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The Patents and IPRs

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 2

• U.S. 10,610,675 – IPR2024-00279
• ’675 patent 

• U.S. 10,894,011 – IPR2024-00280
• ’011 patent 

• U.S. 11,679,077 – IPR2024-00669
• ’077 patent 

• Collectively “The Patents” or “The IPRs” for the purposes of oral 
argument



Petitioner’s Grounds: ’675 Patent  
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Petitioner’s Grounds: ’011 Patent  
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Petitioner’s Grounds: ’077 Patent  
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Pertinent Disputes
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• Whether the claims are entitled to a July 21, 2006 priority date
• Written Description Support 
• Priority Chain / Incorporation by Reference 

• Whether Petitioner established the claims are obvious based on 
Makower and Fang 

• Whether Petitioner established Makower’s device 
concentrates/delivers “energy laterally”

• Whether Petitioner established Stern discloses multiple pairs of 
bipolar electrodes (’077 patent only)



The ’675 Patent Independent Claims
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’675 Patent at 27:38-50 and 

28:22-32.





Written Description
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Energy Applied To Goblet Cells
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POR at 29-30; 

’675 Patent at 8:22-37.



Undisputed: Ablating Goblet Cells Treats 
The Claimed Conditions
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Petitioner’s Reply does not 
dispute Dr. Levine’s goblet cell 

analysis/conclusions

POR at 30; 
Ex-2003 at ¶ 56.

Dr. Levine:
• “[B]ased on the above disclosures, 

a POSITA…would have 
recognized that the ’675 patent 
specification discloses applying 
irreversible energy in regions of 
the nose that have cells responsible 
for mucus secretion and congestion 
(e.g., goblet cells and nasal 
membrane, respectively)[which] 
disrupts and/or alters target tissue 
such that mucus secretion or 
congestion is reduced in the 
nasopharyngeal passageway.”



Summary
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1. Energy including irreversible poration energy (ablation) may be 
applied to the nasal cavity 

2. Energy is applied to regions that only partially overlap with the 
area of toxin delivery

3. Energy is applied to goblet cells
4. Applying ablative energy to goblet cells reduces mucus secretion, 

reduces congestion and treats rhinitis 

1+2+3+4 = Written Description Support for the Claims 

POR at 20-31.





Dr. Bu-Saba’s Admits No Particular 
Degree of Efficacy Required
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POSR at 4; 

Ex-1098 at ¶ 111.





Petitioner’s Admissions Prove Support
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1. Energy including irreversible poration energy (ablation) may be applied to the 
nasal cavity 
• Dr. Bu-Saba admits irreversible energy applied with reversible energy, and 

irreversible energy destroys cells
2. Energy is applied to regions that only partially overlap with the area of toxin 

delivery 
• Energy may be applied to the entirety of the nasal cavity

3. Energy is applied to goblet cells
4. Applying ablative energy to goblet cells reduces mucus secretion, reduces 

congestion and treats rhinitis 
• Dr. Bu-Saba admits no claimed efficacy requirements 

Confirmation of Written Description Support for the Claims 

POSR at 3-4.



Petitioner’s Remaining Arguments Are 
Unpersuasive
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1. “Written Description Obviousness”
• Patent Owner did not use obviousness to support W.D. arguments—

express patent disclosures and supporting testimony used
2. “Binding Admission”

• No case law for Petitioner and alleged admission was in different patent 
family by a different company

3. “Present Invention,” “Single Instance” and “No data”
• Irrelevant under Ariad and other case law 

Reply at 3, 5-6;
POSR at 5-6.



Priority Chain & 
Incorporation By Reference
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Undisputed: There Is An Unbroken Priority Chain 
To The ’090 Application 
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POSR at 7;

’675 Patent at Cover.



Undisputed: the ’090 Application Incorporates the Entirety 
of the ’771 Provisional
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POSR at 8;

Ex-1012 at 1:1-12.



Petitioner’s First Argument: 
Improper Incorporation By Reference
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• “Section 1.57(d) states no such limitation, but that ‘essential 
material,’ including for ‘written description of the claimed 
invention’ may not be incorporated by reference from a provisional. 
… Here, [Patent Owner’s] priority claim using an incorporated 
provisional contravenes this Rule.”

• Incorrect: already considered and rejected by the Board

Reply at 8-9;
POSR at 7-8.



Case Law Confirms Proper 
Incorporation by Reference
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“The limitations on the material which may be incorporated by 
reference in U.S. patent applications which are to issue as U.S. 
patents do not apply to applications relied on only to establish an 
earlier effective filing date under 35 U.S.C. 119  or 35 U.S.C. 120. ... 
Accordingly, an application is entitled to rely upon the filing date of 
an earlier application, even if the earlier application itself 
incorporates essential material by reference to another document. See 
Ex parte Maziere, 27 USPQ2d 1705, 1706-07 (Bd. Pat. App. & Inter. 
1993).”

POSR at 7-8;
MPEP 608.01.



Ex Parte Maziere still good law
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• “In 2004, the Office codified in 37 CFR 1.57(b)–(g) existing 
practice with respect to explicit incorporations by reference with a 
few changes to reflect the eighteen-month publication of 
applications.”  (MPEP 608.01(p))

• No cases overruling Maziere cited.

POSR at 7-8; 
MPEP 608.01.



Petitioner’s Second Argument: Broken Priority Chain
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• “Applicant broke priority by 
dropping direct priority claims 
to and omitting content of the 
’771 Provisional from two 
applications preceding the 
October 22, 2019 application.”

• Incorrect: 
• Petitioner’s case law inapposite 

and already considered 

Reply at 9;
POSR at 8.





The Makower Grounds
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Makower’s Problem: Rigid and Straight Shafts
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• [0036] One of the reasons why FESS and sinus surgery is so bloody and painful 
relates to the fact that straight instrumentation with rigid shafts are used. Due to 
the fact that the sinuses are so close to the brain and other important structures, 
physicians have developed techniques using straight tools and image guidance to 
reduce the likelihood of penetrating into unwanted areas. In an effort to target deep 
areas of the anatomy, this reliance on straight instrumentation has resulted in the 
need to resect and remove or otherwise manipulate any anatomical structures that 
may lie in the path of the instruments, regardless of whether those anatomical 
structures are part of the pathology. With the advances in catheter based technology 
and imaging developed for the cardiovascular system, there exists a significant 
opportunity to reduce the morbidity of sinus interventional through the use of
flexible instrumentation and guidance.

POR at 49;
Ex-1005 at [0036].



Makower’s Solution: Flexible Tooling
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• [0037] If flexible tools could be developed such that sinus 
intervention may be able to be carried out with even less bleeding 
and post-operative pain, these procedures may be applicable to a 
larger group of patients. Further, as described here, flexible 
instrumentation may allow the application of new diagnostic and 
therapeutic modalities that have never before been possible.

POR at 49-50;
Ex-1005 at [0037].



Makower’s Invention
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• [0042] In general, the present invention provides methods, devices and 
systems for diagnosing and/or treating sinusitis or other conditions of 
the ear, nose or throat.

• [0043] In accordance with the present invention, there are provided 
methods wherein one or more flexible catheters or other flexible 
elongate devices as described herein are inserted in to the nose, 
nasopharynx, paranasal sinus, middle ear or associated anatomical 
passageways to perform an interventional or surgical procedure. 
Examples of procedures that may be performed using these flexible 
catheters or other flexible elongate devices include but are not limited 
to:….

POR at 50;
Ex-1005 at [0042]-[0043].



Makower’s Disclosure
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• 73 pages in length 

• 242 paragraphs of text

• Over forty figures implementing Makower’s flexibility 
teachings

POR at 2-3, 34;
Ex-1005.



Petitioner Failed To Show 
The Claims Are Obvious
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Petitioner’s Makower Selection
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• No independent 
analysis

• Simply adopted 
Examiner’s allegation 
that Makower is the 
“closest prior art”

POR at 60;
Petition at 64.













Fang: Unknown Number of Patients 
Received Just RF Surgery
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POR at 48;

Ex-2002 at 206:18-22.

Dr. Bu-Saba





Petitioner’s Analysis
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• “First, Makower and Fang are analogous art to the Challenged 
Claims.”

• “Second, a POSITA would have been motivated to and would have 
found it obvious to apply Fang’s method (disrupting neural activity 
using ablation) with Makower’s device and method (using 
electrosurgical device in nasopharynx) to treat rhinitis.”

• “Third, a POSITA would have had a reasonable expectation of 
successfully combining Makower and Fang. A POSITA would have 
reasonably expected Makower’s electrosurgical device to obtain 
Fang’s clinical result.”

Petition at 71-77.



No Reasonable 
Expectation of Success 

Based on Makower+Fang

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 48





Petitioner’s Argument

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 50

• “Because Makower and Fang are directed to the same problem 
(treating nasal conditions), types of energy-delivery devices, and 
solutions (applying energy to tissue), a POSITA would have had a 
reasonable expectation of success in using Makower’s known RF 
device according to a known method to reach the predictable result 
taught in Fang and Chen.”

• No actual analysis undertaken. 

POR at 32, 41;
Petition at 76-77.



The Makower FIG. 5H Device 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 51

• [0092] FIG. 5H is a partial perspective view of a tissue 
shrinking electrode device being used in accordance with the 
present invention.

• [0187] FIG. 5H shows an electrosurgical device 208 comprising 
a flexible shaft 210 (e.g., a catheter or solid shaft) having arched 
strut members 214 attached thereto. Electrodes 216 are located 
on the strut members 214. In some cases, the strut members may 
be of fixed configuration and in other cases the strut members 
214 may be collapsible and expandable. In operation, the device 
208 is advanced into a passageway such as a nostril, nasal 
cavity, meatus, ostium, interior of a sinus, etc. Thereafter, 
current is applied to the electrodes 216 causing tissue adjacent 
to the struts 214 to be cauterized or heated. The electrodes 216 
may be bipolar, monopolar or facilitated by any other suitable 
form of energy such as a gas or plasma arc. Additionally, 
sensing elements may also be attached to the catheter and/or 
strut members to monitor various parameters of the catheter 
and/or surrounding tissue (e.g., temperature, etc.).

POR at 35-40;
Ex-1005 at [0092], [0187].



FIG. 5H Has Ring Electrodes
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“Makower’s device includes 
four electrodes (216) located 
on the struts adjacent tissue 
(shown in orange below).”

POR at 35-36;
Ex-1005 at FIG. 5H, [0187].



Petitioner: No Modifications to Makower Required
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Liquids Present During Use
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“Specifically, a POSITA would expect that when Makower’s FIG. 
5H device is placed into the nasopharyngeal passage, fluids in that 
passage, such as bodily fluids (e.g., blood or mucus) or saline (if the 
passage is irrigated and cleaned out before or during treatment) will 
enter the hollow space between the struts.”

Ex-2003 at ¶ 95;
POSR at 13-14.

Dr. Levine





Confirmed by Makower
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[0132] The present invention provides 
a comprehensive system of 
devices…Specifically, examples of 
which are described below, the 
invention provides devices that wholly 
or partially effect a fluid-tight seal of 
the operative field (e.g., the 
nasopharynx and/or one or more of 
the sinus cavities or regional ducts). 
…Further, this fluid-tight sealing of 
the operative field permits the 
retention and collection of any blood 
or flushing fluids released during the 
procedure. 

[0135]… Such continuous turnover of fluid 
within a sealed operative field may be 
useful for clearing blood or debris from the 
operative field to facilitate unobstructed 
viewing of the anatomical structures using 
an endoscope or for various other 
reasons….One or more outlet openings 22, 
24 are at location(s) in the tube such that a 
device (e.g., a catheter, fluid injector or other 
elongate device examples of which are 
shown in FIGS. 5A-5Y"" …) … may be 
inserted [and] advanced through the working 
lumen 50 and out of a selected one of the 
outlet openings 22, 24 to a position within 
the nose, nasopharynx or paranasal sinus. 

POSR at 12-13;
Ex-1005 at [0132], [0135].



Undisputed: When Liquid Present, Ions Will Flow Into Liquid – Not Tissue
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POR at 38-40;
POSR at 11.







Petitioner’s Reply Positions: 
Unsupported and Unpersuasive
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• Position 3: Patent Owner Argued Inoperability 
• False – the reasonable expectation of success standard was employed

• Position 4: Other RF devices (e.g., Fang) ablate tissue
• Irrelevant – those devices are either unknown or not hollow

Reply at 12-16; 
POSR at 16-22.



No Motivation To Combine 
Makower+Fang
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Petitioner’s Combination Makes No Sense
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• Unknown/Unproven Makower Device
• Unknown Fang Device 
• Unknown Efficacy Criteria and Results
• Unknown Number of Patients Receiving Only RF Energy 

Treatment
• It was just as likely that a rhinitis improvements resulted from other (non-

RF) procedures

• Why would a POSITA apply/combine this art?

POR at 41-43, 46-48.



Petitioner’s First Rationale
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• The Examiner cited Makower as the “closest prior art”

• Irrelevant and Hindsight Driven – No actual analysis completed by Petitioner 
as to whether Makower’s Device is actually suited to ablate tissue

Petition at 64;
POR at 54, 60-63.



Petitioner’s Second Rationale
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• Fang provides more details on Makower’s device

• False: neither expert knows of the Fang device, what it looks like 
or how it operates

Petition at 73;
POR at 42-43.



Petitioner’s Third Rationale
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• Fang teaches RF 
energy treats rhinitis

• False
• Fang is inconclusive
• Petitioner’s Fang 

quotes are Fang 
quoting others

Petition at 75;
POR at 45-48.



Petitioner’s Fourth Rationale
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• Because Makower says “additional details” of its devices were “well known” one 
would be led to Fang

• Illogical – neither the Fang article nor the device it describes are “well known”

Petition at 75;
POR at 42-43, 47-48.



Petitioner’s Fifth Rationale
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• “Fang explains the mechanism and outcome of Makower’s
method.”

• False: Fang used a different device that would not explain 
anything about “the mechanism and outcome of Makower’s
method.”

Petition at 76;
POR at 55-56.





Makower Does Not Concentrate 
Energy Laterally
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Lateral v. Uniform Energy Delivery 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 71
’675 Patent at FIGS. 5A-5B, 

16:54-58.

“FIG. 5A depicts an 
arrangement of electrodes 
30 and 32 that produces an 
electric field concentrated in 
a lateral direction from the 
catheter body whereas, 
FIG. 5B shows a device 
constructed to create a 
more uniform electric field 
about the shaft of the 
catheter body.” 



Makower’s Ring Electrodes 
Deliver Energy Uniformly
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“Makower’s ring electrodes are 
merely located on the surface of 
Makower’s struts and therefore 
fail to include any insulating 
surface that would cause the 
electrodes direct concentrate 
energy delivery in a lateral 
direction.”

POR at 66;
Ex-2005 at ¶¶ 23, 76-77, 83.







Imran Use Is Improper
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• Imran NOT included in Petitioner’s grounds

• NO explanation as to why A POSITA would combine Imran’s 
“endocardial catheter having a new basket assembly for mapping or 
ablating a chamber of the heart” with Makower

• “Entirely new obviousness theories on reply are impermissible.” 
Henny Penny Corp. v. Frymaster LLC, 938 F.3d 1324, 1330-31 
(Fed. Cir. 2019).

POSR at 9-10.



Imran Fails To Disclose 
Lateral Energy Delivery 

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 76
POR at 64-66;

Ex-2005 at ¶¶ 78-83.



’077 Patent: Multiple 
Electrode Pairs Are Not 

Disclosed
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’077 Patent: Claim 4
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“The apparatus of claim 2, wherein the at least two bipolar 
radiofrequency electrodes comprise multiple pairs of bipolar 
radiofrequency electrodes.” 

’077 Patent at 28:13-15.









Petition: two different configurations of one “pair”

DEMONSTRATIVE EXHIBIT – NOT EVIDENCE 82

077 Petition at 52-53
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