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I. INTRODUCTION 

The Substitute Claims have written description support and are patentable 

over Grounds 1-4.  

The ancestral applications provide written disclosure support for a patient cell 

phone adjusting the PAP/CPAP therapy because statements taken together 

reasonably convey to a person of ordinary skill in the art (“POSITA”) support for a 

cell phone that enables a patient to adjust their therapy based on sensor data received 

by the cell phone and used to determine level of severity data that an adjustment is 

based on.  This conclusion is substantiated by the inventor’s prosecution statements 

describing the disclosed inventions as allowing not only the patient but also their 

clinicians to adjust the therapy remotely.  Ex. 1002 at 307-308.  

The substitute claims are patentable over Toge and Kumar because neither 

discloses a patient cell phone adjusting PAP/CPAP therapy.  Because the prior art 

does not teach this aspect of the claimed invention, ResMed relies on conclusory 

expert testimony to supply this missing limitation, which is neither procedurally nor 

legally sufficient.  As another example, for the remote internet site limitation, 

ResMed’s only configuration articulated with any particularity is implementation of 

Kumar’s web server on Toge’s physician-side computer.  But a POSITA would not 

have done so because it is not fit for a web-based application as proposed.  
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II. THE CONTINGENT SUBSTITUTE CLAIMS FIND WRITTEN 
DESCRIPTION SUPPORT IN THE ANCESTORAL APPLICATIONS 
AND ARE PATENTABLE OVER THE PETITION GROUNDS  

A. The ’899 and ’715 Applications Provide Written Description 
Support for a Patient’s Cell Phone Adjusting PAP/CPAP Therapy 

U.S. Patent Appl. No. 15/641,715 (“’715 application”), which the ’333 Patent 

matured from, is a continuation-in-part of U.S. Appl. No. 11/266,899 (Ex. 2033, 

“’899 application”). Ex. 1001, Cover.  Both applications include statements of a cell 

phone receiving sensor data, determining level of severity data based on the sensor 

data, and the patient adjusting their therapy, which “taken together” 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); Ex. 2049, ¶¶8-16. 

Each application in the priority chain describes a remote communication 

device, such as a cell phone, including a processor that receives sensor data from a 

PAP device and determines the severity of the patient’s sleep disorder. ’899 

application at 33:14-21 (describing 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”) (emphasis added); 

Ex. 1002 (’715 application) at 29:22-29 (similar); ’899 application at 33:22-23, 

34:14-21 (the “processor” may be “part of a remote communications station” that 



Patent Owner’s Reply 
IPR2025-00246 (U.S. Patent No. 11,857,333) 

3 

can be a “cell phone”) (emphasis added); Ex. 1002 (’715 application) at 30:9-31:12 

(similar).  The ’715 application also discloses a cell phone as an “intermediary 

device” that receives the sensor data from a diagnostic device linked to a treatment 

device.  Ex. 1002 (’715 application) at 5:5-8. 

Each application also describes that the patient or the physician adjusts the 

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

’899 application at 38:24-39:3 (“provide an output which is then used . . . by a 

clinician or the subject to adjust the device”); Ex. 1002 (’715 application) at 34:20-

23 (same).  The ’715 application further clarifies that a device can remotely program 

the therapy of the PAP/CPAP device.  Ex. 1002 (’715 application) at 11:30-12:1. 

Taken together, a POSITA would immediately discern that the patient can 

adjust their PAP/CPAP therapy using their cell phone because the disclosures teach 

that the patient can adjust the PAP therapy based on the level of severity data, which 

is sent to or calculated at the cell phone. This conclusion is corroborated by the 

inventors’ statements on the disclosed inventions made during prosecution:  

The present invention allows not only the patient but their clinicians to 

be aware of the efficacy of the patient’s therapy as presently configured, 

and to adjust or titrate the therapy efficiently, quickly and remotely. 

The determination or calculation of these apnea events are performed 

on either the PAP device or the patient’s cellular phone. 

Ex. 1002 at 308 (emphasis added). At bottom, the inventors had possession of a 
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patient’s cell phone adjusting the PAP/CPAP therapy.  

ResMed’s argument to the contrary is based on viewing in isolation passages 

for express recitation of a cell phone adjusting PAP therapy.  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); 

Allergan USA, Inc. v. MSN Lab’ys Priv. Ltd., 111 F.4th 1358, 1375 (Fed. Cir. 2024).  

Concerning the ’715 application, ResMed’s allegation that “[t]here is no 

disclosure of the ‘intermediary device’ . . . [that] adjusts the PAP/CPAP therapy” is 

based on what the passage expressly recites. Paper 31 (“Opp.”) at 3.  ResMed also 

applies an express disclosure standard for the “remotely program[] the PAP or 

CPAP” and adjustment “by a clinician or the subject” passages. Id. at 3-4 (stating 

that the device that “‘remotely programs’ the PAP/CPAP is not disclosed or 

described”), 4 (“by a clinician or the subject” does not “disclose or suggest that it is 

a patient’s cell phone”). In viewing each passage for what is expressly recited and 

to the exclusion as a whole, ResMed overlooks that a cell phone acting as 

intermediary device receives sensor data and determines a level of severity with that 

data used by the patient to adjust their therapy, as discussed above.  These statements 

in the aggregate convey a patient’s cell phone adjusting the therapy.  Ex. 2049, ¶14.  

Concerning the ’899 application, ResMed performs the same faulty analysis.  

Opp. at 5-8.  Additionally, when addressing the same “by a clinician or the subject” 
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passage in the ’715 application, ResMed wrongly focuses on the term “diagnostic 

device” and whether it is a cell phone.  Id. at 7.  This is irrelevant.  What is relevant 

is that the patient uses the output such as the level of severity to adjust their therapy 

and that this value is found on the patient’s cell phone.  E.g., ’899 application at 

33:14-23, 34:14-21, 38:24-39:3. 

B. ResMed’s Use of Expert Testimony to Supply the Missing Patient’s 
Cell Phone Adjusting the PAP/CPAP Therapy Limitation Fails 
Procedurally and Legally  

There is no dispute that Toge and Kumar fail to disclose adjusting a 

PAP/CPAP therapy with the patient’s cell phone.  Opp. at 22-23; Ex. 2049, ¶17.  The 

Board must reject ResMed’s attempt to rely on the conclusory testimony of its 

experts to fill the gaps.  E.g., Ex. 2050 at 53:5-18; Ex. 2051 at 35:15-21, 38:22-

39:23; Ex. 2049, ¶¶18-20. 

ResMed’s use of expert testimony to gap-fill the missing limitation fails as 

matter of procedure under 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” (the “Memo”).  Memo at 1 (expert testimony (general knowledge) “may 

not be used to supply a missing claim limitation”). Although the Memo applies to 

petitions filed after September 1, 2025, an opposition to a motion to amend 

effectively operates as a renewed petition as it reopens the record to introduce new 

art and arguments. As expressed in Aqua Products, “when a petitioner does contest 
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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).  Thus, ResMed’s Opposition as an effectively 

renewed petition should be subject to the Memo.   

Even if the Memo does not apply, general knowledge 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). Because this is an important 

limitation, ResMed’s use of general knowledge must be “supported by evidence and 

a reasoned explanation,” which is missing here.  Id. at 1363 (referencing K/S Himpp 

v. Hear-Wear Techs., LLC, 751 F.3d 1362, 1365-66 (Fed. Cir. 2014)). Instead of 

providing evidence and reasoned explanation that this admittedly missing limitation 

was “unusually simple,” ResMed’s Reply merely traces the inventor’s steps and 

touts the benefits of CleveMed’s invention, which were only appreciable in 

hindsight. Arendi, 832 F.3d at 1362. The arguments also fail on their own.  

ResMed’s argument amounts to nothing more than a bald assertion that a 

POSITA would have found it obvious to modify Kumar’s patient’s cell phone to 

adjust a PAP/CPAP therapy simply because that is “the same functionality that 

Toge’s physician-side cell phone possesses.” Opp. at 23 (emphasis added).  That is 

not a reasoned argument based on underlying evidence, it is an attempt to fill in an 

admittedly missing limitation with conclusory expert testimony. Id. at 22-23. 
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ResMed continues by concocting a story of how “[t]he patient’s cell phone 

could have been utilized” once it was modified to adjust the PAP therapy, but this 

story does nothing more than retrace the inventor’s steps. Id. at 23-24. ResMed’s 

experts provide no evidence showing that it was known, let alone common, for a 

patient’s cell phone to adjust PAP therapy.  Instead, their opinions are speculative 

and conclusory. Ex. 2051 at 39:24-40:24 (“I think a POSITA would have 

understood”). This lack of evidence is relevant when compared against inventors’ 

statements made during prosecution that “[t]here 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. At the time of the invention, only two percent of cell 

phone subscribers even had a cell phone capable of downloading software necessary 

for the claimed functionality. Ex. 2052 at 2. 

Nor does the evidence indicate that “[a] POSITA would have been motivated” 

to adjust PAP therapy from the patient’s cell phone because the laundry list of 

benefits that ResMed were only appreciable in hindsight. Whether or not it would 

be faster to adjust PAP therapy from a patient’s cell phone1 than from the physician-

 
1 This, itself, is a speculative argument that ResMed does not substantiate.   
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side devices, ResMed has not established that faster communication was a known 

benefit of the proposed arrangement at the time of the invention.  Opp. at 24.  Nor 

has ResMed explained it believes that the patient’s cell phone would be more 

“capable of better fine-tuning” than the physician’s cell phone.  Id.  Finally, “moving 

the screen and controls from the PAP device itself to the patient’s cell phone” 

(another modification not disclosed in the art) would not motivate the specific 

modification sought since ResMed does not contend that the “controls from the PAP 

device” were configured to adjust the PAP/CPAP therapy, as claimed.  Id. at 25. 

C. A POSITA Would Not Have Added to Toge’s Physician-Focused 
System a Patient’s Cell Phone Downloadable Application to 
Receive and Display Patient PAP Data  

Toge does not disclose a patient’s cell phone, and ResMed has not established 

that it would have been obvious to modify Toge to include a patient’s cell phone that 

receives and displays PAP data. Ex. 2049, ¶¶21-24. 

As an initial matter, ResMed misreads the claims, which recite that the 

subject’s cell phone must “receive and display the quantified level of severity data 

and/or therapy efficacy data.” Opp. at 18-19 (“[T]he claim does not require 

Petitioners to demonstrate that the Toge-Kumar combination discloses ‘a patient’s 

cell phone with downloadable first software receiving and displaying sleep data.”). 

Accordingly, while Claim 30 recites three options for where the therapy efficacy 

data may be determined, the claim also requires that the first software on the 
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subject’s cell phone “receive and display” the therapy efficacy data/quantified level 

of severity.  Paper 28 (“Mot.”), App’x A at 23-24.  Thus, contrary to ResMed’s 

position, the “further provided to receive and display” limitation is a claim 

requirement, not a mere alternative.  Opp. at 18-19. 

A POSITA would not have modified Toge’s system based on Kumar to arrive 

at the claimed invention.  The alleged benefits of a smaller PAP device, adjusting 

parameters anywhere, later viewing of the data, and increased treatment compliance 

would not have prompted a POSITA make the modifications envisioned in the 

Opposition.  Opp. at 11-14, 25.  These alleged benefits require a cellular phone 

capable of running downloadable applications that only two percent of patient 

subscribers had—the rest had simple flip phones (dumb phones) capable of only 

voice conversation and short text messages.  Because patients lacked cell phones 

with such capability, there would not have been a design need or market demand for 

ResMed’s listed benefits at the relevant time frame.  This is corroborated by the fact 

that in 2011—roughly six years after the original filing—there still existed a lack of 

certainty and predictability in integrating patient cellular phone applications into 

medical device systems.  Ex. 2053 at 4.   

D. A POSITA Would Not Have Modified Toge to Include a “Remote 
Internet Site Hosted on at Least One Server” 

There is no dispute that Toge does not disclose a “remote internet site hosted 

on at least one server.”  Instead, the dispute turns on whether a POSITA would have 
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been motivated to configure Toge’s system with a remote internet site as disclosed 

in Kumar.  Mot. at 17-21.  That answer is no.  ResMed proposes two configurations, 

one where Kumar’s web server could be implemented at “various locations” and 

another where Toge’s physician-side computer is implemented as the web server.  

Ex. 2051 at 21:25-24:1; Opp. at 17 (citing Ex. 1072, ¶¶22-26).  The first 

configuration does not even facially show how or why the Toge-Kumar combination 

would reach the claimed invention, and no POSITA would have hosted a web server 

on a client device like the physician-side computer as required for the second 

configuration.  Ex. 2049, ¶¶25-39. 

ResMed’s assertion that Kumar’s web server could be implemented at 

“various locations” in Toge’s system falls short of explaining 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.” Harmonic Inc. v. Avid Tech., Inc., 815 F.3d 1356, 

1363 (Fed. Cir. 2016) (“[T]he petitioner has the burden from the onset to show with 

particularity why the patent it challenges is unpatentable.”); Kinetic Concepts, Inc. 

v. Smith & Nephew, Inc., 688 F.3d 1342, 1368 (Fed. Cir. 2012). 

While ResMed’s other configuration envisions a particular location for the 

web server, the record shows that a POSITA would not have implemented Toge’s 

physician-side computer as a web server because it is not suitable for a web-based 
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system in the combination.  Ex. 2049, ¶¶27-28; Ex. 1072, ¶26; Ex. 2051 at 24:16-

25:20 (discussing the combination’s “web-based system[]”).  Running web servers 

and clients on the same machine is “not suitable for [] web application[s]” like the 

one ResMed seeks to import from Kumar. Ex. 2054 at 4. Other record evidence 

confirms that this architecture “is rarely used today” because it cannot “take 

advantage of the distributed computing environment.”  Ex. 2055 at 4; Ex. 2056 at 3. 

In a co-pending IPR proceeding, Dr. Chatterjee testified that a “distributed 

computing environment[]” means “computing resources and functionality that’s 

distributed and connected by a network” and “allow[s] access to data from different 

devices.” Ex. 2057 at 20:6-20. Also, for security and performance reasons, a 

POSITA would not have implemented a web server and client on the same personal 

computer.  Ex. 2049, ¶¶29-31 (citing Exs. 2059, 2060, 2061, 2062, 2063). 

Apart from the above, a POSITA would not have implemented Kumar’s web 

server, where data is transmitted only upon client request, in Toge regardless of the 

location. As explained in the Motion, such implementation would have interfered 

with Toge’s purpose of pushing crucial data without request. Mot. at 20-21. More 

particularly, Toge’s purpose of pushing data to physicians in emergencies would 

have been defeated with the client/server architecture of Kumar where a client (i.e., 

physician device) must request data using a pull mechanism.  Id.  

ResMed’s assertion that “even in a pull system[] data would be effectively 
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‘pushed’ in real time” finds no support. Opp. at 17.  To start, a web server push 

protocol did not exist at the relevant time period.  Ex. 2049, ¶33.  Next, the standard 

WebSockets protocol likewise did not exist at the relevant time period, it was 

introduced several years after the original filing date. Ex. 1072, ¶31; Ex. 2058; Ex. 

2049, ¶¶34-36. Finally, continuously querying the server to “[i]ncreas[e] the ‘pull’ 

frequency” would not have been done because of performance issues and practicality 

reasons.  Ex. 1072, ¶31.  As Dr. Goodrich opines, continuously polling all of a 

physician’s patient PAP devices to see if any of them are in an emergency situation 

is a significant waste of network resources and would lead to performance 

degradation such that the server could no longer function effectively.  Ex. 2049, 

¶¶37-38. 

ResMed’s reliance on Kumar’s web server teaching also does not rectify the 

issue because Kumar’s real-time streaming embodiment still requires the physician 

to log into the website to request the real-time data.  Ex. 1008, ¶¶ [0091]-[0093] 

(disclosing a physician logged into a web page), Figs. 5 & 8.  Indeed, as discussed 

directly above, at the time of the invention, a client had to submit pull actions to 

receive data from the web server.  Ex. 2049, ¶39. 

III. CONCLUSION 

In view of the foregoing, CleveMed respectfully requests that the Board grant 

CleveMed’s Contingent Motion. 
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