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Pursuant to 37 C.F.R. § 42.63(e), Petitioner Dr. Falk Pharma GmbH (“Dr. 

Falk”) provides an updated list of its exhibits in this proceeding. 

Exhibit No. Description 

1001 U.S. Patent No. 11,246,828 to Perrett et al. 

1002 U.S. Publication No. 20070111978 to Dohil et al.  

1003 EP2482822B1 that was revoked by the European Patent Office 

1004 The Opposition Division of the European Patent Office decision 
revoking EP2484822B1 with auxiliary requested claims 

1005 “Guidance for Industry: Orally Disintegrating Tablets,” U.S. Food 
& Drug Administration, Center for Drug Evaluation and Research 
(CDER), 2008. 

1006 Notice of Publication of FDA Guidance for Industry on Orally 
Disintegrating Tablets, Federal Register, Vol. 73, No. 242 at 
76366, December 16, 2008. 

1007 “DRAFT Guidance for Industry: Orally Disintegrating Tablets,” 
U.S. Food & Drug Administration, Center for Drug Evaluation and 
Research (CDER), 2007. 

1008 International Publication No. WO2000044351 to Grother et al. 

1009 Svoboda et al., “Oral formulations of budesonide: a novel 
treatment for inflammatory bowel disease,” Drugs of Today, 
44:857-863 (2008) at 857. 

1010 Tan et al., “Eosinophilic gastroenteritis treated with non-enteric-
coated budesonide tablets,” European Journal of Gastroenterology 
& Hepatology, 13:425-427 (2001) 

1011 Kolkman et al., “Evaluation of oral budesonide in the treatment of 
active distal ulcerative colitis,” Drugs of Today, 40:589-601 (2004) 
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Exhibit No. Description 

1012 Siewert et al., “Eosinophilic gastroenteritis with severe protein-
losing enteropathy: Successful treatment with budesonide,” 
Digestive and Liver Disease, 38:55-59 (2006) 

1013 Elsing et al., “Budesonide for the treatment of obstructive 
eosinophilic jejunitis,” Z. Gastroenterology, 45:187-189 (2007). 

1014 Aceves et al., “Topical viscous budesonide suspension for 
treatment of eosinophilic esophagitis,” Journal of Allergy and 
Clinical Immunology 116:705-706 (2005) 

1015 Aceves et al., “Oral Viscous Budesonide: A potential new therapy 
for eosinophilic esophagitis in children,” American Journal of 
Gastroenterology, 102:1-9 (2007) 

1016 
 

The United States Pharmacopeia, USP 32, 2009 at pages 262-263 
“<701> Disintegration” 

1017 Danckwerts, “Intraoral Drug Delivery: A Comparative Review,” 
American Journal of Drug Delivery, 1:171-186 (2003). 

1018 Fu et al., “Orally fast disintegrating tablets:  developments, 
technologies, taste-masking and clinical studies,” Critical Reviews 
in Therapeutic Drug Carrier Systems, 21:433-475 (2004) 

1019 Shukla et al., “Mouth Dissolving Tablets I: An overview of 
formulation technology,” Scientia Pharmaceutica, 77:309-326 
(2009) (March 6, 2009) 

1020 U.S. Publication No. 20050232988 to Venkatesh et al. 

1021 RESERVED 

1022 RESERVED 

1023 RESERVED 

1024 RESERVED 
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Exhibit No. Description 

1025 Goodman & Gilman’s:  The Pharmacological Basis of 
Therapeutics, 11th edition, eds. Brunton, Lazo, Parker, 2005 

1026 Budenofalk® Brochure (2005) 

1027 Budenofalk® Advertisement (2007) 

1028 Dr. Falk Pharma Brochure (2008) 

1029 Curriculum Vitae of Alan F. Parr, Pharm.D., Ph.D. 

1030 RESERVED 

1031 Prosecution history excerpts from U.S. Application No. 
12/896,005, which issued as U.S. 8,771,729 

1032 RESERVED 

1033 RESERVED  

1034 RESERVED  

1035 U.S. Patent No. 7,122,198 to Singh et al. 

1036 U.S. Patent No. 7,229,641 Cherukuri et al. 

1037 RESERVED 

1038 RESERVED  

1039 Prosecution history excerpts from U.S. Application No. 
17/236,295, which issued as U.S. 11,266,598 

1040 The United States Pharmacopeia Convention, Revision Bulletin, 
2008, “<701> Disintegration” 

1041 Conway, “Solid dosage forms,” Chapter  4.1 in Pharmaceutical 
Manufacturing Handbook: Production and Processes, ed. Gad, 
pages 235-265 (2008)  
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Exhibit No. Description 

1042 “Magnesium Stearate,” Handbook of Pharmaceutical Excipients, 
5th edition, eds. Rowe et al., pages 430-433 (2006) 

1043 “Mannitol,” Handbook of Pharmaceutical Excipients, 5th edition, 
eds. Rowe et al., pages 449-453 (2006) 

1044 “Povidone,” Handbook of Pharmaceutical Excipients, 5th edition, 
eds. Rowe et al., pages 611-616 (2006) 

1045 “Sucralose,” Handbook of Pharmaceutical Excipients, 5th edition, 
eds. Rowe et al., pages 742-743 (2006) 

1046 “Polyethylene glycol,” Handbook of Pharmaceutical Excipients, 
5th edition, eds. Rowe et al., pages 545-550 (2006) 

1047 El-Arini et al., “Evaluation of disintegration testing of different fast 
dissolving tablets using the texture analyzer,” Pharmaceutical 
Development & Technology, 7:361-371 (2002) 

1048 Prosecution history excerpts from U.S. Application No. 
15/816,154, which issued as U.S. 10,632,069 

1049 Prosecution history excerpts from U.S. Application No. 
16/821,464, which issued as U.S. 11,246,828 

1050 RESERVED 

1051 Declaration of Alan F. Parr, Pharm.D., Ph.D. supporting IPR 
petition of U.S. 11,246,828 

1052 U.S. Patent No. 10,632,069 to Perrett et al. 

1053-1113 RESERVED 

1114 November 3, 2025 Oral Hearing Transcript Regarding IPR2025-
00052, IPR2025-00054, IPR2025-00055, and IPR2025-00056 
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Dated: November 19, 2025  
  
  Respectfully submitted, 
 
  By:  /Nathanael R. Luman/  

Nathanael R. Luman (Reg. No. 63,160) 
KNOBBE MARTENS OLSON & BEAR, LLP 
 
Attorney for Petitioner Dr. Falk Pharma GmbH 
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CERTIFICATE OF SERVICE 

The undersigned hereby certifies that on the date below a copy of 

PETITIONER’S UPDATED EXHIBIT LIST AND EXHIBIT 1114 was served 

by email to counsel for Ellodi at addresses below: 

Sanya Sukduang 
ssukduang@cooley.com 

Jonathan Davies 
jdavies@cooley.com 

 
Jonathan Cousin 

jcousin@cooley.com 
 

Isha Agarwal 
           iagarwal@cooley.com 

Ellodi_IPR@cooley.com  
 
Dated: November 19, 2025   By:  /Nathanael R. Luman/  

Nathanael R. Luman (Reg. No. 63,160) 
KNOBBE MARTENS OLSON & BEAR, LLP 

 


