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I. Introduction

Patent Owner Sun Pharmaceutical Industries, Inc. (“Sun” or “Patent Owner”)
respectfully requests Director Review of the Board’s Final Written Decision (Paper
53) (“FWD”) in IPR2024-01312. The Board’s FWD finding claims 1, 2, 4-6, 16,
17, and 19-21 (the “Challenged Claims”) of U.S. Patent No. 11,697,028 (the “’028
Patent”) unpatentable as obvious implicates (a) erroneous conclusions of law, (b)
erroneous findings of material fact, and (c) important issues of law or policy that
warrant Director Review. 37 C.F.R. § 42.75(a); Director Review Process § 2(B)(i1).
II. The Board Deviated From The Agreed-Upon Construction And

Improperly Broadened The Construction Of “Uniformly Illuminate” In
Three Separate Ways

The FWD did not expressly construe any claim term, and asserted that the
FWD is “not inconsistent with the claim constructions set forth in the ID.” FWD,
13, fn. 7. That is incorrect. The FWD improperly included three key implicit
constructions of the “uniformly illuminate a treatment surface” / “uniformly

(114

illuminating a treatment surface” claim terms (the “‘uniformly illuminate’ terms™)
that critically and improperly broadened the scope away from the agreed-upon
construction of “irradiating light over the active emitting area such that the measured

irradiance at a treatment surface of the patient is at least within 60% of the measured

maximum.” Paper 14 (“POR”), 17-19; EX2033, 15; EX2090, 26.
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First, the Board held that “the recited ‘treatment area’ is unspecified, and
therefore includes very small and/or flat areas of a patient’s body.” FWD, 27. But
this 1s a construction-of-a-construction that neither the parties—nor the ITC—ever
considered. “Uniformly illuminate” requires uniformity when all five panels are
used. See, e.g., EX1001, claim 1 (“an illuminator comprising five panels... the
illuminator being configured to uniformly illuminate a treatment surface”).
Nonetheless, the Board improperly found that the limitation can be met “for a small,
flat treatment area covered by a single panel (which is all the claim requires).”
FWD, 28. Not only is the Board’s understanding inconsistent with the claim
language itself, it is inconsistent with the stated purpose of the patent itself. See
EX1001, 2:7-64 (contrasting conventional illuminators being limited to treatment of
“acne” in which “uniformity of light across the target area during a given treatment
is less of a concern” against the claimed illuminator that eliminates “optical dead
space that can occur at or near the hinges of conventional adjustable illuminators”
to “deliver a uniformity of light across various areas of a patient’s body, such as a
patient’s extremities (e.g., arms and legs) or torso, in addition to a patient’s face and
scalp”).

Indeed, Biofrontera premised its non-infringement arguments at the ITC on
the understanding that the agreed-upon construction must be satisfied when all five

panels are used. See, e.g., EX2097, 29 (“Consistent with the plain and ordinary
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meaning of this phrase, light sources disposed on all of ‘the at least five panels’ must
be used to ‘uniformly illuminate a treatment surface.” The use of fewer than five
panels to uniformly illuminate a patient does not infringe.”) (citations omitted);
EX2095, 99 (asserting that Biofrontera’s recommendation to use only three panels
to treat a patient “does not infringe”). “The Board’s claim construction rules are
designed to ensure that the Board correctly construes claim terms and to minimize
inconsistency in claim construction between forums. ... To that end, the rules
discourage petitioners from seeking broader constructions at the Board to support
a patentability challenge while seeking narrower constructions in litigation to
avoid infringement liability.” Revvo Techs., Inc. v. Cerebrum Sensor Techs., Inc.,
I[PR2025-00632, Paper 20 (Dir. Rev. Nov. 3, 2025) (precedential), 4 (internal
citations omitted). But ironically, the Board’s FWD allows such gamesmanship to
play out here between the two proceedings by adopting a construction that is even
broader than the one advanced by the Petitioner at the ITC and making it easier to
find unpatentability.

Second, the Board held the “uniformly illuminate” terms to be a “functional
limitation” requiring that “the combination [of Lundahl and Larsen] is [merely]
‘capable of” uniformly illuminating a treatment area.” FWD, 27. When a claim term
is interpreted as a functional limitation, it is often viewed as a broad claim term

because the claim may encompass all means or methods of meeting the required
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“irradiating light over the active emitting area such that the measured irradiance at a
treatment surface of the patient is at least within 60% of the measured maximum.”
Application of Swinehart, 439 F.2d 210, 213 (Cust. Ct. 1971) (“‘Functional’
terminology may render a claim quite broad. By its own literal terms a claim
employing such language covers any and all embodiments which perform the recited
function.”). Yet, the Board provided no explanation whatsoever why this claim
term—which had an agreed-upon construction by the parties—suddenly warranted
treatment as a functional limitation, a position neither party advanced. This is yet
another clear error by the Board. See, e.g., Kohler Co. v. Delta Faucet Co.,1PR2024-
00700, Paper 35 (Dir. Rev. Jan. 16, 2026), 3-4 (vacating-in-part the FWD and
remanding to the Board because “although the Board did not expressly construe the
disputed limitation..., it appears that the Board implicitly determined that the claim
requires a ‘meaningful’ amount of light to be emitted in the required direction and
applied that implicit construction...,” that the Board’s “construction was erroneous,”
and that the Board “credited an argument that [the parties] did not make.”).

Third, the FWD conflates “uniform” illumination with “gap-free”
illumination. Under the parties’ agreed-upon construction, “uniform” illumination
requires “irradiating light over the active emitting area such that the measured

irradiance at a treatment surface of the patient is at least within 60% of the measured

maximum.” See, e.g., POR, 18. This is distinct from a “gap-free” illumination that
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merely requires some light to reach the treatment surface without any gaps. And this
different concept is readily illustrated by Figures 7 and 8 of the *028 Patent,
reproduced below. Conventional illuminators achieved “gap-free” illumination (i.e.,
no unlit spaces including purple and blue colored regions on the left) but were not
able to achieve “uniform” illumination (i.e., orange and red colored regions on the

left and right) throughout the entirety of the treatment surface.

Conventional llluminator ‘028 Patent

LMIFOR!

G2 3 3
ROWRONANGLE

FIG.7

EX1001, Figures 7 and 8; see also EX2091, 26.

But the Board conflated the two because the Board held that not only Lundahl,
but Larsen also independently meets “uniform” illumination. FWD, 27 (“We also
find that Larsen is configured to provide uniform illumination.”). The Board cites
to EX2018, 49151, 154 and EX1004, [0072] as alleged support for why Larsen meets
the “uniform” illumination limitation. See FWD, 27. But both citations demonstrate

the Board’s error. First, EX2018 is not even remotely related to Larsen nor does it
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even have 151, 154. Second, as for EX2004, [0072], as illustrated below, it merely
discusses Larsen’s scan engine, which moves the LEDs up and down such that it
provides radiation “without leaving any unradiated gaps” in the region illuminated

by that particular panel. EX1004, [0072].

scan-engine-66-moves-the-light-sources-
up-and-down-with-“linear-movements”q

EX1004, Figures 2c-d, 3; POR, 38-40. While that vertical movement of the scan
engine may demonstrate that the particular region illuminated by that single panel
may achieve “gap-free” illumination (e.g., with 30% of the measured maximum),
there is nothing in Larsen or in any of Petitioner’s analysis that demonstrate “the
measured irradiance at a treatment surface of the patient is at least within 60% of

99 ¢¢

the measured maximum” is achieved by “the illuminator” “comprising five

panels,” as the claim requires. See, e.g., EX1001, claim 1.
The Board’s improper implicit broadening of the scope of the “uniformly

illuminate” terms in these three key manners facilitated the finding of unpatentability
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over that of the construction agreed upon by the parties. That was legal error and a
due process violation and—at a minimum—warrants the FWD be vacated and
remanded to the Board.

III. The Board Improperly Credited Arguments That Were Presented After
Institution As If Those Arguments Were Presented In The Petition

The Board found that “Petitioner contends that the combined teachings of
Lundahl and Larsen disclose illuminators with light sources on panels ‘configured
to uniformly illuminate a treatment surface.”” FWD, 26 (citing Pet., 39-42). But
that is incorrect for two reasons.

First, the Petition only discussed Lundahl and Larsen individually. See Pet.,
39-42 (“Lundahl teaches ... Larsen teaches... Thus, Lundahl and Larsen teaches the
limitations of claim 1(c).”). But “[o]bviousness requires more than a mere showing
that the prior art includes separate references covering each separate limitation in a
claim under examination.” Unigene Lab'ys, Inc. v. Apotex, Inc., 655 F.3d 1352, 1360
(Fed. Cir. 2011); see also KSR International Co. v. Teleflex Inc., 550 U.S. 398, 418
(“A patent composed of several elements is not proved obvious by merely
demonstrating that each of its elements was, independently, known in the prior art.”).
The Petition never explains how the proposed combination—Dby (1) replacing the
fluorescent tubes of Lundahl with the LEDs of Larsen and (2) breaking up Lundahl’s

single panel into five separate panels that have gaps and hinges between them—
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would have achieved the required “measured irradiance at a treatment surface of the
patient [] at least within 60% of the measured maximum” under the agreed-upon
construction. See, e.g., POR, 19-33; Paper 35 (“Sur-Reply”), 5-19; Paper 42, 1-5.
That omission alone renders the Petition deficient. See ActiveVideo Networks, Inc.
v. Verizon Commc'ns, Inc., 694 F.3d 1312, 1327 (Fed. Cir. 2012) (finding the claims
to be valid because the challenger “failed to explain how specific references could
be combined, which combination(s) of elements in specific references would yield
a predictable result, or how any specific combination would operate or read on the
asserted claims.”).

Second, the Petition never attempted to demonstrate how the combined
system of Lundahl and Larsen meets the agreed-upon construction of “uniformly
illuminate”—namely how the “measured irradiance at a treatment surface of the
patient is at least within 60% of the measured maximum.” As such, Patent Owner
highlighted the Petitioner’s failure to address the agreed-upon construction from the
ITC in the Petition. Patent Owner did not stop there. Patent Owner additionally
explained that Petitioner’s proposed combination of Lundahl and Larsen would (1)
create “gaps” between the panels, (2) create “gaps” between the LEDs, (3) require
“undue experimentation,” and (4) relies on hindsight reconstruction. POR, 22-24,
31-33. Petitioner only then—after Patent Owner pointed out the Petition’s

deficiencies—attempted to address the “measured irradiance at a treatment surface
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of the patient is at least within 60% of the measured maximum” requirement. See
Reply, 6-13. The Board then improperly credited Petitioner’s Reply arguments as if
those arguments were present in the Petition itself. FWD, 27-29. But those reply
arguments cannot cure the deficiencies of the Petition itself. See Wasica Fin. GmbH
v. Cont'l Auto. Sys., Inc., 853 F.3d 1272, 128687 (Fed. Cir. 2017) (“Rather than
explaining how its original petition was correct, Continental's subsequent arguments
amount to an entirely new theory of prima facie obviousness absent from the
petition. Shifting arguments in this fashion is foreclosed by statute, our precedent,
and Board guidelines.”). The Board’s adoption of those belated arguments was an
abuse of discretion by the Board and warrants vacatur because, even if remanded,
the Petitioner would not be able to demonstrate that this limitation was met by the
proposed combination of Lundahl and Larsen.

IV. Earlier Finding of Validity At the ITC And Petitioner’s Inconsistent
Claim Construction Positions Warrant De-Institution

The FWD also implicates important issues of law or policy. When the same
arguments were presented in the ITC and every single one of the factual
determinations were found in Patent Owner’s favor, the same outcome (i.e., validity
of all challenged claims) is justified in the PTAB even under the lower
preponderance of the evidence standard. The FWD attempts to justify the

contradicting outcomes between the ITC and the FWD (1) based on the assertion
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that the Board was able to consider new arguments in the IPR that the ALJ was never
able to consider at the ITC and (2) because the two forums have differing burdens
of proof. Both assertions lack merit.

A. The Board Substantively Considered The Same Arguments That
The ALJ Considered

The FWD asserts that “the record before us includes critical declaration and
deposition testimony not before the ITC (see, e.g., Tr. 10:11-14:2; Exs. 1026-1027).”
FWD, 4. But the Board’s discussion at FWD, 4 is merely a generic statement, not
tied to any specific arguments. Indeed, the Board identifies only 9917-20 and §922-
26 of EX1026 as testimony that was not considered by the ITC in the FWD’s
limitation-by-limitation analysis. See FWD, 25, fn. 9 and 31, fn. 13. Notably,
neither citation provides any critical evidence or arguments that the ITC did not
already hear.

First, beginning with EX1026, 9422-26, the table below compares the key
arguments presented in EX1026, 4922-26 with the corresponding arguments made
by Biofrontera in its pre-hearing brief (EX2096) at the ITC. As shown, the near

verbatim arguments were presented to and considered by the ITC.

EX1026, 9922-26 EX2096, 173, fn. 25
“[T]he illustration provided by Dr.|“The illustration provided by Dr.

Jokerst shows an area of reduced | Jokerst shows an area of reduced

emission that is next to and even in front | emission that is next to and even in front

10
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of the ears. This is not what Lundahl

discloses. Lundahl states that the
reduced emission is behind the ears.
Consequently, it is my opinion that Dr.
Jokerst’s positions on the areas of
reduced emission mischaracterize the

teachings of Lundahl.”

of the ears. ... However, this 1s not what
Lundahl discloses, as Lundahl states
that the reduced emission is behind the
ears. ... Consequently, Dr. Jokerst's
positions on the areas of reduced

emission mischaracterize the teachings

of Lundahl.”

See also EX2097, 64.

Second, EX1026, 17-20 does not contain any new evidence that “directly
refut[es] Dr. Jokerst’s testimony.” FWD, 25. Indeed, the Petitioner itself admits
that this testimony is commensurate with the testimony already heard by the Board
and the ALJ. Petitioner argued to the ITC’s Commission that “[a]lthough this
testimony was not before the ALJ here, this is not the only testimony cited by the
FWD. The PTAB also cited testimony from the *028 Patent inventors (Ex. 2052 in
IPR2024-01312 ..., 74:2-14, 88:15-89:8) regarding parameters they adjusted to
reach uniformity... This testimony is before the Commission and should lead to the
same conclusion.” See EX2094, 20-21.

In fact, EX1026, 917-20 itself demonstrates why Biofrontera’s argument has
no teeth: EX1026, 4917-20 argues that this “gap” problem is “easily addressed” by
pointing to the ’028 Patent itself as purported evidence of this “common
understanding” of the purported solution. See EX1026, q418-19. Relying on the

patent itself as evidence of obviousness is improper and the Board should never have

11
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credited that testimony. Univ. of Strathclyde v. Clear-Vu Lighting LLC, 17 F.4th
155, 167 (Fed. Cir. 2021) (rejecting reliance on “the *706 patent itself” to support
obviousness because “[t]he inventor’s own path itself never leads to a conclusion of
obviousness; that is hindsight” (quoting Otsuka Pharm. Co. v. Sandoz, Inc., 678 F.3d
1280, 1296 (Fed. Cir. 2012))).

In other words, contrary to the Board’s assertions, no new “critical” arguments
or evidence were presented in the IPR that the ALJ did not hear in the ITC
proceeding. Accordingly, the Board’s assertion that the record materially differed
from the ITC is unsupported.

B. Director Has De-Instituted IPR Proceedings After ITC’s Initial
Determination Despite The Different Burdens Of Proof

The Board’s reliance on the different burdens of proof between the ITC and
the PTAB has little teeth given the fact that not only did the ALJ hear substantively
identical arguments, but the ALJ also had the benefit of live testimony, which courts
have repeatedly found to be significantly more reliable than evidence “from the
sterile nature of a proceeding that is limited to documentary and declaration or
deposition evidence.” Streck, Inc. v. Research & Diagnostic Sys., Inc., 659 F.3d
1186 (Fed. Cir. 2011). Indeed, the ALJ’s findings should be given great deference
“because the district court [or ITC] may observe witnesses under examination and

cross-examination, [so] it can have a ‘powerful advantage’ over the Board which

12
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can never receive testimony in such a manner.” Winner Int’l Royalty Corp. v. Wang,
202 F.3d 1340, 1347 (Fed. Cir. 2000); see also Burlington Indus., Inc. v. Quigg, 822
F.2d 1581, 1582 (Fed. Cir. 1987).

Indeed, Paper 42 identified the factual determinations made by the ALJ that
were based on the identical evidence and arguments presented in both this instant
IPR and the ITC. See generally Paper 42. When every disputed factual issue was
resolved in Patent Owner’s favor in the ITC (i.e., a forum that had the advantage of
live testimony), the Board should have given deference to those factual
determinations, and there is no justification for the Board’s finding of unpatentability
even under the lower preponderance of the evidence standard.

The Director, in similar situations, has previously sua sponte de-instituted an
IPR proceeding when the ITC’s ID involving the same patent, same prior art, and
same asserted grounds found that the claims are not invalid. See, e.g., Sinclair
Pharma Ltd. et al. v. Hydrafacial, LLC, IPR2025-00145, Paper 41. Indeed, the
Director has sua sponte vacated a FWD and terminated the proceeding altogether
because the “Board improperly ignored prior decisions.” See Verizon Connect Inc.,
v. Omega Patents, LLC, IPR2023-01162, Paper 35, 1. Patent Owner requests the
same here as well.

C. Director Has De-Instituted IPR Proceedings Because Petitioner
Took Inconsistent Claim Construction Positions

13
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The request for de-institution is further warranted because Petitioner took
different claim construction positions in the IPR relative to the ITC—without any
explanation as to why it is taking inconsistent positions. First, in the Petition,
Petitioner merely “has taken a view of the scope of the claims consistent with Patent
Owner’s infringement allegations,” (Pet., 12), and never addressed how the agreed-

upon construction of “uniformly illuminate” was met in_the Petition itself by the

proposed combination of Lundahl and Larsen. Second, Petitioner contended that

the following claim terms are indefinite in the ITC: (1) “a higher intensity of light is
emitted proximate the second edges compared to the intensity of light emitted not
proximate the second edges,” (2) “photodynamically diagnosing or treating a
patient,” (3) “the five panels are individually configurable to control illumination
from each of the five panels,” and (4) “within approximately four inches of the
treatment surface.” Compare EX2033, 16, 26, 37, 43 with Petition, 12-13. In other
words, Petitioner is engaging in gamesmanship by arguing that the same claim terms
have different meaning at the ITC than in the instant proceeding.

Again, the Director, in similar situations, has de-instituted IPR proceedings.
See Revvo Techs., Paper 20 (vacating institution by holding that a Petitioner must
explain why it takes different claim construction positions in the Petition and in
district court; merely adopting a Patent Owner’s district court claim construction is

not sufficient); Tesla, Inc. v. Intellectual Ventures Il LLC, IPR2025-00340, Paper 18

14
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(Dir. Rev. Nov. 15, 2025) (informative) (vacating institution by holding that a
Petitioner’s explanation that it could not argue indefiniteness in an IPR is insufficient
to show why different claim construction positions are warranted in district court
and at the Board). Patent Owner submits that de-institution is also warranted here

to ensure no further expenditure of the Board’s resources.

V. CONCLUSION

For the foregoing reasons, Patent Owner respectfully requests that the
Director reverse the Board’s Final Written Decision because the Petition itself never
demonstrated how the proposed combination of Lundahl and Larsen meets the
agreed-upon construction of the “uniformly illuminate” terms—the Petition merely
treated Lundahl and Larsen’s teaching individually. At a minimum, Patent Owner
requests that the Director vacate the Board’s Final Written Decision and remand the
proceeding back to the Board so that the proper and agreed-upon construction of the
“uniformly illuminate” terms can be correctly applied.

Finally, for policy reasons, Patent Owner respectfully request the Director to
vacate the Institution Decision and terminate the proceeding such that consistency
between the ITC and the Board can be maintained and/or because the Petitioner
chose to pursue inconsistent claim construction positions across the two different
proceedings—precisely the behavior the Director has previously found to warrant

de-institution.

15
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