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sponsors-or-applicants-pdufa-products) 

X  
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Ex. 1147 

FDA, Investigational New Drug (IND) Application (last 
updated July 20, 2022) (available at 
https://www.fda.gov/drugs/types-
applications/investigational-new-drug-ind-application) 

X  

Ex. 1148 

FDA, Vaccine Development – 101 (last updated Dec. 
14, 2020) (available at https://www.fda.gov/vaccines-
blood-biologics/development-approval-process-
cber/vaccine-development-101) 

X  

Ex. 1149 

FDA, The FDA's Drug Review Process: Ensuring Drugs 
Are Safe and Effective (available at 
https://www.fda.gov/drugs/information-consumers-and-
patients-drugs/fdas-drug-review-process-ensuring-
drugs-are-safe-and-effective) 

X  

Ex. 1150 Reserved   

Ex. 1151 

Yuhua Hu et al., Cytosolic delivery mediated via 
electrostatic surface binding of protein, virus, or siRNA 
cargos to pH-responsive core-shell gel particles, 10(4) 
BIOMACROMOLECULES 756 (2009) 

X  

Ex. 1152 Deposition of Warren C.W. Chan Ph.D., dated July 30, 
2024 X 

Ex. 1153 

Akin Akinc et al., Targeted Delivery of RNAi 
Therapeutics With Endogenous and Exogenous Ligand-
Based Mechanisms, 18(7) MOLECULAR THERAPY 1357 
(2010) 

X  

Ex. 1154 
Lloyd B. Jeffs et al., A Scalable, Extrusion-Free Method 
for Efficient Liposomal Encapsulation of Plasmid DNA, 
22 PHARMACEUTICAL RESEARCH 362 (2005) 

X  

Ex. 1155 Reserved   
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Ex. 1156 
Teresa Coelho et al., Safety and Efficacy of RNAi 
Therapy for Transthyretin Amyloidosis, 369(9) NEW 
ENGLAND J. MED. 819 (2013) 

X  

Ex. 1157 Deposition of James E. Malackowski dated July 22, 
2024 and Errata Sheet dated Aug. 27, 2024 X  

Ex. 1158 Reserved    

Ex. 1159 Sealed Reply Declaration of Daniel Griffin X  

Ex. 1159 Redacted Reply Declaration of Daniel Griffin X 

Ex. 1160 Reserved   

Ex. 1161 Sealed Reply Declaration of James Moon X  

Ex. 1161 Redacted Reply Declaration of James Moon X 

Ex. 1162 Reserved   

Ex. 1163 Declaration of W. Christopher Bakewell X  

Ex. 1164 Sealed Declaration of L. Ross Pierce X  

Ex. 1164 Redacted Declaration of L. Ross Pierce X 

Ex. 1165 Reserved   

Ex. 1166 “COVID-19 Timeline,” CDC website (available at 
https://www.cdc.gov/museum/timeline/covid19.html) X 

Ex. 1167 

“After nearly $1B in research funding, Moderna takes 
$1.5B coronavirus vaccine order from U.S.” Fierce 
Pharma, August 12, 2020 (available at 
https://www.fiercepharma.com/pharma/after-nearly-1b-
research-funding-moderna-takes-1-5b-coronavirus-
vaccine-order-from-u-s) 

X 
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Ex. 1168 

“The biotech targeting personalized medicine," CNBC, 
May 13, 2015 (available at 
https://www.cnbc.com/2015/05/12/moderna-
therapeutics-is-trying-to-cure-disease-with-mrna-
drugs.html) 

X 

Ex. 1169 
“Our History,” BioNTech website (available at 
https://www.biontech.com/int/en/home/about/who-we-
are/history.html) 

X 

Ex. 1170 

“Collaboration to Develop mRNA Vaccines Expands,” 
CureVac press release, August 4, 2015 (available at 
https://www.curevac.com/en/collaboration-to-develop-
mrna-vaccines-expands/) 

X 

Ex. 1171 
“COVID-19 Commercialization,” HHS website 
(available at https://www.hhs.gov/coronavirus/ 
commercialization/index.html)  

X 

Ex. 1172 

“Inside the $250 million effort to convince Americans 
the coronavirus vaccines are safe,” CBS News, 
December 23, 2020 (available at 
https://www.cbsnews.com/news/covid-vaccine-safety-
250-million-dollar-marketing-campaign/) 

X 

Ex. 1173 Moderna Form 8-K, March 16, 2020 X 

Ex. 1174 

“WHO Director-General’s opening remarks at the 
media briefing on COVID-19 - 11 March 2020,” WHO 
website, March 11, 2020 (available at 
https://www.who.int/director-general/speeches/detail/ 
who-director-general-s-opening-remarks-at-the-media-
briefing-on-covid-19---11-march-2020) 

X 
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Ex. 1175 

“Moderna Ships mRNA Vaccine Against Novel 
Coronavirus (mRNA-1273) for Phase 1 Study,” 
Moderna website, February 24, 2020 (available at 
https://investors.modernatx.com/news/news-
details/2020/Moderna-Ships-mRNA-Vaccine-Against-
Novel-Coronavirus-mRNA-1273-for-Phase-1-
Study/default.aspx) 

X 

Ex. 1176 

“Operation Warp Speed Accelerated COVID-19 
Vaccine Development Status and Efforts to Address 
Manufacturing Challenges,” GAO website, February 5, 
2021 (available at https://www.gao.gov/assets/gao-21-
319.pdf) 

X 

Ex. 1177 

“Moderna Announces Expansion of BARDA 
Agreement to Support Larger Phase 3 Program for 
Vaccine (mRNA-1273) Against COVID-19,” Moderna 
website, July 26, 2020 (available at 
https://web.archive.org/web/20200726212828/https://in
vestors.modernatx.com/news-releases/news-release-
details/moderna-announces-expansion-barda-
agreement-support-larger-phase/) 

X 

Ex. 1178 

“FDA Takes Additional Action in Fight Against 
COVID-19 By Issuing Emergency Use Authorization 
for Second COVID-19 Vaccine,” FDA website, 
December 18, 2020 (available at https://www.fda.gov/ 
news-events/press-announcements/fda-takes-additional-
action-fight-against-covid-19-issuing-emergency-use-
authorization-second-covid) 

X 
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Ex. 1179 

“Moderna Receives Full U.S. FDA Approval for 
COVID-19 Vaccine Spikevax,” Moderna website, 
January 31, 2022 (available at https://investors. 
modernatx.com/news/news-details/2022/Moderna-
Receives-Full-U.S.-FDA-Approval-for-COVID-19-
Vaccine-Spikevax/default.aspx) 

X 

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

Ex. 1181 
“Vision & Mission,” BioNTech website (available at 
https://www.biontech.com/int/en/home/about/who-we-
are/vision-and-mission.html) 

X 

Ex. 1182 

“The Husband-and-Wife Team Behind the Leading 
Vaccine to Solve Covid-19,” The New York Times, 
November 10, 2020 (available at https://www.nytimes. 
com/2020/11/10/business/biontech-covid-vaccine.html) 

X 

Ex. 1183 

“Pfizer and BioNTech to Co-develop Potential COVID-
19 Vaccine,” BioNTech press release, March 17, 2020 
(available at https://investors.biontech.de/news-
releases/news-release-details/pfizer-and-biontech-co-
develop-potential-covid-19-vaccine) 

X 

Ex. 1184 Pfizer Form 10-K for the fiscal year ended December 
31, 2022 X 

Ex. 1185 “About,” Pfizer website (available at 
https://www.pfizer.com/about/history) X 

Ex. 1186 “Science,” Pfizer website (available at 
https://www.pfizer.com/science) X 

Ex. 1187 
“Ongoing Vaccine Research and Development at 
Pfizer,” Pfizer website (available at 
https://www.pfizer.com/science/vaccines/research) 

X 
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Ex. 1188 

“How will Pfizer maintain vaccine integrity during 
distribution?” Pfizer website (available at 
https://www.pfizer.com/science/coronavirus/vaccine/ma
nufacturing-and-distribution)  

X 

Ex. 1189 

 “Working to Make COVID-19 Vaccines Accessible to 
Everyone, Everywhere,” Pfizer website (available at 
https://www.pfizer.com/science/coronavirus/vaccine/wo
rking-to-reach-everyone-everywhere) 

X 

Ex. 1190 

“A vaccine is Pfizer’s best-selling drug,” Axios website, 
February 5, 2019 (available at 
https://www.axios.com/2019/02/05/pfizer-vaccine-
prevnar-top-selling-drug) 

X 

Ex. 1191 

“Top selling vaccines in pharmaceutical history,” 
Proclinical website, December 9, 2016 (available at 
https://www.proclinical.com/blogs/2016-9/top-selling-
vaccines-in-pharmaceutical-history) 

X 

Ex. 1192 

“BioNTech Signs Collaboration Agreement with Pfizer 
to Develop mRNA-based Vaccines for Prevention of 
Influenza,” Pfizer press release, August 16, 2018 
(available at https://www.pfizer.com/news/press-
release/press-release-detail/biontech-signs-
collaboration-agreement-pfizer-develop-mrna) 

X 

Ex. 1193 

“FDA Takes Key Action in Fight Against COVID-19 
By Issuing Emergency Use Authorization for First 
COVID-19 Vaccine,” FDA press release, December 11, 
2020 (available at https://www.fda.gov/news-
events/press-announcements/fda-takes-key-action-fight-
against-covid-19-issuing-emergency-use-authorization-
first-covid-19) 

X 
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Ex. 1194 

“FDA grants full approval to Pfizer-BioNTech’s Covid 
shot, clearing path to more vaccine mandates,” CNBC, 
August 23, 2021 (available at https://www.cnbc.com/ 
2021/08/23/fda-pfizer-biontech-covid-vaccine-wins-
full-approval-clearing-path-to-mandates.html) 

X 

Ex. 1195 

"U.S. Department of Health and Human Services, 
Explaining Operation Warp Speed" (available at 
https://www.nihb.org/covid-19/wp-
content/uploads/2020/08/Fact-sheet-operation-warp-
speed.pdf) 

X 

Ex. 1196 

“The U.S. has already invested billions in potential 
coronavirus vaccines. Here’s where the deals stand,” 
CNBC, August 14, 2020 (available at 
https://www.cnbc.com/2020/08/14/the-us-has-already-
invested-billions-on-potential-coronavirus-vaccines-
heres-where-the-deals-stand.html) 

X 

Ex. 1197 

"Operation Warp Speed Contracts for COVID-19 
Vaccines and Ancillary Vaccination Materials,” 
Congressional Research Service, March 1, 2021 
(available at https://crsreports.congress.gov/product/ 
pdf/IN/IN11560/7) 

X 

Ex. 1198 
CNN, Facts First (available at 
https://www.cnn.com/factsfirst/politics/factcheck_565aa
63a-4c46-4eea-9586-093253d1bdf3) 

X 

Ex. 1199 

“The U.S. Government’s Role in Domestic and Global 
COVID-19 Vaccine Supply and Distribution: 
Frequently Asked Questions,” Congressional Research 
Service, February 17, 2022 (available at 
https://crsreports.congress.gov/product/pdf/IF/IF12013) 

X 
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Ex. 1200 

“Johnson & Johnson Updates U.S. COVID-19 Vaccine 
Fact Sheet,” Johnson & Johnson press release, May 5, 
2022 (available at https://www.jnj.com/johnson-
johnson-updates-u-s-covid-19-vaccine-fact-sheet) 

X 

Ex. 1201 

“From zero to 500 million: America’s vaccination effort 
in 4 charts,” NBC News, December 30, 2021 (available 
at https://www.nbcnews.com/news/all/zero-500-million-
america-s-vaccination-effort-4-charts-n1286773) 

X 

Ex. 1202 

“Daily COVID-19 vaccine doses administered,” Our 
World in Data (available at 
https://ourworldindata.org/grapher/daily-covid-19-
vaccination-doses?tab=chart&country=~USA) 

X 

Ex. 1203 

“Household Pulse Survey Shows Many Don’t Trust 
COVID Vaccine, Worry About Side Effects,” United 
States Census Bureau, December 28, 2021 (available at 
https://www.census.gov/library/stories/2021/12/who-
are-the-adults-not-vaccinated-against-covid.html) 

X 

Ex. 1204 

“Joint CDC and FDA Statement on Johnson & Johnson 
COVID-19 Vaccine,” FDA website, April 13, 2021 
(available at https://www.fda.gov/news-events/press-
announcements/joint-cdc-and-fda-statement-johnson-
johnson-covid-19-vaccine)  

X 

Ex. 1205 

 “Coronavirus (COVID-19) Update: FDA Limits Use of 
Janssen COVID-19 Vaccine to Certain Individuals,” 
FDA News Release, May 5, 2022 (available at 
https://web.archive.org/web/20220505225458/https://w
ww.fda.gov/news-events/press-announcements/ 
coronavirus-covid-19-update-fda-limits-use-janssen-
covid-19-vaccine-certain-individuals) 

X 
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Ex. 1206 

“Use of the Janssen (Johnson & Johnson) COVID-19 
Vaccine: Updated Interim Recommendations from the 
Advisory Committee on Immunization Practices,” CDC 
website, January 20, 2022 (available at 
https://www.cdc.gov/mmwr/volumes/71/wr/mm7103a4.
htm)   

X 

Ex. 1207 

“What You Need to Know About the Novavax Protein-
Based Vaccine,” Johns Hopkins, July 14, 2022 
(available at https://publichealth.jhu.edu/2022/what-
you-need-to-know-about-the-novavax-protein-based-
vaccine) 

X 

Ex. 1208 

“What is the Novavax vaccine, and why does the world 
need another type of COVID-19 vaccine?” Gavi, 
February 14, 2022 (available at 
https://www.gavi.org/vaccineswork/what-novavax-
vaccine-and-why-does-world-need-another-type-covid-
19-vaccine) 

X 

Ex. 1209 

“Tracking Coronavirus Vaccinations Around the 
World,” The New York Times, March 13, 2023 
(available at https://www.nytimes.com/interactive/2021 
/world/covid-vaccinations-tracker.html) 

X 

Ex. 1210 

“Covid vaccine rates in the U.S. are slumping — and it 
will be a challenge to boost them,” CNBC, November 
30, 2023 (available at https://www.cnbc.com/2023/11 
/30/us-covid-shot-rates-are-low-and-it-will-be-a-
challenge-to-boost-them.html) 

X 

Ex. 1211 
“WHO chief declares end to COVID-19 as a global 
health emergency,” UN News, May 5, 2023 (available at 
https://news.un.org/en/story/2023/05/1136367) 

X 
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Ex. 1212 

“CDC COVID-19 Vaccination Program Provider 
Requirements and Support: 10/6/2023 Update,” CDC 
website, October 6, 2023 (available at 
https://www.cdc.gov/vaccines/covid-19/vaccination-
provider-support.html) 

X 

Ex. 1213 

“HHS Launches Bridge Access Program to Safeguard 
Free COVID-19 Vaccination for Uninsured and 
Underinsured Adults,” CDC Newsroom Releases, 
September 14, 2023 (available at 
https://www.cdc.gov/media/releases/2023/p0914-
uninsured-vaccination.html) 

X 

Ex. 1214 

“FACT SHEET: How Are COVID-19 Vaccines 
Covered by Insurance?” COVID-19 Vaccine Education 
and Equity Project, September 2023 (available at 
https://covidvaccineproject.org/wp-
content/uploads/2023/09/CVEEP_Youre-
Covered_Coverage-Overview_0923.pdf) 

X 

Ex. 1215 

“BioNTech Announces Fourth Quarter and Full Year 
2023 Financial Results and Corporate Update,” 
BioNTech press release, March 20, 2024 (available at 
https://investors.biontech.de/system/files-
encrypted/nasdaq_kms/assets/2024/03/20/8-02-
08/BNTX%20Q4%202023%20Press%20Release_EN_p
ost-issuance%20update.pdf) 

X 

Ex. 1216 

“BioNTech Announces Fourth Quarter and Full Year 
2022 Financial Results and Corporate Update,” 
BioNTech press release, March 27, 2023 (available at 
https://investors.biontech.de/node/14871/pdf) 

X 

Ex. 1217 

“BioNTech Announces Fourth Quarter and Full Year 
2021 Financial Results and Corporate Update,” 
BioNTech press release, March 30, 2022 (available at 
https://investors.biontech.de/node/11911/pdf)   

X 
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Ex. 1218 

"Moderna Covid vaccine sales plunge by two-thirds in 
2023, but meet company’s $6 billion forecast,” CNBC, 
January 8, 2024 (available at 
https://www.cnbc.com/2024/01/08/moderna-covid-
vaccine-sales-plunge-in-2023-but-meet-company-
forecast.html) 

X 

Ex. 1219 
 “Patents,” Moderna website, October 8, 2020 (available 
at https://web.archive.org/web/2020100814575 
1/https://www.modernatx.com/patents) 

X 

Ex. 1220 
 “Patents,” Moderna website, December 1, 2021 
(available at https://web.archive.org/web/202112011937 
50/https://www.modernatx.com/patents) 

X 

Ex. 1221 
 “Patents,” Moderna website, December 5, 2022 
(available at https://web.archive.org/web/202212050049 
29/https://www.modernatx.com/patents) 

X 

Ex. 1222 
 “Patents,” Moderna website, March 8, 2023 (available 
at https://web.archive.org/web/202303081 
31232/https://www.modernatx.com/patents) 

X 

Ex. 1223 
“Patents,” Moderna website, December 9, 2023 
(available at https://web.archive.org/web/20231 
209004401/https://www.modernatx.com/en-US/patents) 

X 

Ex. 1224 

“Why Did The World Shut Down For COVID-19 But 
Not Ebola, SARS Or Swine Flu?” ABC News, April 14, 
2020 (available at https://fivethirtyeight.com/ 
features/why-did-the-world-shut-down-for-covid-19-
but-not-ebola-sars-or-swine-flu/) 

X 

Ex. 1225 Bishai, D. et al, Handbook of Applied Health 
Economics In Vaccines, Oxford University Press, 2023 X 
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Ex. 1226 

“Landmark moment as first NHS patient receives 
COVID-19 vaccination,” NHS England, December 8, 
2020 (available at https://www.england.nhs 
.uk/2020/12/landmark-moment-as-first-nhs-patient-
receives-covid-19-vaccination/) 

X 

Ex. 1227 Edouard Mathieu et al., A global database of COVID-19 
vaccinations, 5 NAT HUM BEHAV 947 (2021)  X 

Ex. 1228 

“2020 Final Death Statistics: COVID-19 as an 
Underlying Cause of Death vs. Contributing Cause,” 
National Center for Health Statistics, January 7, 2022 
(available at https://www.cdc.gov/nchs/ pre 
ssroom/podcasts/2022/20220107/20220107.htm#print) 

X 

Ex. 1229 

“Provisional Mortality Data — United States, 2021,” 
CDC website, April 29, 2022 (available at 
https://www.cdc.gov/mmwr/volumes/71/wr/mm7117e1.
htm) 

X 

Ex. 1230 
“COVID-19 hospitalizations,” Our World in Data, 
(available at https://ourworldindata.org/covid-
hospitalizations) 

X 

Ex. 1231 

“US death rate dropped 6% in 2023, with Covid-19 
falling to 10th leading cause of death, CDC says,” CNN, 
August 8, 2024 (available at https://www.cnn.com/ 
2024/08/08/health/us-death-rate-2023-cdc/index.html)  

X 

Ex. 1232 

“FDA authorizes Novavax COVID-19 vaccine for 
emergency use in US,” ABC News, July 13, 2022 
(available at https://abcnews.go.com/Health/fda-
authorizes-novavax-covid-19-vaccine-emergency-
us/story?id=86769988) 

X 
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Ex. 1233 

“Novavax Says U.S. Will Pause Funding for Production 
of Its Vaccine,” The New York Times, August 8, 2021 
(available at https://www.nytimes.com/2021/08/06/ 
us/politics/novavax-coronavirus-vaccine.html) 

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#) 

X 

Ex. 1235 

“Vaxzevria receives full marketing authorisation in the 
EU for the prevention of COVID-19,” AstraZeneca, 
November 1, 2022 (available at 
https://www.astrazeneca.com/media-centre/press-
releases/2022/vaxzevria-receives-full-marketing-
authorisation-in-the-eu-for-the-prevention-of-covid-
19.html) 

X 

Ex. 1236 

“Press Briefing by White House COVID-⁠19 Response 
Team and Public Health Officials, April 27, 2021 
(available at https://www.whitehouse.gov/briefing-
room/press-briefings/2021/04/27/press-briefing-by-
white-house-covid-19-response-team-and-public-health-
officials-32/) 

X 

Ex. 1237 

“AZD1222 US Phase III primary analysis confirms 
safety and efficacy,” AstraZeneca, March 25, 2021 
(available at https://www.astrazeneca.com/media-
centre/press-releases/2021/azd1222-us-phase-iii-
primary-analysis-confirms-safety-and-efficacy.html) 

X 

Ex. 1238 
“Is Novavax a Buy Now?” The Motley Fool, March 4, 
2024 (available at https://www.fool.com/investing/2024/ 
03/04/is-novavax-a-buy-now/) 

X 
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Ex. 1239 

“Novavax's COVID-19 Shot Just in Time, Optimism 
Surrounds As Demand Picks Up Momentum,” Business 
Insider, October 4, 2023, (available at 
https://markets.businessinsider.com/news/stocks/novava
x-s-covid-19-shot-just-in-time-optimism-surrounds-as-
demand-picks-up-momentum-1032679259) 

X 

Ex. 1240 
“This was mRNA’s breakout year,” ACS Publications 
website, December 6, 2021 (available at 
https://pubs.acs.org/doi/10.1021/cen-09944-cover2) 

X 

Ex. 1241 

Hussain S. Lalani et al., US public investment in 
development of mRNA covid-19 vaccines: retrospective 
cohort study,  380 BRITISH MEDICAL JOURNAL e073747 
(2023)  

X 

Ex. 1242 

Moderna LinkedIn post (available at 
https://www.linkedin.com/posts/modernatx_breaking-
news-the-nobel-assembly-at-karolinska-activity-
7114610548184334336-NP4y?utm_source= 
share&utm_medium=member_desktop) 

X 

Ex. 1243 

“How researchers unlocked mRNA: Learn about mRNA 
research history,” Moderna website, video transcript 
(available at https://www.modernatx.com/en-US/power-
of-mrna/about-mrna#how-researchers-unlocked-mrna)  

X 

Ex. 1244 

“A Nobel for Modified mRNA,” American Association 
for the Advancement of Science, October 2, 2023 
(available at https://www.science.org/content/blog-
post/nobel-modified-mrna)   

X 
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Ex. 1245 

 “Moderna Reports Fourth Quarter and Fiscal Year 2022 
Financial Results and Provides Business Updates,” 
Moderna press release, February 23, 2023 (available at 
https://investors.modernatx.com/news/news-
details/2023/Moderna-Reports-Fourth-Quarter-and-
Fiscal-Year-2022-Financial-Results-and-Provides-
Business-Updates/default.aspx) 

X 

Ex. 1246 

NIH Technology Transfer Annual Report for the year 
ended December 31, 2021, pp. 48-49 (available at 
https://www.techtransfer.nih.gov/sites/default/files/docu
ments/pdfs/FY2021%20NIH%20Technology%20Transf
er%20Annual%20Report.pdf)  

X 

Ex. 1247 Moderna Form 10-K for the fiscal year ended December 
31, 2018 X 

Ex. 1248 

“Acuitas Therapeutics Non-Confidential Presentation,” 
Acuitas website, November 2018 (available at 
https://acuitastx.com/wp-content/uploads/2018/11 
/Acuitas-non-confidential-overview_Nov_2018.pdf) 

X 

Ex. 1249 “Our Journey,” Acuitas website (available at 
https://acuitastx.com/company/our-journey/) X 

Ex. 1250 
AICPA Accounting & Valuation Guide:  Assets 
Acquired to Be Used in Research and Development 
Activities (updated May 2013) 

X 

Ex. 1251 

“First Quarter 2020: Corporate update and financial 
results,” BioNTech website, May 12, 2020 ( available at 
https://investors.biontech.de/static-files/7700eaa3-12b1-
43e1-855e-d7c08856b9b8) 

X 

Ex. 1252 Reserved    

Ex. 1253 Reserved    
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Ex. 1254 

“A Guide to Valuation of the Assembled Workforce 
Intangible Asset,” American Bankruptcy Institute 
website, October 1, 2006 (available at 
https://www.abi.org/abi-journal/a-guide-to-valuation-of-
the-assembled-workforce-intangible-asset) 

X 

Ex. 1255 

“Leveraging 13 Years of Investment in mRNA 
Innovation for Future Pandemic Preparedness,” 
Moderna website, May 24, 2023 (available at 
https://www.modernatx.com/en-US/media-center/all-
media/blogs/leveraging-13-years-of-investment-in-
mrna) 

X 

Ex. 1256 

“How the Moderna Covid-19 mRNA vaccine was made 
so quickly,” CNBC website, July 3, 2021 (available at 
https://www.cnbc.com/2021/07/03/how-moderna-made-
its-mrna-covid-vaccine-so-quickly-noubar-afeyan.html) 

X 

Ex. 1257 

“How Moderna is racing to a coronavirus vaccine,” MIT 
Sloan website, April 3, 2020 (available at 
https://mitsloan.mit.edu/ideas-made-to-matter/how-
moderna-racing-to-a-coronavirus-vaccine) 

X 

Ex. 1258 

“The Race to Develop the Pfizer-BioNTech COVID-19 
Vaccine: From the Pharmaceutical Scientists’ 
Perspective,” NIH website, September 18, 2022 
(available at https://www.ncbi.nlm.nih.gov/pmc/articles/ 
PMC9482796/) 

X 

Ex. 1259 

“Cracking the mRNA Manufacturing Code with Pfizer's 
Supply Chain Chief,” Industry Week, January 31, 2023 
(available at https://www.industryweek.com/profiles-in-
leadership/article/21259181/cracking-the-mrna-
manufacturing-code-with-pfizers-supply-chain-chief) 

X 
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Ex. 1260 
“The power of mRNA,” Moderna website (available at 
https://www.modernatx.com/en-US/power-of-
mrna/modernas-mrna-platform) 

X 

Ex. 1261 
“Updated vaccines. Consistent storage,” Moderna 
website (available at at https://spikevax.com/healthcare-
provider-guide/helpful-vaccine-resource-tools)  

X 

Ex. 1262 

“Shot of a Lifetime: How Two Pfizer Manufacturing 
Plants Upscaled to Produce the COVID-19 Vaccine in 
Record Time,” Pfizer website (available at 
https://www.pfizer.com/news/articles/shot_of_a_lifetim
e_how_two_pfizer_manufacturing_plants_upscaled_to_
produce_the_covid_19_vaccine_in_record_time) 

X 

Ex. 1263 

“‘None of us were ready’ to manufacture genetic 
vaccines for a billion people,” MIT Technology Review, 
December 17, 2020 (available at 
https://www.technologyreview.com/2020/12/17/101498
9/moderna-vaccine-availability-stephane-bancel-ceo/) 

X 

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/ 
coronavirus-covid-19-why-vaccines-cold-freeze-pfizer-
moderna) 

X 

Ex. 1265 

“Accelerating Digital Technology for the COVID-19 
Vaccine Rollout,” Pfizer website, March 2022 
(available at https://www.pfizer.com/news/behind-the-
science/accelerating-digital-technology-covid-19-
vaccine-rollout) 

X 

Ex. 1266 

“United Airlines Begins Pfizer COVID-19 Vaccine 
Charter Flights,” Airline Geeks website, November 28, 
2020 (available at https://airlinegeeks.com/2020/11/ 
28/united-airlines-begins-pfizer-charter-flights/) 

X 
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Ex. 1267 

“Update on our COVID-19 vaccine,” BioNTech 
website, December 22, 2020 (available at 
https://investors.biontech.de/static-files/3193fc38-2158-
45df-a19c-b9e294db3f11) 

X 

Ex. 1268 

“Pfizer and BioNTech Conclude Phase 3 Study of 
COVID-19 Vaccine Candidate, Meeting All Primary 
Efficacy Endpoints,” Pfizer website, November 18, 
2020 (available at https://www.pfizer.com/news/press-
release/press-release-detail/pfizer-and-biontech-
conclude-phase-3-study-covid-19-vaccine) 

X 

Ex. 1269 
“Pfizer Wins 2022 Supply Chain Award,” Gartner 
(available at https://www.gartner.com/en/supply-
chain/trends/supply-chain-award-winner-2022-pfizer) 

X 

Ex. 1270 

“Pfizer and BioNTech Achieve First Authorization in 
the World for a Vaccine to Combat COVID-19,” Pfizer 
website, December 2, 2020 (available at 
https://www.pfizer.com/news/press-release/press-
release-detail/pfizer-and-biontech-achieve-first-
authorization-world) 

X 

Ex. 1271 

“Moderna struggling to supply promised doses of Covid 
vaccine,” The Guardian, April 16, 2021 (available at 
https://www.theguardian.com/world/2021/apr/16/moder
na-struggling-to-supply-promised-doses-of-covid-
vaccine) 

X 

Ex. 1272 Moderna Form 10-K for the fiscal year ended December 
31, 2022 X 

Ex. 1273 

FDA, Current Good Manufacturing Practices (CGMP) 
Regulations, May 2023 (available at 
https://www.fda.gov/drugs/pharmaceutical-quality-
resources/current-good-manufacturing-practice-cgmp-
regulations) 

X 
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Ex. 1274 

“What Is the Network Effect?” WHARTON UNIVERSITY 
OF PENNSYLVANIA, January 17, 2023 (available at 
https://online.wharton.upenn.edu/blog/what-is-the-
network-effect/) 

X 

Ex. 1275 Pfizer’s Form 10-K for the fiscal year ended December 
31, 2020 X 

Ex. 1276 

“Number of COVID-19 vaccine doses administered in 
the United States as of April 26, 2023, by vaccine 
manufacturer,” Statista, April 2023 (available at 
https://www.statista.com/statistics/1198516/covid-19-
vaccinations-administered-us-by-company/) 

X 

Ex. 1277 

“Fourth Quarter 2021 Earnings Teleconference,” Pfizer 
website, February 8, 2022 (available at 
https://s28.q4cdn.com/781576035/files/doc_financials/2
021/q4/Q4-2021-Earnings-Charts-FINAL.pdf) 

X 

Ex. 1278 
Louise C. Druedahl et al., Collaboration in times of 
crisis: A study on COVID-19 vaccine R&D 
partnerships, 39 VACCINE 6291 (2021) 

X 

Ex. 1279 
“Our Collaborators,” BioNTech website (available at 
https://www.biontech.com/int/en/home/about/collaborat
ors.html) 

X 

Ex. 1280 

“Pfizer and BioNTech Announce Collaboration With 
Brazil’s Eurofarma to Manufacture COVID-19 Vaccine 
Doses for Latin America,” Pfizer website, August 26, 
2021 (available at https://www.pfizer.com/news/press-
release/press-release-detail/pfizer-and-biontech-
announce-collaboration-brazils) 

X 
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Ex. 1281 

“As COVID vaccine patent dispute drags on, Moderna 
forks over $400M to NIH,” ARS Technica, February 24, 
2023 (available at https://arstechnica.com/science/ 
2023/02/moderna-forks-over-400m-to-nih-amid-
dispute-over-covid-vaccine-ip/) 

X 

Ex. 1282 

“What happened to the AstraZeneca vaccine? Now rare 
in rich countries, it’s still saving lives around the 
world,” The Conversation, May 23, 2022 (available at 
https://theconversation.com/what-happened-to-the-
astrazeneca-vaccine-now-rare-in-rich-countries-its-still-
saving-lives-around-the-world-181791) 

X 

Ex. 1283 

Vaxzevria (previously COVID-19 Vaccine 
AstraZeneca),” European Medicines Agency (available 
at https://www.ema.europa.eu/en/medicines/ 
human/EPAR/ vaxzevria-previously-covid-19-vaccine-
astrazeneca) 

X 

Ex. 1284 
“VidPrevtyn Beta,” European Medicines Agency 
(available at https://www.ema.europa.eu/ 
en/medicines/human/EPAR/vidprevtyn-beta) 

X 

Ex. 1285 
“Coronavirus vaccine trial begun by drug firms GSK 
and Sanofi,” BBC, September 3, 2020 (available at 
https://www.bbc.com/news/business-54009633) 

X 

Ex. 1286 

“Fast-forward: Will the speed of COVID-19 vaccine 
development reset industry norms?” McKinsey & 
Company, May 13, 2021 (available at 
https://www.mckinsey.com/industries/life-sciences/our-
insights/fast-forward-will-the-speed-of-covid-19-
vaccine-development-reset-industry-norms) 

X 
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Ex. 1287 

“Emergency Use Authorization for Vaccines 
Explained,” FDA website, November 20, 2020 
(available at https://www.fda.gov/vaccines-blood-
biologics/vaccines/emergency-use-authorization-
vaccines-explained) 

X 

Ex. 1288 

“FDA Issues Emergency Use Authorization for Third 
COVID-19 Vaccine,” FDA website, February 27, 2021 
(available at https://www.fda.gov/news-events/press-
announcements/fda-issues-emergency-use-
authorization-third-covid-19-vaccine) 

X 

Ex. 1289 

“Oxford / AstraZeneca vaccine reaches two billion dose 
milestone,” University of Oxford website, November 
16, 2021 (available at https://www.ox.ac.uk/news/2021-
11-16-oxford-astrazeneca-vaccine-reaches-two-billion-
dose-milestone) 

X 

Ex. 1290 

“A Guide to Global COVID-19 Vaccine Efforts,” 
Council on Foreign Relations, December 5, 2022 
(available at https://www.cfr.org/backgrounder/guide-
global-covid-19-vaccine-efforts) 

X 

Ex. 1291 

“Trump signs $8.3 billion emergency coronavirus 
spending package,” CNBC News, March 6, 2020 
(available at https://www.cnbc.com/2020/03/06/trump-
signs-8point3-billion-emergency-coronavirus-spending-
package.html) 

X 

Ex. 1292 

“Pfizer and BioNTech Announce an Agreement with 
U.S. Government for up to 600 Million Doses of 
mRNA-based Vaccine Candidate Against SARS-CoV-
2,” Pfizer press release, July 22, 2020 (available at 
https://www.pfizer.com/news/press-release/press-
release-detail/pfizer-and-biontech-announce-agreement-
us-government-600) 

X 
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Ex. 1293 

“The Covid Vaccine Is Free, but Not Everyone Believes 
That,” The New York Times, June 1, 2021 (available at 
https://www.nytimes.com/2021/06/01/upshot/covid-
vaccine-hesitancy-cost.html) 

X 

Ex. 1294 

“Commercialization of COVID-19 Vaccines, 
Treatments, and Tests: Implications for Access and 
Coverage,” KFF, February 6, 2024 (available at 
https://www.kff.org/coronavirus-covid-19/issue-
brief/commercialization-of-covid-19-vaccines-
treatments-and-tests-implications-for-access-and-
coverage/) 

X 

Ex. 1295 

“COVID-19 Claims Reimbursement to Health Care 
Providers and Facilities for Testing, Treatment, and 
Vaccine Administration for the Uninsured,” HRSA, 
January 1, 2024 (available at https://www.hrsa.gov/ 
provider-relief/ about/covid-uninsured-claim) 

X 

Ex. 1296 

“Government Warns Doctors and Insurers: Don’t Bill 
for Covid Vaccines,” The New York Times, June 9, 
2021 (available at https://www.nytimes.com/ 
2021/06/09/upshot/covid-vaccines-government-
warning-bills.html) 

X 

Ex. 1297 

“Incentives for COVID-19 Vaccination: Food, Cash, & 
Other Perks,” GoodRx Health, June 24, 2021 (available 
at https://www.goodrx.com/health-topic/vaccines/covid-
19-vaccination-incentives) 

X 

Ex. 1298 

“LA Has Imposed One of the US’s Strictest Vaccine 
Mandates. Will It Prevent a Covid Surge?” The 
Guardian, November 13, 2021 (available at 
https://www.theguardian.com/us-news/2021/nov/13/los-
angeles-vaccine-mandate-covid-surge) 

X 
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Ex. 1299 

“Here Are The U.S. Cities Where You Need A Covid 
Vaccine To Dine In A Restaurant,” Forbes, December 
22, 2021 (available at https://www.forbes.com/sites/ 
carlieporterfield/2021/12/22/here-are-the-us-cities-
where-you-need-a-covid-vaccine-to-dine-in-a-
restaurant/) 

X 

Ex. 1300 

“‘Key to NYC’: Indoor vaccine mandate begins on 
Tuesday,” ABC 7 News, August 16, 2021 (available at 
https://abc7ny.com/nyc-vaccine-pass-proof-of-
vaccination-key-to-mandate/10954428/) 

X 

Ex. 1301 

“NYC Slaps 14 Businesses With $1,000 Fines for 
Violating Vaccine Mandate,” Eater, October 12, 2021 
(available at https://ny.eater.com/2021/10/12/ 
22722297/nyc-business-vaccine-mandate-violations-
fines) 

X 

Ex. 1302 

“Moderna vs Pfizer: Is it OK to mix and match the 
updated COVID-19 booster shots?” Los Angeles Times, 
September 23, 2022 (available at 
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 
at https://www.bbc.com/news/world-us-canada-
58020090) 

X 

Ex. 1304 Moderna Form 10-Q for the quarterly period ended June 
30, 3024 X 

Ex. 1305 Updated Curriculum Vitae of Daniel O. Griffin, Ph.D.  X 

Ex. 1306 
U.S. Patent Number 11,638,693 (Asserted in 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
C.A. No. 24-512 (GBW) (D. Del.)) 

X 
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Ex. 1307 
U.S. Patent Number 11,638,694 (Asserted in 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
C.A. No. 24-512 (GBW) (D. Del.)) 

X 

Ex. 1308 
U.S. Patent Number 11,666,534 (Asserted in 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
C.A. No. 24-512 (GBW) (D. Del.)) 

X 

Ex. 1309 
U.S. Patent Number 11,766,401 (Asserted in 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
C.A. No. 24-512 (GBW) (D. Del.)) 

X 

Ex. 1310 
U.S. Patent Number 11,786,467 (Asserted in 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
C.A. No. 24-512 (GBW) (D. Del.)) 

X 

Ex. 1311 
International Publication Number WO 2012/006378 A1 
(Asserted in GlaxoSmithKline Biologicals SA et al v. 
Pfizer Inc. et al, C.A. No. 24-512 (GBW) (D. Del.)) 

X 

Ex. 1312 

Answer, Affirmative Defenses, and Counterclaims in 
Response to Complaint for Patent Infringement, 
GlaxoSmithKline Biologicals SA et al v. Pfizer Inc. et al, 
C.A. No. 24-512 (GBW) (D. Del.) 

X 

Ex. 1313 
Amended Answer in Response to Complaint for Patent 
Infringement, GlaxoSmithKline Biologicals SA et al v. 
Pfizer Inc. et al, C.A. No. 24-512 (GBW) (D. Del.) 

X 

Ex. 1314 
Petsch, B., et al. Protective efficacy of in vitro 
synthesized, specific mRNA vaccines against influenza A 
virus infection, 30 NATURE BIOTECHNOLOGY 121 (2012) 

X 

Ex. 1315 

Hattinger, E., et al. Prophylactic mRNA Vaccination 
against Allergy Confers Long-Term Memory Responses 
and Persistent Protection in Mice. JOURNAL OF 
IMMUNOLOGY RESEARCH 2015, 797421 (2015) 

X 
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Ex. 1316 
Deposition of Philip Krause, M.D., dated August 14, 
2024 (Sealed) and Errata Sheet dated September 2, 2024 
[SERVICE ONLY] 

  

Ex. 1316 

Deposition of Philip Krause, M.D., dated August 14, 
2024 (Redacted) and Errata Sheet dated September 2, 
2024 
[SERVICE ONLY] 

  

Ex. 1317 

Date-stamped copy of Ursula J. Buchholz et al., 
Contributions of the structural proteins of severe acute 
respiratory syndrome coronavirus to protective 
immunity,101(26) BIOLOGICAL SCIENCES 9804 (2004)  
[SERVICE ONLY] 

 

Ex. 1318 
Deposition of Deborah Fuller, Ph.D., dated August 2, 
2024 and Errata Sheet dated September 11, 2024 
[SERVICE ONLY] 

 

Ex. 1319 Declaration of Michael J. Mestitz in Support of Motion 
for Pro Hac Vice Admission X 
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