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C4: BNT162-01 Cohort 13 Immunogenicity of COVID-19 ###:
mRNA vaccine in immunocompromised subjects, including assessment of antibody responses and cellmediated responses
C5: C4591018 Phase II study of BNT162b2 in adults receiving immunomodulators for rheumatoid arthritis (RA)  ##t
C6: Safety and immunogenicity  in high risk adults: Phase II study in high risk adults Planned $f#%
C7: Co-administration study with seasonal influenza vaccine Planned #Ti
C8: C4591014 Non-interventional, testnegative design study to evaluate the effectiveness of Pfizer-BioNTech COVID-19 vaccine
E (BNT162b2) against acute respiratory illness due to SARS-CoV-2 infection among individuals more than equol 16 years of age in a realworld
M| EU-RMP setting (Kaiser Permanente Southern California health system)  $i# (DAY —BEFBFTA MRHFT 1 IFHAL> : WRIK— =82
A B)
C9: WI235284 low-interventional, test-negative design study to evaluate the effectiveness of Pfizer-BioNTech COVID-19 vaccine
(BNT162b2) against acute respiratory illness due to SARS-CoV-2 infection among individualsmore than equol 18 years of age in a real-world
setting (Atlanta, Georgia, USA). (Casecontrol nested in prospective Research Collaboration ¥i# (FREREE : FAMRHTAIFTHF1> 5t
HIAR—b=ARR)
C10:WI255886 A non-interventional, test negative design study to evaluate the effectiveness of Pfizer-BioNTech COVID-19 vaccine
(BNT162b2) against acute respiratory illness due to SARS-CoV-2 infection among individuals .18 years of age in a real world setting. Non-
Interventional (Case control nested in prospective Research Collaboration) Planned UK~ $#i#l (FRARRHTAIFHALY : WRIAK—b=A
B)
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mRNA1237 (:ET}b'J'ﬁu ®)

M1:EEHRFeREEARIER (TAK-919-1501 ) EAAERRE - BINER
FERFTAGEELURE (G, BARARRIAZHRECTET STIHIREE 172 ABERARHER T RIS ARSTRERRER (CY) DB X MEEE I D,

1 EANEE 3 AEEERREEER (MRNA-1273-P301) iBAMARRMEE:
?éTJEHHF'EF.l BUSARFAGREVUSH~2022 & 10 A FTEREREEN - £9 30,000 4 FEFMHIER : B ARED 2 OBiEE 14 3

i LS (SR U= #IED COVID-19 DFH5(CHi 3 3 AR DA Vaccine Efficacy : VE) uéli

M

M2 : Continuing Blinded, Placebo-Controlled Follow-Up (Study mRNA-1273-P301? &BRfkEE

M3: Real World Effectiveness Study:

This study is a prospective cohort study to be conducted at Kaiser Permanente
Southern California to evaluate vaccine effectiveness in preventing the following
F1 Review outcomes; laboratory confirmed and clinical COVID-19 infection, hospitalization, and mortality for COVID-19. (hAH¥—:5F

Momorandum | ARRHT A THEAR)  #is

M2: mRNA-1273- P301 US &Rk

M3:mRNA-1273- P901 : Real-world study to evaluate mRNA-1273 effectiveness and long-term effectiveness in the U.S.
Study Status: Planned ¥FDEARIHAZE

M4: 20-0003 US Phase I, Open-Label, Dose-Ranging Study of the Safety and Immunogenicity of 2019-nCoV Vaccine
(mRNA-1273) in Healthy Adults (DMID Protocol No. 20-0003 [NCT04283461]) jalk&tkix

M| EU-RMP M5: mRNA-1273- P201 US Phase 2a, Randomized, Observer-Blind, Placebo-Controlled, Dose-Confirmation Study to
A Evaluate the Safety, Reactogenicity, and Immunogenicity of mRNA-1273 SARS-CoV-2 Vaccine in Adults more than equol 18
Years (MRNA-1273-P201) jaBRfkEE

M6: Safety and immunogenicity in immunocompro mised adults : Safety, Reactogenicity,and Immu nogenicity of
MRNA-1273 SARSCoV-2 Vaccine in Adult &BRHkE:
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ChAdOXI-S (NFZETUFHEHE®)
A1: D8111C00002 Hisfrsoikharcaliy EIPUGERME - BHER

A2: COV001 B4156 I/11 AHEHER  iBSHEERT
REDORFERAEREZNRETDIAOTTTILABIE (COVID-19) (CXIDABIDOEME. Z2MURURERGZ I D5 1/11
HHEHERO BHEHIEL: 1,077 6

A3: COV002 B5ME II/III HERER i#BHhiaBRch
JO0FDAILARREAE (COVID-19) OFRFDOEME. ZEMERURERIEZTMY S5 11/111 H8:X8R0 BRESIE: %9 12,390 41

A4:COV003 556 III 1HiER  MBohakith

i J-RMP AEIDOTRMY., BURURERGZMI SBERL. LRE, 25 [ 80 BEEFIE: #9 10,300 41
A5: COV005 B4 I/11 18:ER  iBohaiRt )
7 7UAD HIV [ U TVRWRABBREZ MR (CARDLZ 2, BIMERURRREMEZHI L. HIV BREAEZXRICEEERU R
BRI ZFHE I DBIERIL. TSERMER. 777+ T8 /1L ABRERD BEAEfIE: #9 2,070 4l
A6:D8110C00001 45 111 185, @Ihatks
O RRABEREZ IR E LT COVID-19 FRACHITIAR DT RN, BMERURZEREZHE T 2BEAL. —E5H&. TSRy
BB, ZHEsRHRSE 111 AB5HERC BERIEL: %9 30,000 1
A2: COV001 B4akkrh
A3: COV002 ,§91~ Gkt
A4: COV003 ,§9|~ AR
A5: COV005 B4akksh
A6:D8110C00001 iB5iakkth
E A7: D8111R00005(EU/UK) e D8110R00003(US): Post-authorisation/ Postmarketing retrospective cohort study to
M| EU-RMP evaluate the effectiveness of the AZD1222 vaccine to prevent serious COVID19 infection in conditions of usual care through
A public-private partnership with COVIDRIVE utilizing primary data collected prospectively through the COVIDRIVE platform.

(FARRBFTATFTHL)

A8:COV004 A Phase IB/II SingleBlinded, Randomised, Controlled Study to Determine Safety, Immunogenicity and Efficacy
of the Candidate Coronavirus Disease (COVID-19) Vaccine ChAdOx1 nCoV-19 in Adults in Kenya

A8: D8111C00002: A Phase I/II Randomized,Double-blind, Placebocontrolled Multicentre Study in Participants Aged

18 Years or Older to Determine the Safety and Immunogenicity of AZD1222, a Nonreplicating ChAdOx1 Vector Vaccine, for
the Prevention of COVID-19
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Review
Memorandum

WB4470 (Johnson & Johnson/ Janssen)
J1: Continuing Blinded, Placebo-Controlled Follow-up j&B&###E

J2: Active surveillance study of effectiveness: retrospective, observational propensity-scored matched cohort study using
health insurance claims and electronic health records to estimate the effectiveness of Ad26.COV2.S to prevent medically
attended COVID-19 in individuals vaccinated according to national immunization recommendations (EHR &Lt ) iR

EU-RMP

J1: VAC31518C0OV3001 -randomized, double-blind, placebo-controlled Phase 3 study to assess the efficacy and safety of
Ad26.COV2.S for the prevention of SARS-CoV-2-mediated COVID-19 in adults aged 18 years and older. &BRikER

J2: VAC31518C0V4002 US - Post-authorization, observational study to assess the effectiveness of Ad26.COV2.S using
health insurance claims and/or electronic health record (EHR) database(s) in the United States. (EHR &Lt medical
attend 79I MHA)

J3: VAC31518C0OV4004 - EU_Post-authorization, observational, prospective study to assess the effectiveness of
Ad26.COV2.S in Europe. (ARFZIBMAL : FAMRBFT4ITFTHAL>/—X> bO—-)V)

J4: VAC31518C0OV3009 -randomized, double-blind, placebo-controlled Phase 3 study to assess the efficacy and safety of
Ad26.COV2.S for the prevention of SARS-CoV-2-mediated COVID-19 in adults aged 18 years and older. bk

J5: VAC31518C0OV2001 -randomized, double-blind, placebo-controlled Phase 2a study to evaluate a range of dose levels
and vaccination intervals of Ad26.COV2.S in healthy adults aged 18 to 55 years inclusive and adults aged 65 years and older
and to evaluate 2 dose levels of Ad26.COV2.S in healthy adolescents aged 12 to 17 years inclusive. &ERH
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