore, there are tidal volumes per breath and minute ventilation volumes
calculated per minute. The control unit 250 calculates either or both of these based
on the settings.”. Id. As such, tidal volume is “a quantified level of severity” and
“a calculated value that indicates how dire a patient’s symptoms are.” Pet., 15-17;
Kirkness 99156-60; Chatterjee 99120-25.

PO, however, argues that “[t]idal volume data is not a calculated AHI, RDI,

299

or other ‘quantified level of severity data,’” it is a breathing metric that may be used

to identify obstructive breathing events, such as apneas and hypopneas.” POR, 8

7
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First, PO’s statement is incorrect. As discussed above, the Petition and Dr. Kirkness
describe why tidal volume is a “quantified level of severity data.” See supra.
Second, PO’s statement is irrelevant. Neither the patent nor the claims require
calculation of AHI, RDI, or any other index to determine a “quantified level of
severity data.” See discussion II.A.1 supra. PO’s attempt to limit the claims to those
indices is unwarranted. Petitioner also notes that in the paragraph PO cites to in Dr.
Schwartz’s declaration, he indicates that breathing metrics are a level of severity
data. See EX2026 946 (“standard sleep disordered breathing metrics” [ | were well
validated indicators of the type and severity of sleep disordered breathing”)
(emphasis added).

Accordingly, because Toge’s tidal volume is a “quantified level of severity
data based on the subject’s sleep apnea symptoms during therapy,” Toge in view of
Kumar, render obvious the challenged claims. Kirkness §157.

III. GROUND II: THE CHALLENGED CLAIMS ARE OBVIOUS IN
VIEW OF TOGE AND KUMAR IN FURTHER VIEW OF NORMAN

A. Toge in view of Kumar and Norman render obvious a PAP system
that determines a “quantified level of severity data based on the
subject’s sleep apnea symptoms during the therapy”

The Petition describes Norman’s disclosure of “a quantified level of severity
data based on the subject’s sleep apnea symptoms during the therapy” in

combination with Toge and Kumar. Pet., 57-58; see also Kirkness §235; Chatterjee
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1227.

But PO argues that “Norman does not determine ‘a quantified level of severity
data’ (identified as counts/indexes) using a processor “integrated” into the PAP
device” because “[n]either Toge nor Norman discloses the claimed “processor . . .
integrated into the PAP or CPAP device.” POR, 12. To make out its argument that
the processor disclosed in Toge and Norman is not “integrated into”” the PAP/CPAP,
PO proposes a specific construction for “integrated into” stating, “[i]n the context of
the claim, ‘integrated into’ means that the processor is inside the PAP/CPAP
device.” POR, 13. PQO’s construction is improper. PO again provides no intrinsic
evidence to support its construction of “integrated into,” and nothing from the
specification or the claims indicates that the processor must be “inside the
PAP/CPAP”; that is, the patent contains no definition of “integrated” and no
description of the processor being “inside” the PAP. But even under PO’s
construction, both Toge and Norman disclose a processor “integrated into” and
“inside” of the PAP/CPAP. See DI, 23-24.

For instance, Toge discloses a control unit 250 that functions as the PAP’s
processor. See EX1044 [0048] (“[T]he control unit 250 can be constructed using a
program describing the processing of the control unit 250 as explained so far, along
with a CPU or microcontroller (and peripheral circuits). Alternatively, it can be

constructed using hardware circuits capable of executing the aforementioned

9
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processing.”). Toge explicitly states that control device 25 containing control unit
250 is inside of the PAP. See id. [0021], [0023] (“The positive pressure artificial
respiration assisting device 2 comprises a main unit 20” ... “equipped with ... a
control device 25” ... that “further comprises a control unit 250...”. See also Pet.,
12-13; Kirkness 9q9150-51; Chatterjee 99113-15 (emphases added).  This
configuration is depicted in the figures- Figure 2 shows a PAP with internal control
device 25, and Figure 3 shows control device 25 having internal control unit 250

(the processor).

[Figure 2] [Figure 3]

Positive pressure artificial 2
respiration assisting device [

Pressure Flow Input
gauge meter device

25

‘ A
|
e M » ‘ |
A 4

EX1044, Figures 2 and 3

PO ignores these figures in favor of solely discussing Figure 1, which does
not depict control unit 250 or its configuration details. See POR, 13-14. In fact,
even relay device 3 can be integrated into the PAP through the processor (control
unit 250). See EX1044 [0060] (“[R]elay device 3 can be incorporated into the
positive pressure artificial respiration assisting device 2 (the control unit 250 of the

control device 25), allowing it to be configured as an integrated unit with the

10
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positive pressure artificial respiration assisting device 2.”) (emphases added); see
also Pet., 12-13. As such, Toge’s processor is integrated into the PAP. See also DI,
24. PO’s statement to the contrary is incorrect.

Norman also discloses a processor “integrated into” the PAP/CPAP and,
further, “inside” of the PAP/CPAP. See EX1059 [0023] (“Those skilled in the art
will understand that the titration device 26 may be attached to any conventional PAP
therapy system. Alternatively, the titration device 26 may be built into the system 1
(e.g., the titration device 26 may be combined with the processing arrangement
24”’) (emphases added); see also Pet., 56 (“Norman discloses that titration device 26
may be combined with processing arrangement 24 (collectively the claimed
“processor’’)). Thus, Norman explicitly states that the titration device/processing
unit is “built into” (i.e., “integrated into””) the CPAP system (“System 17). See
EX1059 [0023].

In contrast, the 333 patent does not describe (see supra) or even illustrate a
processor “inside” of a CPAP. For instance, Figure 8, the only figure that depicts a
microprocessor (microprocessor 438), does not show microprocessor 438 “inside”
of the CPAP. See EX1001, Fig. 8. Instead, Figure 8 illustrates microprocessor 438

as being “integrated into” a cohesive, functional CPAP system (see dashed lines).

11
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: o Dol Stoge | ! Air DIFF

EX1001, Figure 8.

Thus, PO’s “inside” construction appears to exclude Figure 8, a preferred
embodiment. See SynQor, Inc. v. Artesyn Techs., Inc., 709 F.3d 1365, 1378-79
(Fed. Cir. 2013) (“A claim construction that excludes the preferred embodiment is
rarely, if ever, correct”) (internal quotation marks omitted).

B. A POSITA would have been motivated to combine Toge and
Kumar with Norman

The Petition describes generally why a POSITA would have been motivated

to further combine Norman’s automated titration CPAP device with the Toge and

¢ Figure 8 appears to be a preferred embodiment as it is depicted on the patent

coverpage.

12
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Kumar system. See Pet., 49-50 (Norman’s “CPAP device that allows [for]

299

‘automated titration’” that improves ‘“the accuracy and efficacy of the CPAP
treatment process” and, consequently, “patient’s compliance and satisfaction™); see
also Kirkness 99222-23; Chatterjee §9218-21.

Despite these disclosures, PO argues “Toge’s control unit 250 does not
analyze collected sensor data, it collects that sensor data and sends it to the
physician’s computer for analysis.” POR, 15. This is nonsensical. Toge’s processor
is not so limited that the PAP is dependent on the physician computer to analyze
data. As discussed above, the processor in Toge PAP “calculates the tidal volume”
based on air pressure and flow rate’ and that calculated tidal volume is “a quantified
level of severity data” because it represents the “level of airway obstruction the
patient experiences during the sleep apnea treatment using the PAP device.” Pet.,
15; Kirkness 99156-157; Chatterjee 9120-125. PO ignores these disclosures. PO’s
erroneous conclusion is also based on its belief that Norman (and Toge) do not
disclose a processor located inside the PAP (POR, 15, 16) (“Norman does not cure
Toge’s deficiency because it also discloses analyzing sensor data at an external
titration device rather than with a processor inside a PAP/CPAP device.”). Petitioner
has already disproved PO’s incorrect interpretation above (see I11.A supra).

Accordingly, a POSITA would have been motivated to further combine

Norman with Toge and Kumar.

13
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IV.  GROUNDS III AND IV: THE CHALLENGED CLAIMS ARE
OBVIOUS IN VIEW OF TOGE IN VIEW OF KUMAR AND
FURTHER IN VIEW OF BURTON AND/OR NORMAN (CLAIM 19)

PO does not make any arguments regarding Grounds 3 and 4 beyond those for
claim 15 above. POR, 16. Accordingly, for the reasons discussed above, Toge in

view of Kumar and Burton and/or Norman render obvious the challenged claims.

V. CONCLUSION

The Board should find all challenged claims unpatentable.
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