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I. RELIEF REQUESTED 

Pursuant to 37 C.F.R. § 42.10(c), the Board’s Notice of Filing Date 

Accorded to Petition and Time for Filing Patent Order Preliminary Response (Paper 

4, dated August 28, 2023) (hereinafter “Authorizing Order”), and the Board’s 

“Order–Authorizing Motion for Pro Hac Vice Admission” (Paper 7) in Case 

IPR2013-00639 (hereinafter “Unified Patents Order”), Petitioner Pfizer Inc. 

(“Pfizer”) respectfully requests pro hac vice admission of Michael J. Mestitz in this 

proceeding.  The parties have met and conferred, and Patent Owner does not oppose 

this motion. 

II. GOVERNING LAW, RULES AND PRECEDENT 

The Board is authorized to recognize counsel pro hac vice pursuant to 

37 C.F.R. § 42.10(c), which provides that: 

The Board may recognize counsel pro hac vice during a 

proceeding upon a showing of good cause, subject to the 

condition that lead counsel be a registered practitioner and 

to any other conditions as the Board may impose. For 

example, where the lead counsel is a registered 

practitioner, a motion to appear pro hac vice by counsel 

who is not a registered practitioner may be granted upon 

showing that counsel is an experienced litigating attorney 

and has an established familiarity with the subject matter 

at issue in the proceeding. 
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The Authorizing Order requires that any motion for pro hac vice admission be filed 

in accordance with the Unified Patents Order.  See Authorizing Order at 2.  The 

Unified Patents Order requires that a pro hac vice motion “[c]ontain a statement of 

facts showing there is good cause for the Board to recognize counsel pro hac vice 

during the proceeding.” Unified Patents Order at 3. A motion for pro hac vice 

admission should also be accompanied by an affidavit or declaration of the 

individuals seeking to appear attesting to the following: 

(i) Membership in good standing of the Bar of at least one State or 

the District of Columbia; 

(ii)  No suspensions or disbarments from practice before any court 

or administrative body; 

(iii) No application for admission to practice before any court or 

administrative body ever denied;  

(iv) No sanctions or contempt citations imposed by any court or 

administrative body;  

(v) The individual seeking to appear has read and will comply with 

the Office Patent Trial Practice Guide and the Board’s Rules of Practice for 

Trials set forth in part 42 of 37 C.F.R.;  
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(vi) The individual will be subject to the USPTO Rules of 

Professional Conduct set forth in 37 C.F.R. §§ 11.101 et seq. and disciplinary 

jurisdiction under 37 C.F.R. § 11.19(a); 

(vii) All other proceedings before the Office for which the individual 

has applied to appear pro hac vice in the last three (3) years; and  

(viii) Familiarity with the subject matter at issue in the proceeding. 

Unified Patents Order at 3. 
 

In its Authorizing Order, the Board gave the parties permission to file 

motions for pro hac vice admission.  See Authorizing Order at 2. Pursuant to that 

Order, Pfizer hereby files a motion for pro hac vice admission of Michael J. Mestitz.  

III. STATEMENT OF FACTS 

Based on the following facts, and supported by the Declaration of Mr. 

Mestitz (Ex. 1319) submitted herewith, which attests to each of the items required 

by the Unified Patents Order, Pfizer requests the pro hac vice admission of Michael 

J. Mestitz in this proceeding: 

1. Pfizer’s counsel, David Krinsky, Stanley Fisher, and Michael X. Liu, are 

registered practitioners (Krinsky, Reg. No. 72,339); (Fisher, Reg. No. 

55,820); (Liu, Reg. No. 68,815).   

2. Mr. Mestitz has established familiarity with the subject matter at issue in 

this proceeding.  As detailed below, Mr. Mestitz assisted in the preparation 
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of the Petitioner Reply and accompanying exhibits, and has engaged in 

extensive strategic discussions with Petitioner’s lead and backup counsel 

regarding the matters at issue in this proceeding.  Mr. Mestitz is also 

counsel of record in district court litigation regarding the challenged 

patent.  ModernaTx, Inc. et al. v. Pfizer Inc. et al., No. 1:22-11378-RGS 

(D. Mass).   

3. Mr. Mestitz is a member in good standing of the bars of California and the 

District of Columbia, and has been admitted to practice before the United 

States Court of Appeals for the First, Second, Third, Fourth, Fifth, Ninth, 

Tenth, Eleventh and District of Columbia Circuits .  (Ex. 1319 ¶ 3). 

4. Mr. Mestitz has never been suspended or disbarred from practice before 

any court or administrative body.  (Ex. 1319 ¶ 4). 

5. No court or administrative body has ever denied Mr. Mestitz’s application 

for admission to practice before it.  (Ex. 1319 ¶ 5). 

6. No court or administrative body has ever imposed sanctions or contempt 

citations on Mr. Mestitz.  (Ex. 1319 ¶ 6). 

7. Mr. Mestitz has read and will comply with the Office of Patent Trial 

Practice Guide and the Board’s Rules of Practice for Trials set forth in part 

42 of 37 C.F.R.  (Ex. 1319 ¶ 7). 
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8. Mr. Mestitz understands and agrees that he will be subject to the USPTO 

Code of Professional Responsibility set forth in 37 C.F.R. §§ 11.101 et seq. 

and will be subject to disciplinary jurisdiction under 37 C.F.R. § 11.19(a).  

(Ex. 1319 ¶ 8). 

9. Concurrently with this motion, Mr. Mestitz is applying to appear pro hac 

vice in IPR2023-01359 (regarding U.S. Patent No. 10,933,127). 

Mr. Mestitz has not applied to appear pro hac vice in any other proceedings 

before the Office in the last three (3) years.  (Ex. 1319 ¶ 9). 

IV. GOOD CAUSE EXISTS FOR THE PRO HAC VICE ADMISSION 
OF MR. MESTITZ IN THIS PROCEEDING 

 
The Board may recognize counsel pro hac vice during a proceeding 

upon a showing of good cause, subject to the condition that lead counsel be a 

registered practitioner and to any other conditions as the Board may impose.  37 

C.F.R. § 42.10(c).  Pfizer’s counsel, David Krinsky, Stan Fisher, and Michael X. 

Liu, are registered practitioners before the Board.  Based on the facts contained 

herein, as supported by Mr. Mestitz’s declaration, good cause exists to admit Mr. 

Mestitz pro hac vice in this proceeding. 

As set forth in his declaration, Mr. Mestitz has established familiarity 

with the subject matter at issue in the proceeding.  Mr. Mestitz assisted in the 

preparation of the Petitioner Reply and accompanying exhibits filed by Petitioner in 

this proceeding.  Mr. Mestitz has also reviewed Petitioner’s other pleadings ane 
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exhibits, Patent Owner’s pleadings and exhibits, and the Board’s orders in this 

proceeding. Mr. Mestitz has engaged in strategic discussions with Petitioner’s lead 

and backup counsel regarding the conduct of this proceeding.  Mr. Mestitz is also 

counsel of record in district court litigation regarding the challenged patent.  

ModernaTx, Inc. et al. v. Pfizer Inc. et al., No. 1:22-11378-RGS (D. Mass).  

Mr. Mestitz’s admission pro hac vice will permit him to participate in depositions in 

this matter.  For these reasons, Pfizer has a substantial need for Mr. Mestitz’s pro 

hac vice admission and his involvement in the continued prosecution of this 

proceeding.  

V. CONCLUSION 

For the foregoing reasons, Pfizer respectfully request that Mr. Mestitz 

be admitted pro hac vice in this proceeding.   

The Patent Trial and Appeal Board is hereby authorized to charge any 

fees associated with this filing to Deposit Account No. 506403.  

 
September 27, 2024 
 

/Michael Xun Liu/ 
Michael Xun Liu  
Reg. No. 68,815 
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UPDATED EXHIBIT LIST 
 

Exhibit No. Document Previously 
Submitted 

Ex. 1001 U.S. Patent No. 10,702,600 X 

Ex. 1002 Declaration of Daniel O. Griffin, M.D., Ph.D. X 

Ex. 1003 Curriculum Vitae of Daniel O. Griffin, M.D., Ph.D. X 

Ex. 1004 Declaration of James J. Moon, Ph.D. X 

Ex. 1005 Curriculum Vitae of James J. Moon, Ph.D. X 

Ex. 1006 Reserved  

Ex. 1007 Reserved  

Ex. 1008 File History for U.S. Patent No. 10,702,600 X 

Ex. 1009 U.S. Patent App. Publication 2013/0266640 (“Schrum”) X 

Ex. 1010 International Patent App. Pub. No. WO 2012/006369 
(“Geall”) X 

Ex. 1011 
Zhi-yong Yang et al., A DNA vaccine induces SARS 
coronavirus neutralization and protective immunity in 
mice, 428 NATURE 561 (2004) (“Yang”) 

X 

Ex. 1012 International Patent App. Pub. No. WO 2005/118813 
(“Altmeyer”) X 

Ex. 1013 Jon A. Wolff et al., Direct gene transfer into mouse 
muscle in vivo, 247 SCIENCE 1465 (1990) X 

Ex. 1014 
Frédéric Martinon et al., Induction of virus-specific 
cytotoxic T lymphocytes in vivo by liposome-entrapped 
mRNA, 23 EUR. J. IMMUNOL. 1719 (1993) 

X 

Ex. 1015 Matthew Cobb, Who discovered messenger RNA?, 25 
CURRENT BIOLOGY R523 (2015)  X 
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Exhibit No. Document Previously 
Submitted 

Ex. 1016 Andrew J. Geall et al., RNA:  The new revolution in 
nucleic acid vaccines, 25 SEMIN. IMMUNOL. 152 (2013) X 

Ex. 1017 
W. Michael McDonnell & Frederick K. Asari, 
Molecular medicine – DNA vaccines, 334 N. ENGL. J. 
MED. 42 (1996) 

X 

Ex. 1018 

Suzanne Clancy & William Brown, Translation:  DNA 
to mRNA to Protein, 1 NATURE EDUCATION 101 (2008) 
(https://www.nature.com/scitable/topicpage/translation-
dna-to-mrna-to-protein-393/) 

X 

Ex. 1019 Thomas Schlake et al., Developing mRNA-vaccine 
technologies, 9 RNA BIOLOGY 1319 (2012) X 

Ex. 1020 

Karl-Josef Kallen & Andreas Theß, A development that 
may evolve into a revolution in medicine:  mRNA as the 
basis for novel, nucleotide-based vaccines and drugs, 2 
THER. ADV. VACCINES 10 (2014) 

X 

Ex. 1021 

Katalin Karikó et al., Suppression of RNA recognition 
by Toll-like receptors: The impact of nucleoside 
modification and the evolutionary origin of RNA, 23 
IMMUNITY 165 (2005) 

X 

Ex. 1022 

Katalin Karikó et al., Incorporation of pseudouridine 
into mRNA yields superior nonimmunogenic vector with 
increased translational capacity and biological 
stability, 16 MOLECULAR THERAPY 1833 (2008) 

X 

Ex. 1023 U.S. Patent No. 8,691,966 X 

Ex. 1024 

Naomi Kresge, “The messenger RNA pioneers 
everyone ignored,” Bloomberg, Nov. 23, 2021,  
(available at https://www.bloomberg.com/news/ 
newsletters/2021-11-23/the-messenger-rna-pioneers-
everyone-ignored) 

X 

https://www.nature.com/scitable/topicpage/translation-dna-to-mrna-to-protein-393/
https://www.nature.com/scitable/topicpage/translation-dna-to-mrna-to-protein-393/
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Exhibit No. Document Previously 
Submitted 

Ex. 1025 

“Katalin Karikó and Drew Weissman awarded Horwitz 
Prize for pioneering research on COVID-19 vaccines,” 
Columbia University Irving Medical Center, Aug. 16, 
2021, (available at https://www.cuimc.columbia.edu/ 
news/horwitz-prize-2021) 

X 

Ex. 1026 Patent Sublicense Agreement Between Cellscript, LLC 
and ModernaTx, Inc.  X 

Ex. 1027 Reserved  

Ex. 1028 

Katalin Karikó et al., Increased eythropoiesis in mice 
injected with submicrogram quantities of 
pseudouridine-containing mRNA encoding 
erythropoietin, 20 MOLECULAR THERAPY 948 (2012) 

X 

Ex. 1029 

R. J. deGroot et al., Part II – The Positive Sense Single 
Stranded RNA Viruses, Family Coronaviridae, in VIRUS 
TAXONOMY:  NINTH REPORT OF THE INTERNATIONAL 
COMMITTEE ON TAXONOMY OF VIRUSES 806 (2012)  

X 

Ex. 1030 Alimuddin Zumla et al., Middle East respiratory 
syndrome, 368 LANCET 995 (2015) X 

Ex. 1031 
Lanying Du et al., The spike protein of SARS-CoV – a 
target for vaccine and therapeutic development, 7 
NATURE REV. MICROBIOLOGY 226 (2009) 

X 

Ex. 1032 
Patrick Midoux & Chantal Pichon, Lipid-based mRNA 
vaccine delivery systems, 14 EXPERT REV. VACCINES 
221 (2015) 

X 

Ex. 1033 Reserved  

Ex. 1034 Reserved  
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Exhibit No. Document Previously 
Submitted 

Ex. 1035 
ModernaTX, Inc. et al v. Pfizer Inc. et al. (D. Mass. 22-
11378-RGS) D.I. 105 - District Court Memorandum and 
Order on Claim Construction, August 1, 2023 

X 

Ex. 1036 Notice of Allowance of U.S. Patent No. 10,933,127 
(Application No. 16/880,829) (Sep. 18, 2020) X 

Ex. 1037 U.S. Provisional Patent App. titled “Measles Vaccine” 
(Moderna Measles Priority Application) X 

Ex. 1038 
U.S. Provisional Patent App. No. 62/244,946 titled 
“Human Metapneumovirus Vaccine” (Moderna HMPV 
Priority Application) 

X 

Ex. 1039 Notice of Abandonment of U.S. Patent Application No. 
13/917,720 (Aug. 12, 2015) (published as Ex. 1009) X 

Ex. 1040 

Jesper Pallesen et al., Immunogenicity and structures of 
a rationally designed prefusion MERS-CoV spike 
antigen, 114 PROC NATL. ACAD. SCI. USA E7348 
(2017) 

X 

Ex. 1041 Reserved   

Ex. 1042 Reserved   

Ex. 1043 
Excerpts from Bruce Alberts et al., Chapters 1, 3, 5-7, 
24, and 25 in MOLECULAR BIOLOGY OF THE CELL, 4th 
Ed. (2002) 

X 

Ex. 1044 
Excerpts from Geoffrey M. Cooper & Robert E. 
Hausman, Chapters 1, 7, and 8 in THE CELL: A 
MOLECULAR APPROACH, 5th Ed. (2009) 

X 

Ex. 1045 
Ayako Yamamoto et al., Current prospects for mRNA 
gene delivery, 71 EUR. J. PHARM. BIOPHARM. 484 
(2009) 

X 
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Exhibit No. Document Previously 
Submitted 

Ex. 1046 

Katalin Karikó & Drew Weissman, Naturally occurring 
nucleoside modifications suppress the 
immunostimulatory activity of RNA: Implication for 
therapeutic RNA development, 10 CURR. OPIN. DRUG 
DISCOV. DEVEL. 523 (2007) 

X 

Ex. 1047 
Kathryn A. Whitehead et al., Knocking down barriers: 
Advances in siRNA delivery, 8 NATURE REVIEWS DRUG 
DISCOVERY 129 (2009) 

X 

Ex. 1048 

Alison J. Lin et al., Three-dimensional imaging of lipid 
gene-carriers: Membrane charge density controls 
universal transfection behavior in lamellar cationic 
liposome-DNA complexes, 84 BIOPHYSICAL JOURNAL 
3307 (2003) 

X 

Ex. 1049 

Zhong Li et al. Application of ultra-high performace 
liquid chromatography for chemical characterization of 
liposome-based therapeutic small-interfering RNA, 13 
AMERICAN PHARMACEUTICAL REVIEW 102 (2010) 

X 

Ex. 1050 

S. S. Shidhaye et al., Solid lipid nanoparticles and 
nanostructured lipid carriers – Innovative generations 
of solid lipid carriers, 5 CURRENT DRUG DELIVERY 324 
(2008) 

X 

Ex. 1051 

Dhruba J. Bharali et al., Nanoparticles and cancer 
therapy: A concise review with emphasis on 
dendrimers, 4 INTERNATIONAL JOURNAL OF 
NANOMEDICINE 1 (2009) 

X 

Ex. 1052 Reserved  

Ex. 1053 
A. D. Bangham et al., Diffusion of univalent ions across 
the lamellae of swollen phospholipids, 13 J. MOL. BIOL. 
238 (1965) 

X 
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Exhibit No. Document Previously 
Submitted 

Ex. 1054 
Marc J. Ostro et al., Evidence for translation of rabbit 
globin mRNA after liposome-mediated insertion into a 
human cell line, 274 NATURE 921 (1978) 

X 

Ex. 1055 
Giorgos J. Dimitriadis, Translation of rabbit globin 
mRNA introduced by liposomes into mouse 
lymphocytes, 274 NATURE 923 (1978) 

X 

Ex. 1056 Laura J. Peek et al., Nanotechnology in vaccine 
delivery, 60 ADV. DRUG DELIV. REV. 915 (2008) X 

Ex. 1057 
Center for Drug Evaluation and Research Approval 
Package for New Drug Application No. 50-718/S-50 for 
Doxil® 

X 

Ex. 1058 
Jochen Probst et al., Characterization of the 
ribonuclease activity on the skin surface, 4 GENETIC 
VACCINES AND THERAPY (2006) 

X 

Ex. 1059 Xiang Gao et al., Nonviral gene delivery: What we know 
and what is next, 9 THE AAPS JOURNAL E92 (2007) X 

Ex. 1060 

Ayesha Ahmad et al., New multivalent cationic lipids 
reveal bell curve for transfection efficiency versus 
membrane charge density: lipid–DNA complexes for 
gene delivery, 7 J. GENE MED. 739 (2005) 

X 

Ex. 1061 
Theresa M. Allen & Pieter R. Cullis, Liposomal drug 
delivery systems: From concept to clinical applications, 
65 ADV. DRUG DELIV. REV. 36 (2013) 

X 

Ex. 1062 International Patent App. Pub. No. WO 2011/140627 X 

Ex. 1063 Reserved   
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Exhibit No. Document Previously 
Submitted 

Ex. 1064 

Rumiana Tenchov et al., Lipid nanoparticles—From 
liposomes to mRNA vaccine delivery, a landscape of 
research diversity and advancement, 15 ACS NANO 
16982 (2021) 

X 

Ex. 1065 
Sean C. Semple et al., Rational design of cationic lipids 
for siRNA delivery, 28 NATURE BIOTECHNOLOGY 172 
(2010) 

X 

Ex. 1066 Robert Langer, New methods of drug delivery, 249 
SCIENCE 1527 (1990) X 

Ex. 1067 
Saba Ahmed et al., Biochemistry, Lipids, STATPEARLS 
PUBLISHING (2023) (available at 
https://www.ncbi.nlm.nih.gov/books/NBK525952/)  

X 

Ex. 1068 

Michael J. Bennett et al., Cholesterol enhances cationic 
liposome-mediated DNA transfection of human 
respiratory epithelial cells, 15 BIOSCIENCE REPORTS 47 
(1995) 

X 

Ex. 1069 

Zhaohua Huang et al. Asymmetric 1-alkyl-2-acyl 
phosphatidylcholine: A helper lipid for enhanced non-
viral gene delivery, (Author Manuscript), published in 
final edited from as 427 INT. J. PHARM. 64 (2012)  

X 

Ex. 1070 
James Heyes et al., Cationic lipid saturation influences 
intracellular delivery of encapsulated nucleic acids, 107 
J. CONTROLLED RELEASE 276 (2005) 

X 

Ex. 1071 International Patent App. Pub. No. WO 2012/031046 X 

Ex. 1072 Moderna Therapeutics, Inc. Petition for Inter Partes 
Review of U.S. Patent No. 8,058,069 (IPR2019-00554)  X 
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Exhibit No. Document Previously 
Submitted 

Ex. 1073 

Mikhail A. Zhukovsky et al., Heterogeneity of early 
intermediates in cell-liposome fusion mediated by 
influenza hemagglutinin, 91 BIOPHYSICAL JOURNAL 
3349 (2006) 

X 

Ex. 1074 

Yang Liu et al., Influence of polyethylene glycol density 
and surface lipid on pharmacokinetics and 
biodistribution of lipid-calcium-phosphate 
nanoparticles, (Author Manuscript), published in final 
edited form as 35 BIOMATERIALS 3027 (2014) 

X 

Ex. 1075 Reserved  

Ex. 1076 Reserved   

Ex. 1077 Reserved  

Ex. 1078 Excerpts from Kenneth Murphy, JANEWAY’S 
IMMUNOBIOLOGY, 8th Ed. (2012) X 

Ex. 1079 

Sander van Boheemen et al., Genomic characterization 
of a newly discovered coronavirus associated with acute 
respiratory distress syndrome in humans, 3 MBIO 
e00473 (2012) 

X 

Ex. 1080 
Fang Li, Receptor recognition mechanisms of 
coronaviruses: A decade of structural studies, 89 J. 
VIROL. 1954 (2015) 

X 

Ex. 1081 

Jason McLellan et al., Structure and function of RSV 
surface glycoproteins, (Author Manuscript), published 
in final edited form as 372 CURRENT TOPICS IN 
MICROBIOLOGY AND IMMUNOLOGY 83 (2014) 

X 

Ex. 1082 
Muthusamy Jayaraman et al., Maximizing the potency of 
siRNA lipid nanoparticles for hepatic gene silencing in 
vivo, 51 ANGEW. CHEM. INT. ED. 8259 (2012) 

X 
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Exhibit No. Document Previously 
Submitted 

Ex. 1083 
Alex K. K. Leung et al., Chapter Four – Lipid 
nanoparticles for short interfering RNA delivery, in 
ADVANCES IN GENETIC, Vol. 88, (2014) 

X 

Ex. 1084 

Sean C. Semple et al., Efficient encapsulation of 
antisense oligonucleotides in lipid vesicles using 
ionizable aminolipids: Formation of novel small 
multilamellar vesicle structures, 1510 BIOCHIMICA ET 
BIOPHYSICA ACTA 152 (2001) 

X 

Ex. 1085 Rosemary Kanasty et al., Delivery materials for siRNA 
therapeutics, 12 NATURE MATERIALS 967 (2013) X 

Ex. 1086 Reserved  

Ex. 1087 

Shutao Guo & Leaf Huang, Nanoparticles escaping 
RES and endosome: Challenges for siRNA delivery for 
cancer therapy, 2011 JOURNAL OF NANOMATERIALS 1 
(2011) 

X 

Ex. 1088 
Philip L. Felgner et al., Lipofection: A highly efficient, 
lipid-mediated DNA-transfection procedure, 84 PROC. 
NATL. ACAD. SCI. USA 7413 (1987) 

X 

Ex. 1089 Erick J. Dufourc, Sterols and membrane dynamics, 1 J. 
CHEM. BIOL. 63 (2008) X 

Ex. 1090 

Zhi-yong Yang et al., A DNA vaccine induces SARS 
coronavirus neutralization and protective immunity in 
mice, 428 NATURE 561 (2004) (downloaded from 
https://www.nature.com/articles/nature 
02463.pdf ) (not filed) 

Not Filed 

Ex. 1091 

Zhi-yong Yang et al., A DNA vaccine induces SARS 
coronavirus neutralization and protective immunity in 
mice, 428 NATURE 561 (2004) (“Yang”) (Library of 
Congress printed version) (not filed) 

Not Filed 
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Exhibit No. Document Previously 
Submitted 

Ex. 1092 Declaration of Robert F. Hartsmith (not filed) Not Filed 

Ex. 1093 Declaration of M. Ryan Meuth X 

Ex. 1094 Declaration of Gabrielle Landes X 

Ex. 1095 Declaration of Kathryn S. Kayali X 

Ex. 1096 Declaration of Thomas H. L. Selby  X 

Ex. 1097 Declaration of Douglas L. Sawyer X 

Ex. 1098 Exhibit from the Deposition of Deborah Fuller, 
Curriculum Vitae   X  

Ex. 1099 

Exhibit from the Deposition of Deborah Fuller, Jesse H. 
Erasmus et al., An Alphavirus-derived replicon RNA 
vaccine induces SARS-CoV-2 neutralizing antibody and 
T cell responses in mice and nonhuman primates, 12 
SCI. TRANSL. MED. 1 (2020) 

 X 

Ex. 1100 

Exhibit from the Deposition of Deborah Fuller, The 
Conversation, How mRNA and DNA vaccines could 
soon treat cancers, HIV, autoimmune disorders and 
genetic diseases (Jan 24, 2022) (available at 
https://theconversation.com/how-mrna-and-dna-
vaccines-could-soon-treat-cancers-hiv-autoimmune-
disorders-and-genetic-diseases-170772) 

 X 

Ex. 1101 

Exhibit from the Deposition of Deborah Fuller, Lingshu 
Wang et al., Evaluation of candidate vaccine 
approaches for MERS-CoV, 6 NATURE 
COMMUNICATIONS 7712 (2015) 

X  

Ex. 1102 
Exhibit from the Deposition of James Malackowski, 
Moderna Science & Technology Day dated May 17, 
2022 

 X 
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Exhibit No. Document Previously 
Submitted 

Ex. 1103 

Daniel O. Griffin et al., Cytokine storm of a different 
flavour: the different cytokine signature of SARS-CoV-2 
the cause of COVID-19 from the original SARS 
outbreak, 24 JOURNAL OF GLOBAL ANTIMICROBIAL 
RESISTANCE 90 (2021) 

X  

Ex. 1104 Deposition of Deborah Fuller, Ph.D., dated August 2, 
2024  X  

Ex. 1105 Deposition of Philip Krause, M.D., dated August 14, 
2024 (sealed) X  

Ex. 1105 Deposition of Philip Krause, M.D., dated August 14, 
2024 (redacted) X  

Ex. 1106 

Eric M. Slimko and Henry A. Lester, Codon 
optimization of Caenorhabditis elegans GluCl ion 
channel genes for mammalian cells dramatically 
improves expression levels, 127 JOURNAL OF 
NEUROSCIENCE METHODS 75 (2003) 

X  

Ex. 1107 
European Medicines Agency, Nuvaxovid (available at 
https://www.ema.europa.eu/en/medicines/human/EPAR/
nuvaxovid) 

 X 

Ex. 1108 

Frank Liang et al., Efficient Targeting and Activation of 
Antigen-Presenting Cells In Vivo after Modified mRNA 
Vaccine Administration in Rhesus Macaques, 25 MOL 
THERAPY 2635 (2017) 

X  

Ex. 1109 

Fei Song et al., Middle East Respiratory Syndrome 
Coronavirus Spike Protein Delivered by Modified 
Vaccinia Virus Ankara Efficiently Induces Virus-
Neutralizing Antibodies, 87 J. OF VIROLOGY 11950 
(2013) 

X  
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Exhibit No. Document Previously 
Submitted 

Ex. 1110 

FDA, FDA Takes Action on Updated mRNA COVID-
19 Vaccines to Better Protect Against Currently 
Circulating Variants (Sept. 11, 2023) (available at 
https://www.fda.gov/news-events/press-
announcements/fda-takes-action-updated-mrna-covid-
19-vaccines-better-protect-against-currently-circulating) 

 X 

Ex. 1111 

FDA, Novavax COVID-19 Vaccine, Adjuvanted (last 
updated Oct. 17, 2023)  (available at 
https://www.fda.gov/vaccines-blood-
biologics/coronavirus-covid-19-cber-regulated-
biologics/novavax-covid-19-vaccine-adjuvanted)  

 X 

Ex. 1112 
Gregory J. Atkins et al., The molecular pathogenesis of 
Semliki Forest virus: a model virus made useful?, 80 
JOURNAL OF GENERAL VIROLOGY 2287 (1999) 

X  

Ex. 1113 Gairdner, Pieter Cullis, (available at 
https://www.gairdner.org/winner/pieter-cullis)  X 

Ex. 1114 

Gavi, Taming the spike: How Jason McLellan helped 
turn the tide of the pandemic (May 16, 2022) (available 
at https://www.gavi.org/vaccineswork/taming-spike-
how-jason-mclellan-helped-turn-tide-pandemic) 

X  

Ex. 1115 

Himani Bisht et al., Severe acute respiratory syndrome 
coronavirus spike protein expressed by attenuated 
vaccinia virus protectively immunizes mice, 101 
BIOLOGICAL SCIENCES 6641 (2004) 

 X 

Ex. 1116 

History of Vaccines, The Future of Immunization: The 
Development of HIV Vaccines (available at 
https://historyofvaccines.org/vaccines-101/future-
immunization/development-hiv-vaccines)  

X 

Ex. 1117 
Ingmar Hoerr et al., In vivo application of RNA leads to 
induction of specific cytotoxic T lymphocytes and 
antibodies, 30 EUR. J. IMMUNOL. 1 (2000) 

X  
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Exhibit No. Document Previously 
Submitted 

Ex. 1118 

Kapil Bahl et al., Preclinical and Clinical 
Demonstration of Immunogenicity by mRNA Vaccines 
against H10N8 and H7N9 Influenza Viruses, 25(6) MOL 
THER. 1316 (2017) 

X  

Ex. 1119 

Lorna Leal et al., Phase I clinical trial of an 
intranodally administered mRNA-based therapeutic 
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Novavax, U.S. FDA Grants Emergency Use 
Authorization for Novavax COVID-19 Vaccine, 
Adjuvanted for Individuals Aged 18 and Over (July 13, 
2022) (available at https://ir.novavax.com/press-
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Ex. 1141 

Daniel O. Griffin and Thomas L. Rothstein, A small 
CD11b+ human B1 cell subpopulation stimulates T cells 
and is expanded in lupus, 208(13) J. EXP. MED. 2591 
(2011) 
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Ex. 1158 Reserved    
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X 



27  

Exhibit No. Document Previously 
Submitted 

Ex. 1180 “Welcome to our investor page,” BioNTech website 
(available at https://investors.biontech.de/) X 

Ex. 1181 
“Vision & Mission,” BioNTech website (available at 
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“FDA Takes Key Action in Fight Against COVID-19 
By Issuing Emergency Use Authorization for First 
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https://www.cnn.com/factsfirst/politics/factcheck_565aa
63a-4c46-4eea-9586-093253d1bdf3) 

X 

Ex. 1199 
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“Johnson & Johnson Updates U.S. COVID-19 Vaccine 
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X 
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“From zero to 500 million: America’s vaccination effort 
in 4 charts,” NBC News, December 30, 2021 (available 
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31232/https://www.modernatx.com/patents) 

X 

Ex. 1223 
“Patents,” Moderna website, December 9, 2023 
(available at https://web.archive.org/web/20231 
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hospitalizations) 

X 

Ex. 1231 

“US death rate dropped 6% in 2023, with Covid-19 
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us/story?id=86769988) 

X 

Ex. 1233 
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of Its Vaccine,” The New York Times, August 8, 2021 
(available at https://www.nytimes.com/2021/08/06/ 
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X 

Ex. 1234 

“AstraZeneca’s COVID-19 vaccine authorised for 
emergency supply in the UK,” AstraZeneca press 
release, December 30, 2020 (available at 
https://www.astrazeneca.com/media-centre/press-
releases/2020/astrazenecas-covid-19-vaccine-
authorised-in-uk.html#) 
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releases/2022/vaxzevria-receives-full-marketing-
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Ex. 1243 
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Moderna press release, February 23, 2023 (available at 
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X 
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X 



39  

Exhibit No. Document Previously 
Submitted 

Ex. 1264 

“Here’s Why COVID-19 Vaccines Like Pfizer’s Need 
to be Kept So Cold,” Science News, November 20, 
2020 (available at https://www.sciencenews.org/article/ 
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X 
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021/q4/Q4-2021-Earnings-Charts-FINAL.pdf) 
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X 
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X 
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11-16-oxford-astrazeneca-vaccine-reaches-two-billion-
dose-milestone) 

X 
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X 
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X 
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X 
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X 
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provider-relief/ about/covid-uninsured-claim) 
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X 
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X 
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X 
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X 
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Violating Vaccine Mandate,” Eater, October 12, 2021 
(available at https://ny.eater.com/2021/10/12/ 
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https://www.latimes.com/california/story/2022-09-
23/moderna-vs-pfizer-is-it-ok-to-mix-and-match-the-
updated-covid-19-booster-shots) 

X 

Ex. 1303 

“Covid-19: Biden tells states to offer $100 vaccine 
incentive as cases rise,” BBC, July 30, 2021 (available 
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X 

Ex. 1308 
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C.A. No. 24-512 (GBW) (D. Del.)) 
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U.S. Patent Number 11,786,467 (Asserted in 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
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X 
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X 
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