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IPR2025-00246 (‘333 Patent) – Grounds

Ground Challenged Claims 35 U.S.C. § References

I *15-17, 20-24, and 26-29 103 Toge, Kumar

2 15-18, 20-24, and 25-29 103 Toge, Kumar, Norman

3 19 103 Toge, Kumar, Burton

4 19 103 Toge, Kumar, Norman, 
Burton

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

*Claim 15 is the only challenged independent claim. 
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Summary of the Arguments

 Toge in view of Kumar does not teach a “quantified level 
of severity data,” as properly defined (Ground 1). 

 Toge in view of Kumar and Norman does not render 
obvious determining a “quantified level of severity data” 
using a “processor . . . integrated into the PAP or CPAP 
device” (Ground 2).

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Patent Owner, CleveMed - Ex. 2064, p. 3



Toge in View of Kumar Does Not Teach a 
“Quantified Level of Severity Data” 
(Ground 1) 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
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Toge’s Tidal Volume is Not a “Quantified Level of Severity Data” 
as Properly Construed

• Petitioner argues that Toge’s tidal volume is a “quantified 
level of severity data.”  

• However, Toge’s tidal volume does not constitute a 
“quantified level of severity data” under the proper 
construction of the term. 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE POR 8-9; Sur-Reply at 3-7
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Claim Construction: “Quantified Level of Severity Data”

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

POR at 8-9; Reply at 2-6

CleveMed Petitioner
Plain & ordinary 
meaning, which is a 
calculated value that 
represents how dire a 
patient’s symptoms 
are.

Plain and ordinary 
meaning.

 CleveMed’s proposed 
plain and ordinary 
meaning is consistent 
with the claim language 
and how the term is 
used in the clinical 
setting.

 Petitioner fails to 
construe and explain 
how the claim term is 
met by Toge’s tidal 
volume. 

POR 8-9; Sur-Reply at 3-7
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CleveMed’s Construction is Consistent With How “Quantified Level of 
Severity Data” is Used in the Clinical Setting 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 1058, ¶ 58

CleveMed’s Claim 
Construction Expert

Sur-Reply at 4 (citing Ex. 1058, ¶ 58; 
Ex. 2026, ¶ 46)  

Level of severity is commonly used to indicate how dire a 
patient’s calculated symptoms are, as represented by 
indices, for example.  
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“Quantified Level of Severity Data” is Not a Mere Statistic of a 
Measured Condition

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 2026, ¶ 47

• Petitioner’s expert, Dr. Schwartz, in a related proceeding testified that 
a “level of severity” is not mere statistics of measured conditions.

Sur-Reply at 4-5 (citing Ex. 2026, ¶ 
47)  

Toge’s “tidal volume” is a mere statistic of a patient’s measured respiration. 

Providing Claim-Scope 
Related Testimony 
Concerning the “Level of 
Severity.”Dr. Schwartz
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Toge’s Tidal Volume is a Mere Statistic of Measured Respiration, 
Not a “Quantified Level of Severity Data”

Sur-Reply at 7-9 (citing Ex. 2028 at 
11, 13); POR at 10-12   

• Petitioner argues that Toge’s tidal volume is a “quantified 
level of severity” because “[I]t represents the level of airway 
obstruction.” Pet. at 15, Reply at 6-7.

• But a “level of severity” is not “merely statistics of the 
measured conditions alone, such as airflow.” Ex. 2026, ¶ 47.  

• Tidal volume (airflow) measures respiration. 

Tidal Volume  Quantified Level of 
Severity Data

Ex. 2028 at 11

Patent Owner, CleveMed - Ex. 2064, p. 9



Toge in View of Kumar and Norman Does 
Not Render Obvious the Determination 
of a “Quantified Level of Severity Data” 
Using a “Processor . . . Integrated Into the 
PAP or CPAP Device” (Ground 2)

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
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• First, neither Toge nor Norman teaches determining a 
“quantified level of severity data” by a “processor . . . integrated 
into the PAP or CPAP device” because:

• Toge’s tidal volume is not a “quantified level of severity data,” and 
its analysis is performed at a physician-side computer.

• Norman does not disclose a processor which is integrated inside a 
PAP or CPAP device, and which performs the analysis therein. 

• Second, Petitioner fails to show why a POSITA would have 
combined the elements in Toge and Norman to achieve the 
claim limitation.

No Reference Teaches the Claim Limitation, and Petitioner Fails 
to Establish Motivation

Sur-Reply at 11-13; POR at 15-16
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“Processor . . . Integrated Into the PAP or CPAP Device” Means 
Inside the Device

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

POR at 13; Sur-Reply at 10; Reply at 
11  

CleveMed Petitioner
Plain & ordinary 
meaning, which 
is the processor 
is inside the 
PAP or CPAP 
device.

Processor is 
inside the 
PAP or CPAP 
system.

Sur-Reply at 10

• Petitioner does not dispute that “integrated into” means 
“inside.” 

• But Petitioner improperly substitutes “device” as recited in the 
claim with system to broaden the claim scope to a processor 
“inside” the “PAP or CPAP system.” 

‘333 Patent at Claim 15
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Toge:
• Tidal volume is a statistic of a 

measured condition that is sent to a 
physician-side computer 4 (below) 
where trend data is reviewed, and any 
further analysis would be performed. 
Toge at ¶¶ [0039], [0051]. 

Norman:
• Processing arrangement 24 and 

titration device 26 (which perform 
calculations) are outside the PAP 
device.

Toge’s and Norman’s Analysis is Done Outside the PAP Device

Sur-Reply at 11-12 ; POR at 13-14 
(citing Norman at Fig 6 (annotated))

Norman at Fig. 6 (annotated)

Toge at Fig. 1
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No Motivation to Combine Toge and Norman to Arrive at the 
Claimed Invention

Sur-Reply at 12-13

• Petitioner fails to adequately explain why a POSITA would 
have modified Toge’s system to perform Norman’s analysis 
at Toge’s PAP device rather than at its physician-side 
computer. 

• Petitioner argues that “‘Petition describes generally why a 
POSITA would have been motivated to further combine 
Norman’s automated titration CPAP device with the Toge 
and Kumar system.’” Sur-Reply at 12 (quoting Reply at 12-13) (alteration in original). 

BUT this generic rationale “bears no relation to any specific combination of 
prior art elements” and does not “explain why a person of ordinary skill in the 
art would have combined elements from specific references in the way the 
claimed invention does.”  ActiveVideo Networks, Inc. v. Verizon Commc’ns, Inc., 694 F.3d 1312, 1328 (Fed. Cir. 2012).
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CONTINGENT MOTION TO AMEND 
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Summary of the Arguments

 The ancestral patent applications provide written description 
support for the patient’s cell phone adjusting the PAP/CPAP 
therapy limitation.

 Toge in view of Kumar does not teach a patient’s cell phone 
adjusting the PAP/CPAP therapy.

 Toge in view of Kumar does not render obvious a remote 
internet site hosted on at least one server. 

 Toge in view of Kumar does not render obvious a patient’s cell 
phone that receives and displays a quantified level of severity 
data.

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
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Written Description Support

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
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Substitute Claim: A Patient’s Cell Phone Adjusting the PAP/CPAP 
Therapy

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
MTA, Appendix A
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The Ancestral Applications in the Priority Chain

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE Reply to Opp. at 2

• In the priority chain, U.S. Patent Appl. No. 15/641,715 
(Ex. 1002, “’715 application”), from which the ’333 
Patent matured into, is a continuation-in-part of U.S. Appl. 
No. 11/266,899 (Ex. 2033,  “’899 application”). Ex. 1001, Cover.  
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Ancestral Disclosure Ancestral Citations

Patient’s cell phone determining 
severity of the patient’s sleep 
disorder.

• Disclosing that sensors are “tethered to a . . . cell phone” 
and that signals from sensors are analyzed using a 
“processor” to determine the “severity of the subject’s 
sleeping disorder and/or symptoms”  Ex. 2033 (“‘899 
application”) at 33:14-21; Ex. 1002 (“’715 application”) at 
29:22:-29 (similar).

• Disclosing that the “processor” may be “part of a remote 
communications station” that can be a “cell phone”. ‘899 
application at 33:22-23; ’715 application at 30:9-31:12 
(similar).

Patient adjusts the patient’s 
CPAP/PAP therapy based on an 
output value such as the level of 
severity.

• Disclosing that an output is provided “which is then used . . 
. by a clinician or the subject to adjust the device.” ’899 
application at 38:24-39:3; 715 application (same). 

• The ’715 application further clarifies that a device can 
remotely program the therapy of the PAP/CPAP device.  
‘715 application at 11:30-12:1.  

The Ancestral Applications Provide Written Description Support

Reply to Opp. at 2-3

“Taken together,” these disclosures provide written description support 
for a patient’s cell phone adjusting PAP/CPAP therapy. Hologic, Inc. v. Smith & Nephew, 
Inc., 884 F.3d 1357, 1362-63 (Fed. Cir. 2018) (statements in the specification “[t]aken together” provide written 
description support). 
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The Ancestral Applications Provide Written Description Support

Reply to Opp. at 3-4 

Ex. 2049, ¶¶ 11-12 
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Petitioner’s Written Description Challenge Looks for Express 
Recitation in Isolated Passages

Reply to Opp. at 4-5

• Petitioner’s written description challenge is based on 
viewing passages in isolation for express recitation of a 
cell phone adjusting PAP therapy. Opp. at 3-7; Sur-Reply to MTA at 5.

• But written description need not recite the invention in 
haec verba and is based on the disclosure as a whole.

• Indivior Inc. v. Dr. Reddy’s Lab’ys, S.A., 930 F.3d 1325, 1349 (Fed. Cir. 2019) (finding that 
although no embodiment disclosed the claimed component, the “application does direct a 
skilled artisan to the claimed polymer component”); Allergan USA, Inc. v. MSN Lab’ys 
Priv. Ltd., 111 F.4th 1358, 1375 (Fed. Cir. 2024). 
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The Disclosures as a Whole Are Viewed From the Perspective of 
a POSITA 

Reply to Opp. at 4 (citing Ex. 2049, ¶ 
14)

  

• Petitioner’s challenge fails as a POSITA would understand that an 
“intermediary device” is a cell phone that can adjust the patient’s 
therapy:

Ex. 2049, ¶ 14
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Toge in View of Kumar Does Not Teach a 
Patient’s Cell Phone Adjusting the 
PAP/CPAP Therapy

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
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 Neither Toge nor Kumar disclose a patient’s cell phone adjusting the 
patient’s therapy. MTA at 17-18.

 Petitioner relies on its experts to fill in the missing pieces in the combination. 
Opp. at 23; Sur-Reply to Reply to Opp. at 8. 

Petitioner Improperly Relies on Expert Testimony to Gap-fill the 
Missing Limitation

Reply to Opp. at 5 (citing Ex. 2050 at 53:5-18; 
Ex. 2051 at 35:15-21, 38:22- 39:23; Ex. 2049, 
¶¶18-20)

Ex. 2050 at 53:17-54:6 

Ex. 2051 at 35:11-21 
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Petitioner’s Use of Expert Testimony is Procedurally Improper

 Petitioner’s use of expert testimony to gap-fill the missing limitation 
violates the memorandum on “Enforcement and Non-Waiver of 37 
C.F.R. § 42.104(b)(4) and Permissible Uses of General Knowledge in 
Inter Partes Reviews” (“Memo”).

 “An opposition to a motion to amend effectively operates as a renewed 
petition as it reopens the record to introduce new art and arguments” and 
therefore should be subject to the Memo. 

 “[W]hen a petitioner does contest an amended claim, the Board is free to 
reopen the record to allow admission of any additional relevant prior art 
proffered by a petitioner.” Aqua Prods., Inc. v. Matal, 872 F.3d 1290, 1314 
(Fed. Cir. 2017).

 Petitioner claims that Aqua Prods. is irrelevant but provides no 
explanation supporting its claim. Sur-Reply to MTA at 6 n.1. 

Reply to Opp. at 5
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Petitioner Uses Expert Testimony as a Wholesale Substitute for 
Reasoned Analysis and Evidentiary Support

 Petitioner’s experts allege that a POSITA would have found it obvious to 
modify Kumar’s patient cell phone with Toge’s physician’s mobile device to 
arrive at the claim limitation. Sur-Reply to MTA at 8.

 No record evidence supports that allegation.
 Prosecution History: “There was nothing like this using cellular phones, PAP 

therapy, cellular systems and the Internet at the time” where “not only the patient 
but their clinicians [can] be aware of the efficacy of the patient’s therapy as 
presently configured, and to adjust or titrate the therapy efficiently, quickly and 
remotely.”  Ex. 1002 at 308. 

 Expert testimony cannot be used as a wholesale substitute for reasoned 
analysis and evidentiary support. 
 Arendi S.A.R.L. v. Apple Inc., 832 F.3d 1355, 1362 (Fed. Cir. 2016); K/S Himpp v. Hear-Wear Techs., LLC, 

751 F.3d 1362, 1365-66 (Fed. Cir. 2014).

Reply to Opp. at 6-7 (citing Ex. 1002 
at 308).  
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Toge in View of Kumar Does Not Render 
Obvious a Remote Internet Site Hosted 
on at Least One Server

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
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Substitute Claim: A Remote Internet Site Hosted on at Least One 
Server

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
MTA, Appendix A
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Toge Does Not Disclose a “Remote Internet Site”

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
MTA at 18-19; Reply to Opp. at 9

 Petitioner does not dispute that 
Toge does not disclose a “remote 
internet site.” See Sur-Reply to MTA at 10-12. 

 In Toge’s system, treatment data is 
sent from the PAP device to 
physician-side devices without a 
remote internet site (identified as a 
web server by Petitioner).

MTA at 19 
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Petitioner’s Proposed Toge in View of Kumar Configurations

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Petitioner proposes two configurations:
(1) where Kumar’s web server could be implemented at “various 
locations” and 
(2) where Toge’s physician-side computer is implemented as the 
web server.

Reply to Opp. at 9-10 (citing Opp. at 17)

Both Configurations Fail. 
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Petitioner’s “Various Locations” Configuration Fails

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE
Reply to Opp. at 10 (citing Ex. 2051 at 
21:25-24:1)

Ex. 2051 at 24:3-15Ex. 2051 at 22:9-21

This “various locations” allegation does not show why a POSITA would 
have implemented a web server at any one of these undisclosed “various 
locations” and how such implementation would arrive at the claimed 
“remote internet site hosted on at least one server.”
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No Motivation to Combine 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

 Petitioner’s physician-side computer configuration fails 
because:
 A web server and client on the same machine is “not suitable 

for a web application.”
 Separating server and client onto different machines is a 

fundamental security practice for web applications.
 Separating server and client onto different machines ensures 

performance for web applications. 

Reply to Opp. at 10-12
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A Web Server Implemented on Toge’s Physician-side Computer 
Would Not Have Been Suitable for a Web Application

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

 A web server and client on the same machine is “not suitable 
for a web application” as proposed.  Ex. 2054 at 4.   

Ex. 2054 at 4 

Ex. 2055 at 4

Ex. 2056 at 3 

Reply to Opp. at 11 
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Because of Security Reasons, a Web Server is Separated from a 
Client in a Web Application

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

 Dr. Goodrich stated that because separating server and client onto different 
machines is a fundamental security practice for web applications, a POSITA would 
not have implemented both web server and client on Toge’s physician-side 
computer. Reply to Opp at 11.

PO’s Expert

Ex. 2049, ¶ 29
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 Dr. Goodrich stated that a POSITA would not have implemented a web server and 
client on the same machine because multiple services implemented on the same 
machine would have decreased performance. Reply to Opp. at 11.

Because of Performance Reasons, a Web Server is Separated 
from a Client in a Web Application 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

PO’s Expert

Ex. 2049, ¶ 31 (emphasis added) 
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 In its Sur-Reply, Petitioner argues that “Toge’s physician-side computer 
implemented with Kumar’s web server would be part of a distributed 
computer system.” Sur-Reply to MTA at 11. 

 BUT it never advanced a distributed implementation configuration in its 
opposition. 

 Testimony from Petitioner’s expert demonstrates that the “clear location” 
to place the web server would be “in the physician-side computer.” 

Petitioner’s Distributed System Theory Was Not Set Forth in its 
Opposition

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE

Ex. 2051 at 26:14-17
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