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L. INTRODUCTION

Patent Owner, Biofrontera Inc. (“Patent Owner” or “Biofrontera”),
respectfully requests that the Director exercise his discretion to deny the Petition for
post-grant review filed by Sun Pharmaceutical Industries, Inc. (“Petitioner”)
challenging U.S. Patent No. 12,280,146 (the *146 patent).

First, the Petition failed to comply with the statutory requirement to identify
“all real parties in interest” because it does not name other entities publicly identified
in its financial reports as having an interest in this proceeding, including at least its
parent company. Notably, the Petitioner failed to provide this information despite
the Petition being filed months after the Director issued a memorandum emphasizing
the Office’s renewed enforcement of this requirement. See Memorandum on Interim
Processes for PTAB Workload Management (October 28, 2025) (reinstating prior
Office guidance on identification of real parties in interest).

Second, Patent Owner has made considerable U.S.-based investments in the
’146 Patent. Patent Owner is a U.S.-based company that purchased the 146 Patent
and other U.S. intellectual property assets related to the drug Ameluz® from its
Germany-based former parent company. Ameluz® is undergoing multiple clinical
trials in the United States to investigate its use as a treatment for various skin
conditions, including skin cancer. These clinical trials require considerable

investment and employ numerous U.S.-based workers to conduct them.



For at least these reasons, the Director should discretionarily deny the Petition.

II. PETITION FAILS TO NAME ALL REAL PARTIES-IN-INTEREST

Pursuant to 35 U.S.C. § 322(a)(2), a PGR petition must identify all real
parties-in-interest. See Corning Optical Communications RF, LLC v. PPC
Broadband Inc., IPR2014-00440, Paper 68 at 4 (PTAB Aug. 18,2015) (Precedential
except for § IL.E.1) (“Because the Petitions fail to identify all real parties in interest
as required by 35 U.S.C. § 312(a)(2), we grant Patent Owner’s Motions to Dismiss”).
Here, the Petition only identifies Petitioner itself, Sun Pharmaceutical Industries,
Inc., as a real party-in-interest. Pet. at 1. Yet Petitioner overlooks the scope of the
test for real party-in-interest, which requires at least its parent to be named (and
perhaps other related entities to Petitioner).

The Federal Circuit has held that the test for real party-in-interest in an IPR
“demands a flexible approach...an eye toward determining whether the non-party is
a clear beneficiary that has a preexisting, established relationship with the
petitioner.” Applications in Internet Time, LLC v. RPX Corp., 897 F.3d 1336, 1351
(Fed. Cir. 2018). There is little doubt that Sun Pharmaceutical Industries Ltd.
(“SPIL”), Petitioner’s India based parent company, should have been named as a
real party-in-interest in the Petition.

First, SPIL owns 100% of Petitioner and consolidates Petitioner’s financial

statements with its own:



a) List of entities included in the consolidated financial statements is as under:
Effective ownership for the year ended
Country of 2 gi——————————
Incorporation Asat Asat
March 31,2025 March 31,2024
Parent Company
Sun Pharmaceutical Industries Limited
20  SunPharmaceutical Industries, Inc. United States of 100.00% 100.00%
America

Ex. 2013 at 260. Given this relationship with Petitioner, SPIL would be “a clear
beneficiary that has a preexisting, established relationship with the petitioner.”
Applications in Internet Time, 897 F.3d at 1351. In addition, Petitioner’s financial
statements are further consolidated with four other Sun Pharma entities: 1) Sun
Pharma New Milford Parent LLC, 2) Sun Pharma Housatonic LLC, 3) Sun Pharma
Housatonic II LLC, and 4) Sun Pharma Housatonic III LLC. Ex. 2013 at 309. In
total, SPIL lists 130 entities from which it consolidates financial information,
including Petitioner. Id. at 260-263.

Further illustrating the level of control SPIL has over Petitioner is the fact that
Petitioner issues press releases in the name of SPIL and vice versa. For instance, a
press release dated October 22, 2025, uses letterhead for “Sun Pharmaceutical
Industries Inc. [Petitioner]” but states in the body of the press release that it is issued
by “Sun Pharmaceutical Industries Limited [SPIL]” to announce a new “Vice
President, Corporate Affairs for North America.” Ex. 2002 at 1. Similarly, a press
release dated January 16,2026, issued on SPIL letterhead identifies yet another SPIL

subsidiary, Checkpoint Therapeutics, Inc., as having certain “trademark rights”



while bearing a copyright indication in the name of Petitioner. See Ex. 2003 at 1
(letterhead for “Sun Pharmaceutical Industries Limited [SPIL]”) and 4 (“© 2026 Sun
Pharmaceutical Industries, Inc. [Petitioner] All rights reserved. UNLOXCYT and
UNLOXCYT SUPPORT are trademarks of Checkpoint Therapeutics, Inc.”).

The common interests and intermingling of Petitioner, its parent SPIL, and
other related subsidiaries in financial records and press releases call into question
Petitioner’s failure to properly identify all real parties-in-interest. It is Petitioner’s
burden to establish that it properly named all real parties-in-interest for this PGR.
Yangtze Memory Tech. Co., Ltd. v. Micron Tech., Inc., IPR2025-00098, Director
Order Denying Institution, Paper No. 38 at 8 (Informative) (“With its identification
of RPIs in dispute, it was Petitioner’s burden to bring forth evidence or arguments
demonstrating that it named all RPIs.”); see also Aruze Gaming Macau, Ltd. v. MGT
Gaming, Inc., Case IPR2014-01288, Paper 13 at 12 (PTAB Feb. 20, 2015) (“if a
nonparty can influence a petitioner’s actions in a proceeding before the Board, to the
degree that would be expected from a formal copetitioner, that nonparty should be
considered a[] [real party-in-interest] to the proceeding.”); and Radware, Inc. v. F5
Networks, Inc.,IPR2017-01249, Paper 10 at 7 (PTAB Oct. 23,2017) (unnamed party
can be considered an RPI where “an actual measure of control or opportunity to

control the filing of and participation in an IPR might reasonably be expected”).



Therefore, the Petition fails to identify all the real-parties-in-interest in
accordance with the Director’s October 28, 2025 memo and the Petition should be
denied.

1. PETITION SHOULD BE DENIED AS PATENT OWNER HAS

SETTLED EXPECTATIONS VIA U.S.-BASED INVESTMENTS
RELATED TO THE ’146 PATENT

Patent Owner has made substantial U.S.-based investments in the commercial
development and market for products encompassed by the 146 Patent. The *146
Patent is part of Patent Owner’s portfolio for Ameluz® as recognized in the FDA
Orange Book. Ex. 2004. In addition, Patent Owner’s press releases have publicized
that the invention of the ’ 146 Patent relates to the “propylene glycol-free formulation
of Ameluz®.” Ex. 2005 (noting the “patent for the revised formulation of Ameluz®
was issued on April 22, 2025, which is a reference to the 146 Patent); see Ex. 1001
at cover (’146 Patent issued on “Apr. 22, 20257).

Significantly, Patent Owner “is a U.S.-based biopharmaceutical company”
that in 2025 acquired all U.S. intellectual property associated with Ameluz®,
including the ’146 Patent, from its Germany-based former parent company. Ex. 2007
(Patent Owner Dec. 18, 2025 press release); Ex. 2006 (Patent Owner June 30, 2025

press release); see also USPTO Assignment Records at Reel/Frame 73509/0006.

This transfer of assets from the Germany-based former parent company to a U.S.-



based company was “secured, in part, by an $11.0 million investment.” Ex. 2007 at
1.

In addition to its $11 million investment to transfer these assets to a U.S.-
based company, clinical studies to further the development of Ameluz® are also
being run in the United States. See, e.g., Ex. 2008 (“Phase 3” clinical trial studying
Ameluz® for treatment of certain skin cancer conducted “at 15 sites in the United
States of America.”); see also Ex. 2009 (listing multiple trials for Ameluz® that are
“conducted in the US”). On average, conducting phase 1 trials costs about $5M,
phase 2 trials cost $7M-$20M, and phase 3 trials cost $20M-$100M. Ex. 2010 at 3;
Ex. 2011 at 1-2. Thus, these trials to study Ameluz® and expand its potential
indications for treating patients represent a substantial additional investment in the
United States related to the 146 Patent. See Amgen, Inc. v. BMS, IPR2025-00601,
Paper 9 at 2 (PTAB July 24, 2025) (“an extraordinary amount of investment, time,
and resources dedicated to research, development, trials, and regulatory approval
correlates to settled expectations™); see also Empower Clin. Servs. LLC v. Eli Lilly
& Co., IPR2025-01024, Paper 15 at 2 (citing investment in clinical trials as part of
the reason for discretionary denial).

Biofrontera is a small US-based business that controls and runs its clinical
trials in the US. Presently, its only commercial pharmaceutical product is Ameluz®,

which is approved in combination with its medical devices, the BF-RhodoLED and



RhodoLED® XL. Biofrontera’s revenue, therefore, is heavily dependent on sales of
Ameluz®. See Ex. 2012 at 4-5 (“Overview” and “Our Strategy” sections). At the end
of 2025, Biofrontera had 92 employees, with over 80% of those employees located
in the US. Id. at 5 (“Employees”). As Biofrontera explains in its 10-K, core aspects
of its strategy depend on conducting clinical research to create new label indications
and extensions. See Id. at 4-5 (“Our Strategy”). Beginning on June 1, 2024,
Biofrontera assumed control of all clinical trials relating to Ameluz® in the US. Its
efforts have since resulted in one new label expansion to cover up to three tubes for
treatment, two clinical trials ongoing, and three clinical trials in the planning stages.
Id. at 6. Of note, following a Phase III clinical trial, the FDA has accepted
Biofrontera’s filing to use Ameluz® for the treatment of superficial Basal Cell
Carcinoma (“sBCC”) and set a Prescription Drug User Fee Act (“PDUFA”) date of
September 28, 2026. Id. at 6. Importantly, the FDA approved the formulation of
Ameluz® covered by this patent in 2024 and this formulation is in use in the US
production of Ameluz®, including for clinical trials. See Id. at 6. Over the 2025
fiscal year, Biofrontera’s R&D spending increased by nearly 80 percent, to $3.7
million. /Id. at 40. The plurality of that spending—over $1.5 million—is for
Biofrontera’s personnel-related costs. /d. Thus, although Biofrontera is a relatively
small company, the majority of its employees are in the US and a significant part of

its focus and spending is on US clinical research and development.



Iv. CONCLUSION

The Petition fails to meet the requirement that it name all real parties-in-

interest. In addition, Patent Owner has made substantial U.S.-based investments

related to the *146 Patent. These reasons support discretionary denial of this Petition.

Lastly

Therefore, the Director should discretionarily deny institution of this PGR.
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