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Dear Director Vidal,

Petitioner ResMed Corp. respectfully notifies the parties and the USPTO of its filing of the attached
Request for Rehearing by the Director ("Request"), Paper 14, filed pursuant to 37 C.F.R. § 42.71(d)
and the Revised Interim Director Review Process adopted on July 24, 2023, of the decision by the
Board denying institution (Paper 13) in IPR2023-00565.

The Request presents the following issues, listed in order of priority, for which Petitioner seeks
review:

1. Whether the Board abused its discretion by relying in its institution decision on new argument
and evidence regarding a district court judge’s caseload and anticipated time-to-trial that was
presented for the first time in Patent Owner’s Preliminary Sur-Reply in violation of a prior
Board order and after denying Petitioner’s request to address those new arguments and
evidence; and

2. The important policy issue of whether an IPR petition should be denied because it adopts the
same plain meaning construction of claim terms asserted by patent owner if the petitioner
asserts in a parallel district court litigation an indefiniteness defense for those claim terms
that the Board is precluded by statute from resolving

The first issue mirrors in certain respects one of the issues that led to Director’s recent order in
Vector Flow, Inc. v. HID Global Corp., IPR2023-00353, Paper11 (August 10, 2023), vacating the
institution decision in that case. This issue alone is sufficient reason to vacate the institution
decision here and is ranked first for that reason. The second policy issue is also important because it
is commonly confronted by parties before the Board in the context of means-plus-function
limitations and has received inconsistent treatment at the Board, which has led to confusion on the
part of practitioners and parties.

Respectfully submitted,

/s/ James M. Heintz
IPR2023-00565

Ex. 3100
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UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

RESMED CORP.
Petitioner

V.

CLEVELAND MEDICAL DEVICES, INC.
Patent Owner

Case IPR2023-00565
U.S. Patent No. 10,076,269 B1
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Pursuant to 37 C.F.R. § 42.71(d) and the Revised Interim Director Review
Process adopted on July 24, 2023, Petitioner respectfully requests Director review

of the Board’s denial of institution of inter partes review (Paper 13) (the “ID”).

I. INTRODUCTION

Director review of an institution decision is limited to decisions presenting
(a) an abuse of discretion, and (b) important issues of law or policy. The ID here
presents both an abuse of discretion and an important issue of policy.

In its Fintiv analysis, the ID erroneously used the district court’s scheduled
trial date rather than a trial date determined according to the median time-to-trial as
set forth in the Director’s Interim Guidance memorandum. The ID therefore
effectively flipped the outcome of the Fintiv analysis from favoring institution to
favoring denial. The ID justified this departure from the Interim Guidance by
relying on a new argument and evidence in Patent Owner’s Sur-Reply that the
district court judge was only recently appointed to the bench and that his patent
caseload was lighter than those of other judges in the same district. The panel
relied on this new evidence despite its Order prohibiting new evidence in the Reply
or Sur-Reply, and denied Petitioner’s request to file a two-page paper to respond to
the new evidence. Relying on this new evidence after denying Petitioner any
opportunity to address it was fundamentally unfair and constitutes an abuse of

discretion that is sufficient reason to vacate the ID by itself.
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The ID also presents an important issue of policy: whether asserting an
indefiniteness defense due to applicability of means-plus-function (“MPF”)
construction and lack of corresponding structure in the district court precludes
institution of an IPR under Patent Owner’s plain meaning construction. The ID
decided that it does, even going so far as citing this issue as justification for
determining that the compelling merits standard was not satisfied without any
substantive analysis of the merits under the plain meaning construction that both
parties agree should govern this IPR. The ID forces on petitioners the Hobson’s
choice of surrendering the opportunity for IPR or surrendering a potentially
meritorious indefiniteness defense that the Board is precluded by statute from
resolving. This is bad policy. The Director should clarify that taking alternative
positions on the applicability of MPF construction does not justify denial of IPR.

II. FACTUAL BACKGROUND

The Petition challenged claims 1-20 of U.S. Patent No. 10,076,269. Pet. at
3-4. The Petition, consistent with Patent Owner (“PO”) PO’s construction in the
district court, stated that no term of the challenged claims needed formal
construction for the purposes of the Petition but reserved the right to propose
formal constructions in other forums or in response to PO’s arguments in the IPR.
Pet. at 24-25. With respect to discretionary denial, the Petition asserted that the

Fintiv factors weigh against discretionary denial and that the Petition presented
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compelling evidence of the unpatentability of the challenged claims. Pet. at 5. The
Petition did not address the Fintiv factors individually, but “reserve[d] the right to
request/provide additional briefing” if the Board preferred to consider them
individually. /d. The Petition also had a 37 C.F.R. § 325(d) analysis. Pet. at 6-7.
PO filed a Preliminary Response (the “POPR”) on June 29, 2023 with four
arguments. First, the POPR argued that the Petition should be denied because
Petitioner asserted in the district court that certain “processor adapted for” terms
were subject to MPF construction but the Petition did not provide an MPF
construction. POPR at 7-9. The POPR stated: “It is [PO’s] position in both
proceedings that no terms of the *269 patent should be construed according to 35
U.S.C. § 112(6).” POPR at 8, n.3. The POPR did not include an alternative MPF
construction. Second, the POPR argued for discretionary denial under Fintiv.
POPR at 9-20. The POPR argued that Fintiv Factor 2 favored denial because the
district court’s scheduled trial date was three months prior to an anticipated final
written decision in this IPR. /d. at 11. In support, the POPR cited three pre-
Interim Guidance decisions, did not address the Interim Guidance at all in
connection with Factor 2, and did not make any argument that the district judge
was a new judge nor provide any evidence about his purported caseload. /d. at 11-
13. Third, the POPR presented arguments for discretionary denial under 37 C.F.R.

§ 325(d). Fourth, the POPR argued for denial on substantive grounds.
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In response to the POPR, Petitioner sought and was granted authorization to
file a Reply to address the first three POPR arguments. Order on Conduct of the
Proceeding, Paper 10 (July 20, 2023) at 2-3 (the “Order”). The Order stated that
“neither party is authorized to file any additional evidence with its brief.” Order at
3. During the conference call that preceded the Order, after being informed of the
prohibition against new evidence, the undersigned noted that Petitioner wished to
rely on the published time-to-trial statistics for the district court in the Fintiv Factor
2 analysis, and was authorized to cite to the website identified in the Interim
Guidance for that purpose in the Reply. No other exception to the prohibition on
new evidence was discussed or authorized on that call.

Petitioner filed its Reply to address the first three arguments in the POPR as
authorized by the Order. Petitioner’s Reply, Paper 6 (July 27, 2023) (the “Reply”).
In addressing Fintiv Factor 2, the Reply cited to the federal time-to-trial statistics
identified in the Interim Guidance and argued that Factor 2 favored institution
because the district court trial date calculated in accordance with those statistics
would occur six months after the Final Written Decision in this [PR. Reply at 5.

In its Sur-Reply arguments on Fintiv factor 2, PO cited Vector Flow, Inc. v.
HID Global Corp., IPR2023-00353, Paper 8 (P.T.A.B. July 17, 2023) for the
proposition that “the Board acknowledged that Judge Williams' median time to

trial is only 25.6 months.” PO’s Preliminary Sur-Reply, Paper 12 (August 7, 2023)
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at 5-6. The Sur-Reply asserted that the expected trial date based on that 25.6
month calculation was August 2024 and that Factor 2 therefore favored of denial.
Id. at 6. The Vector Flow decision cited in the Sur-Reply was subsequently
vacated by the Director on August 10, 2023. 1R2023-00353, Paper 11.

Petitioner requested authorization to file a supplement of just two pages to
address the new argument and evidence in the Sur-Reply as well as Director’s
vacatur of the Vector Flow decision. Ex. 3003. That request was denied. /d.

The ID denied institution under Fintiv. 1D at 18. In its Factor 2 analysis, the
Board relied on the new argument and evidence from the vacated Vector Flow
decision to which it had denied Petitioner the opportunity to respond:

We are not persuaded by Petitioner’s contention that Patent Owner
ignored the Interim Guidance. Patent Owner argues that in the
District of Delaware, the 33.7 months to trial data does not
accurately reflect Judge Williams’ median time-to-trial, which
Patent Owner contends is 25.6 months. Sur-reply 5-6; see also
Prelim. Resp. 5-6 (arguing that a specific judge’s time to trial can
reasonably be considered (citing Vector Flow, Inc. v. HID Global
Corp., IPR2023-00353, Paper 8 (PTAB July 17, 2023)). We find
that in the circumstances here, the scheduled trial date is a better
measure of the expected trial date than the median-time-to-trial
statistic because, as the Board recently noted, Judge Williams “was
recently confirmed to the bench, and he currently presides over
approximately 24% fewer patent cases than the average number of
patent cases for the other judges in the district.” See Vector Flow,
Inc. v. HID Global Corp., IPR2023- 00353, Paper 8 (PTAB July
17,2023) at 20 (citations omitted); see also Prelim. Resp. 11; Ex.
2001, 15.

In the above passage, the ID includes the following cite to the POPR: “see
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also Prelim. Resp. 5-6 (arguing that a specific judge’s time to trial can reasonably
be considered (citing Vector Flow, Inc. v. HID Global Corp., IPR2023-00353,
Paper 8 (PTAB July 17, 2023)).” This citation is wrong. The POPR never cited to
the Vector Flow decision—nor could it, as the POPR was filed on June 29, 2023,
more than two weeks before the Vector Flow decision issued on July 17 (later
vacated). And as discussed above, the POPR included no argument about
considering a judge’s time-to-trial statistics, about Judge Williams being recently
confirmed to the bench, nor did it include any evidence about his caseload.

III. THE BOARD’S RELIANCE ON NEW ARGUMENT AND
EVIDENCE AFTER DENYING PETITIONER ANY OPPORTUNITY
TO ADDRESS IT WAS AN ABUSE OF DISCRETION

The Board’s reliance on the evidence of Judge Williams’ caseload in its Fintiv
Factor 2 analysis without affording Petitioner any opportunity to respond to this
evidence was an abuse of discretion.

This new argument and evidence was presented for the first time in the Sur-
Reply. The Board’s apparent belief that the POPR raised this argument and
evidence was erroneous as discussed above. Moreover, the submission of this
evidence violated the Board’s Order authorizing the Reply and Sur-Reply. The
Order specifically prohibited any new evidence. The Sur-Reply’s citation to the
Vector Flow decision violated that prohibition: that citation did not rely on Vector

Flow for any legal principle, but rather relied on Vector Flow for factual evidence
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concerning Judge Williams’ caseload. Thus, when PO raised this argument and
evidence in the Sur-Reply, it was entirely new matter to which Petitioner had no
prior opportunity to respond and which violated the Board’s Order. The Board
should have either granted Petitioner’s request to address this new argument and
evidence or refused to consider the new argument and evidence.

Had the Board given Petitioner the opportunity to respond, Petitioner would
have demonstrated the existence of readily apparent flaws in this new argument
and evidence. For example, Petitioner would have noted that this new evidence on
Judge Williams’ patent caseload ignores other cases, including criminal cases, on
his docket. In fact, LexMachina shows that for the same time period as set forth in
CleveMed’s Ex. 29, Judge Williams’ caseload for all types of civil cases is 87
percent of the average of the three other active judges in the District of Delaware,
as opposed to 76 percent for just patent cases. Setting aside this flaw, Petitioner
also would have noted the flawed logic underlying the purely speculative
assumption that a 24 percent lower caseload translates to a 24 percent faster time-
to-trial for a newly appointed judge with no prior experience as a trial judge who,
unlike his peers in the District of Delaware, does not have the advantage of
historical context and engagement for the majority of his caseload.

Petitioner also would have produced additional evidence to back up these

intuitive (and correct) points. Petitioner would have produced the most recent
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statistics collected by the United States Courts pursuant to the Civil Justice Reform
Act showing that, as of March 2023, Judge Williams had 51 motions pending for
more than six months, which—despite PO’s claim of a lighter caseload—is more
than double any other Delaware district court judge. Petitioner also would have
submitted evidence showing that for all but two of those motions, the reason Judge
Williams gave for the delay in his decision was “Heavy Criminal & Civil
Caseload.” Petitioner would have submitted further evidence establishing that, as
of March 31, 2023, Judge Williams had 37 civil cases that were more than three
years old, which despite his purportedly lighter caseload, is the same amount or
higher than any other Delaware judge.

Consistent with this evidence, Petitioner also would have produced evidence
showing that, at the time its request was denied, a motion to dismiss the parallel
district court case had gone unresolved for more than a year after being fully
briefed (it has since been decided) and that not a single substantive motion in that
parallel case had been decided in the first 16 months of the case. As of the close of
fact discovery, there were still three discovery motions (all of them pending for
several months) waiting for a ruling. While this evidence is certainly under-
standable given the case load Judge Williams inherited, this evidence would have
demonstrated that, contrary to the Board’s decision to rely on the scheduled trial

date, there were very good reasons not to do so. Indeed, this evidence highlights

ACTIVE\1604452100.4





the wisdom in the Interim Guidance’s direction to rely on the federally published
time-to-trial statistics rather than scheduled trial dates, which frequently are
delayed. Using the median time-to-trial statistics as the measuring stick recognizes
the fundamental fact that litigation is unpredictable. Indeed, Petitioner would have
shown that Judge Williams recently vacated trial dates in at least two cases.

The Board’s reliance on the new (and incorrect) argument and evidence on
Fintiv Factor 2 significantly impacted the Fintiv analysis. This new argument and
evidence was the only reason identified in the ID for not following the Interim
Guidance’s direction to use the district court’s median time-to-trial statistics for
Factor 2. ID at 11-12. Those statistics demonstrate that the Board’s final written
decision would have preceded the district court trial by more than six months.
Thus, the ID’s erroneous departure from the Interim Guidance changed Factor 2
from favoring institution to favoring denial. This is particularly important because
Factor 2 is widely recognized as being weighed most heavily in the Fintiv analysis.
But here, Factor 5 also would have favored institution. Samsung Elecs. Co., Ltd. v.
Staton Techiya, LLC, IPR20222-00302, Paper 13, at 18-19 (P.T.A.B. July 11,
2022) (Factor 5 favors institution when Petitioner is subject to estoppel in the
district court and the final written decision is expected to precede the district court
trial). These two factors alone would have tipped the Fintiv analysis in favor of

institution given the Board’s finding that Factor 3 “only marginally, if at all,”
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favored denial. ID at 13.!

The Board’s decision to rely on the new argument and evidence first
presented in the Sur-Reply was fundamentally unfair and an abuse of discretion
that itself requires vacating the ID. Indeed, the Director did exactly that in the
Vector Flow case in part because the petitioner there was denied an opportunity to
address the same caseload evidence regarding Judge Williams that the Board relied
on here. Vector Flow, Inc. v. HID Global Corp., IR2023-00353, Paper 11 at 7-8
(Director, August 10, 2023). Similarly here, the Director should vacate the ID.

IV. THE BOARD’S TREATMENT OF ALTERNATIVE POSITIONS ON
MEANS-PLUS-FUNCTION CONSTRUCTION IS BAD POLICY

A. The Board’s Rationale on Fintiv Factor 6 Is a Policy Decision
That Potentially Bar IPRs for Any Petitioner That Takes
Alternative Positions in the District Court.

In its analysis of Fintiv Factor 6, the ID determined that Factor 6 favored
denial because it faulted Petitioner for taking “inconsistent positions” on the
applicability of MPF to the “processor” terms and failing to present an alternative
MPF construction in the Petition, which the ID asserted resulted in the potential for
conflicting decisions and “undermine[d] its argument that the Petition presents a

compelling unpatentability challenge.” ID at 17. The ID’s incorrect analysis

!'Factor 3 now favors institution because Petitioner withdrew in the district court

the challenges in the Petition due to a limit on the number of prior art references.
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effectively forces a petitioner to choose between foregoing IPR or abandoning a
potentially meritorious indefiniteness defense in the district court that the Board is
statutorily prohibited from resolving. Forcing this choice is bad policy.

Petitioner should not be precluded from IPR because it adopted PO’s
construction and did not present an alternative MPF construction in the Petition.
First, Petitioner believes that there is no such alternative construction because there
is no corresponding structure in the specification. Second, the absence of an
alternative MPF construction in the Petition did not hinder the Board because it
had the full district court briefing of both parties’ positions. Ex. 2008 at 61-82.
Third, the potential for inconsistent decisions is present whenever a petitioner takes
alternative positions on the applicability of MPF construction, not just when a
petition does not include an alternative MPF construction. This is because the
Board and the district court can always reach opposite conclusions on this issue
regardless of what constructions are presented, and neither forum is bound by the
other. This is particularly true here, where the “processor adapted to” limitations
are presumptively not subject to MPF construction because they do not recite
“means,” and “processor adapted for” limitations have often been found not to
invoke MPF treatment. Ex. 2008 at 64-65. Thus, absent guidance, the Board
could use the potential for “inconsistent decisions” to determine that Fintiv Factor

6 favors denial of institution whenever a petitioner adopts alternative positions on

11
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the applicability of MPF constructions.

As a practical matter, the ID’s reasoning on Factor 6 could preclude IPR
whenever a petitioner takes alternative positions. In the Fintiv analysis, a panel
weighs the various Fintiv factors “with a holistic view of whether the efficiency
and integrity of the system are best served by denying or instituting review.” ID at
18. If a panel analyzes Factor 6 as in the ID, it can assign a weight to Factor 6 that
would effectively result in denial of institution, given that Factor 1 is almost
always evaluated as neutral and Factor 5 is typically seen as favoring denial (as the
Board did here) when the Petitioner is, or is related to, the district court defendant
despite a contrary precedential Board opinion.?

The Board also decided that taking alternative positions on MPF
constructions was reason to short-circuit the compelling merits standard that could
override its Fintiv analysis. In its “compelling merits” analysis, the Board did not
analyze the merits of the petition under the plain meaning construction of the
“processor adapted for” limitations that both Petitioner and PO asserted should
govern this IPR. Instead, the Board determined in conclusory fashion that

Petitioner’s alternative position in the district court “undermines its argument that

2 Snap, Inc. v. SRK Tech. LLC, IPR2020-00820, Paper 15 at 16 (P.T.A.B. October
21, 2020) (precedential in relevant part). Petitioner respectfully requests that the

Director also clarify that status as a district court defendant does not favor denial.
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the Petition presents a compelling unpatentability challenge.” ID at 17.

In reaching this bare conclusion, the Board did not decide that MPF
construction applies to the “processor adapted for” terms. Instead, it concluded
that the mere possibility that it could determine that MPF construction applies—
despite both parties asserting that the plain meaning applies—was sufficient reason
to find that the compelling merits standard was not met. The Board stated that if it
determined that mean-plus-function construction applied to these limitations, the
absence of a MPF construction in the Petition would leave it with the choice
between alternative constructions that could potentially lead to inconsistent rulings
or “arguments set forth in the Petition becoming inapposite or otherwise failing to
provide a sufficient evidentiary basis to support institution.” ID at 17-18.

The Board’s reasoning does not withstand scrutiny. As discussed above,
there is always the potential for inconsistent decisions between the district court
and PTAB regarding the applicability of MPF construction. The district court,
which has far greater control over its schedule than the Board, can stay the case
and/or adopt the Board’s construction to avoid any inconsistency. Even if the
Board determines unpatentability under a plain meaning construction and the
district court determines validity under an MPF construction, those determinations
will not necessarily be inconsistent because both could reach the same decision on

validity, and the Federal Circuit can reconcile any inconsistency if necessary. The
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Board’s other concerns are illusory: if the Board were to decide on its own, without
input from the parties, that MPF construction applies to the processor limitations, it
could have denied institution based on the lack of an MPF construction in the
petition. Denying institution because such a construction might apply is a policy
decision, not a merits decision, based on a judgment that taking alternative
positions on a MPF construction is improper and should preclude IPR.

B. The Board’s Decision is Bad Policy

The Board’s determinations on Fintiv Factor 6 and compelling merits
effectively forces a petitioner to choose between IPR and a potentially meritorious
indefiniteness defense that 35 U.S.C. § 311(b) does not permit the Board to
resolve. Forcing this choice on petitioners is bad policy because taking alternative
positions on the applicability of MPF construction is entirely proper, particularly
when PO itself asserts that the Petition’s plain meaning construction is correct.

The better policy is articulated in Abbott Diabetes Care Inc. v. Dexcom, Inc.,
IPR2022-00913, Paper 14 (P.T.A.B. November 3, 2022). As recognized in Abbot,
Rule 42.104(b)(3) includes no requirement to advance the same claim construction
argument in an IPR and in district court. Id. at 14. Abbott recognizes the
“fundamental principle of party presentation which rests upon ‘the premise that
[parties represented by competent counsel] know what is best for them, and are

responsible for advancing facts and argument entitling them to relief.”” Id. at 15.
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Abbot further recognizes that forcing a petitioner to offer an MPF construction
“would appear to completely undermine the party presentation principle by
imposing a duty on Petitioner to make an argument against its interest in our
proceedings that is not required by our Rules.” Id. at 16.

C. The Director Should Address This Issue Now

The issue of whether taking alternative positions on the applicability of MPF
construction has been problematic for years. This can be seen by comparing the
majority’s opinion in Abbott with the dissenting opinion and the cases cited
therein. Petitioner respectfully requests that the Director resolve this issue,
preferably by making clear that adopting PO’s construction in an IPR while
asserting an indefiniteness defense or other alternative construction in a district
court action is entirely proper and should not be used as a reason to deny a petition.

V. REQUEST FOR VACATUR AND REMAND

For all of the reasons above, Petitioner requests that the Director issue an
order that (1) vacates the ID, (2) permits Petitioner to submit the new evidence and
argument on the Fintiv factors discussed above, and (3) requires reconsideration of
the Fintiv factors in view of that new evidence and argument and, if the Director so
decides, guidance on treatment of alternative constructions. Doing so is fair and

warranted in these circumstances.
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Respectfully submitted,

Dated: October 20, 2023 /s/ James M. Heintz

James M. Heintz
Reg. No. 41,828
Attorney for Petitioner
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CERTIFICATE OF SERVICE
The undersigned certifies service pursuant to 37 C.F.R. §§ 42.6(¢) and
42.105(b) on the Patent Owner by Electronic Mail of this Petitioner’s Response to
Patent Owner’s Preliminary Response.

James Hannah, Esq.

(PTO Reg. 56,369)

c/o KRAMER LEVIN NAFTALIS & FRANKEL, LLP
333 Twin Dolphin Drive

Suite 700

Redwood Shores, CA 94065

(650) 752-1700

jhannah@kramerlevin.com

Jeffrey H. Price, Esq.

(PTO Reg. 69,141)

c/o KRAMER LEVIN NAFTALIS & FRANKEL, LLP
333 Twin Dolphin Drive

Suite 700

Redwood Shores, CA 94065

(650) 752-1700

jprice@kramerlevin.com

Jenna Fuller, Esq.

(PTO Reg. 74,212)

c/o KRAMER LEVIN NAFTALIS & FRANKEL, LLP
333 Twin Dolphin Drive

Suite 700

Redwood Shores, CA 94065

(650) 752-1700

jfuller@kramerlevin.com

Jeffery Eng, Esq.

(PTO Reg. 63,189)

c/o KRAMER LEVIN NAFTALIS & FRANKEL, LLP
333 Twin Dolphin Drive

Suite 700
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Redwood Shores, CA 94065
(650) 752-1700
jeng@kramerlevin.com

Dated: October 20, 2023 /s/ James M. Heintz

James M. Heintz
Reg. No. 41,828
Attorney for Petitioner
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