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Novavax Initiates Global Pivotal Phase 3 Trial of the RSV F Vaccine to Protect Infants via Maternal Immunization

2015F12H3H
Novavax(3BF&EHARSY FOOF> D O0—)UlLPhase3itEkxiasbE LTz,

The Prepare trial is a randomized, observer-blinded, placebo-controlled trial that utilizes a group sequential design, offering flexibility in trial
size that is responsive to the rate of endpoint events and evolving evidence of efficacy while maintaining the trial’s blinding integrity. Thus, the
eventual sample size may vary between 5,000 and 8,255 pregnant women over a period of two to four years. Participants are being vaccinated
at a number of global clinical sites in advance of each region’s RSV season. Novavax previously announced it was awarded a grant up to $89
million from the Bill & Melinda Gates Foundation to support development of this RSV F Vaccine Phase 3 clinical trial in pregnant women.

The primary objective of the Prepare trial is to determine the efficacy of maternal immunization with the RSV F Vaccine against symptomatic
RSV lower respiratory tract infection (LRTI) with hypoxemia in infants through the first 90 days of life. The trial’s objectives, endpoints and
statistical approach were finalized following a recent End of Phase 2 meeting with the FDA. The results of a Phase 2 trial in pregnant women,
as reported by Novavax in September 2015, provided the basis for the Phase 3 trial design, including the determination of anti-RSV antibody
responses in mothers and antibody transfer from mothers to infants.

http://ir.novavax.com/news-releases/news-release-details/novavax-initiates-global-pivotal-phase-3-
trial-rsv-f-vaccine
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WHO Global RSV Surveillance Pilot

e Reference laboratory
| Participating countries (Feb 2017)

¢y World Health
RSV participating countries: “{:’@ Organization
1 Cote d'lvoire 5. Brazil 9. United Kingdom 13.  Thailand ’
2. Mozambique 6. Chile 10. Egypt 14.  Australia
3. South Africa 7. Canada 11. Mongolia
4. Argentina 8. Russian Federation 12. India

The boundaries and names shown and the designations used on this map do not imply the expression of any opinion whatsoever on the part of the
World Health Organization concerning the legal status of any country, territory, city or area or of its authorities, or concerning the delimitation of its
frontiers or boundaries. Dotted and dashed lines on maps represent approximate border lines for which there may not yet be full agreement.

© WHO 2017. All rights reserved.
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may not yet be full agreement. [1] Al references to Kosovo in this document should be understood to be in the context of -

United Nations Security Council resolution 1244 (1999). ©WHO 2021. Al rights reserved.
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KEICDCE® Pan-RSV assay
2016‘18,C’/ﬁ'7b 7-1st Phase X/ Ay b —XRA4 TR ’C?,T{}Eﬁ N The Burden of Hospitalized Lower Respiratory Tract

Infection due to Respiratory Syncytial Virus in Rural
TW5, Thailand

Y77 —TA BICHBI BT 7A~x— - TA—Tty bHWNT e it o T w:::"., oo ki i e
A 7 U — = 7 *ﬁ ﬁ [/ Ig@_ IEI:I—T ZF) 2 7_: ('j:%u L: _Ij_ 7 7 Jb— to 7 7 - ?n‘.l e e Sﬁlf!f;.ti'é?,ffiii.i’ﬁ&‘;.'!ili?;f‘fﬁi‘JZ;‘;Z“;ifL?iil?@“i'fl?in"ll.l‘l’iEif,”;lﬁ
— b l\ 7]_)[/ ) a1 — :E- "7 /f )[/Xﬁ}ﬁ’fji?fﬁﬁ ~<~_a) }[/20}%&75\ l;) }%iﬁz https://journals.plos.org/plosone/article?id=10.1371/
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OPEN & ACCESS Freely available online PLoS one
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Assay 1: Real-Time RT-PCR Assay for Respiratory Syncytial Virus (RSV)- ver.003.2016-CDC) #XECDC;xQ®

Assay 2a: VIDRL Duplex Real - Time RT - gPCR for the Typing of RSV using the SensiFAST™ Probe
Lo - ROX One - Step Kit (Bioline, London, England) #—X kZ U7

Assay 2b: VIDRL Duplex- Real - Time RT - gPCR for the Typing of RSV using the TagMan® Fast Virus
1 - Step Master Mix Kit (ABI, Life Technologies, Waltham, MA) #—X +Z U7

Assay 3: CDC Respiratory Syncytial Virus Real-time RT-PCR Panel (RUO): RSV_RUO-01 XECDC;&®2 ?

https://cdn.who.int/media/docs/default-source/influenza/rsv-surveillance/who-rsv-surveillance-strategy-phase-26mar2021.-final.pdf?sfvrsn=d8b1c36a_9
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CDCE® Pan-RSV assay
2016-18 i1t 7=1st Phase /X4 Oy f Y —RA TV X THEAIN

OPEN @ ACCESS Freely available online = PLoS one

The Burden of Hospitalized Lower Respiratory Tract
Infection due to Respiratory Syncytial Virus in Rural
Thailand

Alicia M. Fry'*, Malinee Chittaganpitch? Henry C. Baggett®, Teresa C. T. Peret’, Ryan K. Dare’, Pongpun
3 g% s k Thamthitiwat®, Peera Areerat®, Wichai Sanasuttipun?, Julie Fischer®”, Susan A.
Maloney®, Dean D. Erdman?, Sonja J. Olsen®

1Influenza Division, Centers for Disease Control and Prevention, Atlanta, Georgia, United States of America, 2 National Institute of Health, Thailand Ministry of Public
Health, Nonthaburi, Thailand, 3 Division of Viral Diseases, Centers for Disease Control and Prevention, Atlanta, Georgia, United States of America, 4 Intemnational Emerging
Infections Program, Thai MOPH-U.S.CDC Collaboration, Nonthaburi, Thailand, 5 Division of Emerging Infections and Surveillance Services, Centers for Disease Control and
Prevention, Atlanta, Georgia, United States of America

Long(AY911262 )

Forward GGCAAATATGGAAACATACGTGAA 3254-3277
Reverse TCTTTTTCTAGGACATTGTAYTGAACAG 3337-3310
Probe CTGTGTATGTGGAGCCTTCGTGAAGCT FAM-BHQ 3306-3280
Matrix
* 3200 * 3220 * * X
Long : acaacaleccanifse SN FscaiclecaA¥aaaTicaiaaTaTac i ARAA A A AEJETCG TGGARACATAC : 3272
22 : AdcanscAleccAnide Ay YNy YeCAle (e GALY AAATS TATAATATAGTHIA——AAAAACGGAE AEGETGG TGGAARACATAC : 3225
Bl  : ATCAATCAACCAACTGATCCAMCEGCAACSTGACGAAATTAASAATATAGTAAREARARANAGIACAAGATGH TGGARACATAC : 3274
AaCAAcCCAgCCAAtccAaaactaacCAcCcgGAaaRRATc ACAATATAGTtAcaAAARARAaGaRaAgGgTGG TGGAAACATAC
3280 * 3300 * 3320 3340 3360
Long :|eTcaakAAGCTTCACGAAGGCTCCACATACACAGRACTCTTCAATACAATGTSETAGAARRAAGABGATGABCCTGCATCACTIRACAATAT 3363
22  :|GTGRAFAAGCTTCACGAAGGCTCCACATACACAGKHJCTGTTCAL TACAATGTe TTAGARAAAAGABGATGASCCTGCATCACTIACAATAT : 3316
Bl :|eTcArkAAGCTTCACGAAGGCTCCACATACACAGCAGCTGTTCAGTACAATGT TS TAGAARRAGA|LGATGATCCTGCATCACTAACAATAT : 3365
GTGAALAAGCTTCACGAAGGCTCCACATACACARCtJCTGTTCAATACAATGTCCTAGARAARAGAEGATGACCCTGCATCACTLACAATAT
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CDC® Pan-RSV assay

Article
Practical Validation of United States Centers for Disease

GenBank(Z& ﬁ DI H2935D ( [T Li\) /E\E@a Y AFHNB & Elﬁ*ﬁi_ <B) 6 Control and Prevention Assays for the Detection of Human
RN o — 2488 - Respiratory Syncytial Virus in Pediatric Inpatients in Japan
reverse 7 7 /r 7 T p ro be L\' -~ Z ~ v -j— 7"-}\ % % 7"-}\ 4 L—‘\}_._ ?/ = [/ 73‘ k’ A Reiko Suwa !, Yohei Kume 2, Miyuki Kawase 1, Mina Chishiki 2, Takashi Ono 2, Sakurako Norito 2, Ko Sato 3©,
2016 F LU, BICHWT reverse 774X —D3RNOEDHICEED y) Mo Kimmats ek P 0 s Ko e 2 ko e
5 H DHIE K’C'éC’CL\ o (INHREICEELLRL, )
Year Registered All 2010-2015 2016-2022
Total number 2935 1069 1185
4 Number of mismatched sequences 60 (2.0%) 4 (0.37%) 6 (0.5%)
Forwar (Within 10 nucleotides from the 3'-end) 57 (1.9%) 3 (0.28%) 6 (0.5%)
Pan-RSV Rev Number of mismatched sequences 1457 (49.7%) 456 (42.7%) 703 (59.3%)
everse (Within 10 nucleotides from the 3'-end) 275 (9.4%) 10 (0.9%) 257 (21.7%)
Probe Number of mismatched sequences 1579 (53.8%) 623 (58.3%) 544 (45.9%)
4 Number of mismatched sequences N.D.* N.D. 25 (2.1%)
. Forwar (Within 10 nucleotides from the 3'-end) N.D. N.D. 18 (1.5%)
uplex
P Rev Number of mismatched sequences N.D. N.D. 34 (2.9%)
everse (Within 10 nucleotides from the 3'-end) N.D. N.D. 3 (0.3%)

*N.D., not determined.
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CDC® Pan-RSV assay

Article

Practical Validation of United States Centers for Disease
Control and Prevention Assays for the Detection of Human
Respiratory Syncytial Virus in Pediatric Inpatients in Japan

Reiko Suwa !, Yohei Kume 2, Miyuki Kawase 1 Mina Chishiki 2, Takashi Ono 2, Sakurako Norito 2, Ko Sato 30,
Michiko Okamoto 32, Satoru Kumaki ¢, Yukio Nagai 5, Mitsuaki Hosoya 2(3, Makoto Takeda 10,
Hidekazu Nishimura 3, Koichi Hashimoto 2% and Kazuya Shirato -*

Sequence Pattern Forward

Probe

Reverse

Number/Total Reads

(5' =3
GGCAAATATGGAAACATACGTGAA

(3 «5)
AGCTTCACGAAGGCTCCACATACACAG

(3' < 5')
CTGTTCARTACAATGTCCTAGAAAAAGA

*

1 - AACTTCACGAGGGCTCCACATACACAG - 9/10
2 - AACTTCACGAGGGCTCCACATACACAG CTGTTCAATACAATGTCCTGGAAAAAGA 1/10

* no mismatch.

Table 3. Mismatches in the primers/probe of the Pan-RSV assay for subgroup B.

Sequence Pattern Forward Probe Reverse Number/Total Reads
(5" — 3 (3" « 5 (3" + 5"
GGCAAATATGGAAACATACGTGAA AGCTTCACGAAGGCTCCACATACACAG CTGTTCARTACAATGTCCTAGAAAAAGA

1 - - CTGTTCAGTACAATGTTICTAGAAAAAGA 20/78
2 GGCAAATATGGAAACACACGTGAA - CTGTTCAGTACAATGTTCTAGAAAAAGA 1/78
3 - - CTGTICAGTACAATGTTATAGAAAAAGA 2/78
4 - - CTGTCEAGTACAATGTTCTAGAAAAAGA 46/78 2016F LI 1 1
5 - - CTGTTCAGTACAATGTTCTAGAAAAGGA 2/78
6 - - CTGTCEAGTACAATGTTCTGGAGAAAGA 1/78
7 - AGCTTCACGAAGACTCCACATACACAG CTGTTCAGTACAATGTICTAGAAAAAGA 1/78
8 - AGCTTCACGAAGACTCCACACAAACAG CTGTTCAGTACAATGTTICTAGAAAAAGA 3/78
9 - AGCTTCACGAAGGCTCCACACAAACAG CTGTTCAGTACAATGTTCTAGAAAAAGA 2/78

* no mismatch.

h'RimH o127 B 13100%

B
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- SKEICDC3%:® Duplex assay

2019 A b THhN T 32nd Phase /sS4 Ay b —RA SV TR “LiL
HEINnNTWwasEtEhns, ELSEVIER
H7N—TA BICHBTET5M4~v—, AL BENTN%2THT 2
TA—T72BEAVWTIY IV TREEY T - IAITR D,

20145 LI, CDCEOTIIHWVWUKDEY FTBO 7 A —T7ENICE
EHNRLEL., IFAGE. PCREENMEZT-EHBELH Y. CDCTHH

u

Journal of Virological Methods

Volume 271, September 2019, 113676

Duplex real-time RT-PCR assay for detection
and subgroup-specific identification of
human respiratory syncytial virus

O OREEDOKTHKET L 7=, AgPathTHEI<, L e o il
_)t I\j_)l/\/:':’——:Erj/r)bxﬁ)?\1$$ﬁ$7:17)1/3OH&b\\b¢%ﬁ Show more
CDC method 2 Long(AY911262)
Forward ATGGCTCTTAGCAAAGTCAAGT 1140-1161
Reverse TGCACATCATAATTRGGAGTRTCA 1261-1238
Probe A FAM-ACACTCAACAAAGAXCAACTTCTRTCATCCAGCA-Phosphate X=BHQ-1-dT 1170-1203
Probe B TEXs-RED-ACATTAAATAAGGAXCAGCTGCTGTCATCCAGCA-Phosphate X=BHQ-2-dT
1220
Long : TGGCTCTTAGCAAAGTCAAG ATACAi :ECAACi éACAGGAGATA : 1237
A2 : TGGCTCTTAGCAAAGTCAAG AATACA SCAAC SACAGGAGATA : 118¢
Bl : TGGCTCTTAGCARAGTCAAG A A ATACACTATTCAACGTAGTACAGGAGATA : 1237

gAATGATACACTCAACAAaGATCAaCTtCTGTCATCCAGCAAATACACCATCCAACGgAGCACAGGAGATA

1240 » 60 1280 * 1300 » 1320 »
Long : ETA TGAMACTCG AATTATGATGTGCeAAACA%;E ﬁ ﬁTATGTG%AT%TATTAATCA%GAAGATG%AATCATAAATTCA%G% :  132¢
A2 : ETAYTGABACTCCHMAATTATGATGTGCHEAAACA TATGTG TATTAATCACK GAAGATGCHAATCATAARATTCA : 1284
Bl : ATANTGACACTCCCAATTATGATGTGCHAAAACACCTAAACAAACTATGTGGTATGCTATTAATCACTGAAGATGCAAATCATAAATTCACAGGA : 132€

AgAAACACaTcAAtAAgtTATGTGGCATGtTATTAATCACaGAAGATGCEtAATCATAAATTCACEGGg
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n pathogens

Article
Practical Validation of United States Centers for Disease
Control and Prevention Assays for the Detection of Human

GenBank(Z /'7_5',_\{(%% D 2% % 2016 EJ/)( ng:% D1185D < (X ‘i) /E\EEEEJ jéf EEJ ~ %) & Respiratory Syncytial Virus in Pediatric Inpatients in Japan
TI7AR—REBICIEHTY IRy THE, Vs Okt Swors Kbt - ok o M s Ve e,
Year Registered All 2010-2015 2016-2022
Total number 2935 1069 1185
4 Number of mismatched sequences 60 (2.0%) 4 (0.37%) 6 (0.5%)
Forwar (Within 10 nucleotides from the 3'-end) 57 (1.9%) 3 (0.28%) 6 (0.5%)
Pan-RSV Rev Number of mismatched sequences 1457 (49.7%) 456 (42.7%) 703 (59.3%)
everse (Within 10 nucleotides from the 3'-end) 275 (9.4%) 10 (0.9%) 257 (21.7%)
Probe Number of mismatched sequences 1579 (53.8%) 623 (58.3%) 544 (45.9%)
d Number of mismatched sequences N.D.* N.D. 25 (2.1%)
Duol Forwar (Within 10 nucleotides from the 3'-end) N.D. N.D. 18 (1.5%)
uplex
P Rev Number of mismatched sequences N.D. N.D. 34 (2.9%)
everse (Within 10 nucleotides from the 3'-end) N.D. N.D. 3 (0.3%)

*N.D., not determined.
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CDC method 2 Long(AY911262)
Forward ATGGCTCTTAGCAAAGTCAAGT 1140-1161
Reverse TGCACATCATAATTRGGAGTRTCA 1261-1238
Probe A FAM-ACACTCAACAAAGAXCAACTTCTRTCATCCAGCA-Phosphate X=BHQ-1-dT 1170-1203
Probe B TEXs-RED-ACATTAAATAAGGAXCAGCTGCTGTCATCCAGCA-Phosphate X=BHQ-2-dT

T internal quencher
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45°C 10min H5°C 10min

95°C  10min mmmm) 95°C  10min

95°C 15sec 95°C 15sec

55°C  15sec Y7 56°C  30sec 45+ 4 7 )L
712°C 15sec

npathogens @@

Article
Practical Validation of United States Centers for Disease
Control and Prevention Assays for the Detection of Human

Respiratory Syncytial Virus in Pediatric Inpatients in Japan /f I 'Ul t D ﬁ H%—j‘ﬁﬁ :E) E_l-ﬁlé

Reiko Suwa !, Yohei Kume 2, Miyuki Kawase 1 Mina Chishiki 2, Takashi Ono 2, Sakurako Norito 2, Ko Sato 3

Michiko Okamoto 3{, Satoru Kumaki ¢, Yukio Nagai %, Mitsuaki Hosoya 2(, Makoto Takeda 10, https //WWW m d p | .CO m/2 O 7 6 _ 08 1 7/1 1/7/7 54

Hidekazu Nishimura 3(, Koichi Hashimoto 2 and Kazuya Shirato 1-*
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N OVAVAX http://novavax.com/page/11/clinical-stage-

Creating Tomorrow’s Vaccines Today

pipeline
ABOUT US PIPELINE INVESTORS NEWS

20194FLAD
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Our product pipeline includes vaccine candidates engineered to elicit differentiated immune responses with the potential to provide increased

protection. Our nanoparticle technology targets antigens with conserved epitopes essential for viral function. Unlike traditional vaccines that
‘mimic’ viruses and elicit naturally occurring immune responses to them, our nanoparticles are engineered to elicit differentiated immune
responses, which may be more efficacious than naturally-occurring immunity. Our vaccine technology has the potential to be applied broadly to

T™
a wide variety of human infectious diseases. RE S ‘ / A x

PROGRAM DESCRIPTION CLINICAL ?%E Uga’_ \/
Phase 1 Phase 2 Phase 3 ! (j:j T /]/XB:\@'/{E_

Br oM

ResVax - RSV F Vaccine - Infants via Maternal Immunization* EFI 7:___. j 7:___. o

RSV F Vaccine - Older Adults (60+ yrs)

IFIR3HA(28-40w)

RSV F Vaccine - Pediatrics (6 mos - 5 yrs)

NanoFlu - Nanoparticle Seasonal Influenza Vaccine - Older Adults (65+ yrs) N ovava X;H: Lj: E%EE Eﬁ%ﬁ 0) 7l—:
HIZBHTRITRRET — 4
ZIRER L TUW e,

Combination Influenza / RSV F Vaccine - Older Adults (60+ yrs)

Ebola GP Vaccine

*Supported by the $89.1 million grant from the Bill and Melinda Gates Foundation. NOVAVAX
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ORIGINAL ARTICLE ‘

Respiratory Syncytial Virus Vaccination
during Pregnancy and Effects in Infants

S.A. Madhi, F.P. Polack, P.A. Piedra, F.M. Munoz, A.A. Trenholme, E.AF. Simdes,
G.K. Swamy, S. Agrawal, K. Ahmed, A. August, A.H. Baqui, A. Calvert, J. Chen,
. Cho, M.F. Cotton, C.L. Cutland, J.A. Englund, A. Fix, B. Gonik, L. Hammitt,
P.T. Heath, J.N. de Jesus, C.E. Jones, A. Khalil, D.W. Kimberlin, R. Libster,
CJ L[apur, M. Lucero, G. Pérez Marc, H.S. Marshall, M.S. Masenya,

F. Martinén-Torres, ).K. Meece, T.M. Nolan, A. Osman, K.P. Perrett, ).S. Plested,
P.C. Richmond, M.D. Snape, J.H. Shakib, V. Shinde, T. Stoney, D.N. Thomas,
AT. Tita, M.W. Varner, M. Vatish, K. Vrbicky, J. Wen, K. Zaman, H.). Zar,
G.M. Glenn, and L.F. Fries, for the Prepare Study Group*

ABSTRACT

BACKGROUND
Respiratory syncytial virus (RSV) is the dominant cause of severe lower respiratory
tract infection in infants, with the most severe cases concentrated among younger
infants.

METHODS
Healthy pregnant women, at 28 weeks 0 days through 36 weeks 0 days of gesta-
tion, with an expected delivery date near the start of the RSV season, were ran-
domly assigned in an overall ratio of approximately 2:1 to receive a single intra-
muscular dose of RSV fusion (F) protein nanoparticle vaccine or placebo. Infants
were followed for 180 days to assess outcomes related to lower respiratory tract
infection and for 364 days to assess safety. The primary end point was RSV-asso-
ciated, medically significant lower respiratory tract infection up to 90 days of life,
and the primary analysis of vaccine efficacy against the primary end point was
performed in the per-protocol population of infants (prespecified criterion for suc-
cess, lower bound of the 97.52% confidence interval [CI] of >30°).

RESULTS
A total of 4636 women underwent randomization, and there were 4579 live births.
During the first 90 days of life, the percentage of infants with RSV-associated,
medically significant lower respiratory tract infection was 1.5% in the vaccine group
and 2.4% in the placebo group (vaccine efficacy, 39.4%; 97.52% CI, —1.0 to 63.7; 95%
CI, 5.3 to 61.2). The corresponding percentages for RSV-associated lower respiratory
tract infection with severe hypoxemia were 0.5% and 1.04 (vaccine efficacy, 48.3%;
95% CI, —8.2 to 75.3), and the percentages for hospitalization for RSV-associated
lower respiratory tract infection were 2.1% and 3.7% (vaccine efficacy, 44.4%; 95%
CI, 19.6 to 61.5). Local injection-site reactions among the women were more com-
mon with vaccine than with placebo (40.7% vs. 9.9%), but the percentages of par-
ticipants who had other adverse events were similar in the two groups.
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Nirsevimab

Aiming for RSV prophylaxis
for all infants

July 30, 2020
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e “Annals of Allergy, Asthma & Immunology
Volume 125, Issue 1, July 2020, Pages 36-46
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GSK starts Phase Il RSV candidate vaccine
programme for older adults

For media and investors only

issued: London, UK Prefusion formdDF & > /X0 &
* RSV-associated lower respiratory tract-diseases (LRTDs) are estimated to cause _U_ 7\\.1 — Vi '\ |7 7 7/_ \/

around 360,000 hospitalisations and 24,000 deaths in older adults (60+) annually in

developed countries 7:/\\ 1 /\\\ \/ '\ LiGSK@ASOlE
* First Phase lll study evaluates the immunogenicity, safety, reactogenicity and |ﬁ_| ﬁ:l_l ;I;Fg Lj: -'_E:ﬁll_llji;_@-y;/} ( \\/ \/ 7\\ U \‘/ 7 X ) §\7¥\< E?:L?‘ ;\ﬁ Jj‘

persistence, to be followed by a separate Phase Ill study assessing vaccine efficacy
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https://www.gsk.com/en-gb/media/press-releases/gsk-starts-phase-iii-rsv-
candidate-vaccine-programme-for-older-adults/
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Pfizer Press release Vaccines

Pfizer Announces Positive Top-Line Data of Phase 3
Global Maternal Immunization Trial for its Bivalent

Respiratory Syncytial Virus (RSV) Vaccine Candidate TP A2 OMEEE R XS T T T

Tuesday, November 01, 2022 - 06:30am y_._ —— 1 v
S R = R
5 I N K O

« Vaccine efficacy of 81.8% was observed against severe medically attended lower respiratory
tract illness due to RSV in infants from birth through the first 90 days of life with high efficacy
of 69.4% demonstrated through the first six months of life

« The RSVpreF investigational vaccine was well-tolerated with no safety concerns for both

inated individuals and thei b o o
vaccinated individuals an elrnew’orns ) o gl g"jl;g\ PCR/\_ZGD#LﬁJ_IEJa)

 Results met one of the study protocol’s pre-specified regulatory success criteria, and Pfizer

plans to submitits first requlatory application by end of 2022 .U. — /\\ ,f 5 y z 0) "}“L-\ ?E 75 {~’~ A g;

« If approved, Pfizer’s RSV vaccine candidate could be the first maternal vaccine available to help
prevent this common and potentially life-threatening respiratory illness in young infants

« Pfizer currently the only company with an investigational vaccine being prepared for
https://www.pfizer.com/news/press-release/press-
release-detail/pfizer-announces-positive-top-line-data-

phase-3-global

regulatory applications for both infants through maternal immunization and older adults to

help protect against RSV

NEW YORK--(BUSINESS WIRE)-- Pfizer Inc. (NYSE: PFE) today announced positive top-line data



https://www.janssen.com/belgium/respiratory-syncytial-virus

COVID-19 UPDATES » janssen )' | fofmsonafohmon change oo E
ABOUT JANSSEN | TALENT J| INNOVATION | COLLABORATION [ EXPERTISE ] SUSTAINABILITY | PRODUCTS | TRANSPARENCY

Yo7 T/
RYR—="] T F
(SARS-CoV-2F ¢ |
CHD)

NE SknEFEA

At Janssen, we work hard to combat the effects of infectious diseases. This is very much needed as each year infectious

diseases account for 15% of all deaths worldwide®. Therefore, our colleagues in our “Infectious Diseases and Vaccines” team
are highly motivated to work on ways to deliver an end-to-end approach to prevent, treat, and cure infectious diseases.

Within this area of expertise, we work on: respiratory infections, bacterial infections (such as tuberculosis), viral infections
(such as HIV, hepatitis B and Ebola) and other health concerns around the world (such as COVID-19). Respiratory syncytial

virus (RSV) is one of the respiratory viral infections we are working on: relatively unknown but it impacts millions of people
worldwide®

What is RSV? JNIB

JDORAFEITENT LS

RSV is a common and very contagious virus which causes infections of the respiratory tract3. Although the disease is most common in young
children, adults can be infected with RSV as well. Almost all young children get infected by the virus in the first year of life?. Moreover, every year
160,000 people die as a consequence of RSV worldwide®.In the worst-case scenario, RSV causes life-threatening situations. Also, in the elderly or
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Virtual
12 — 14 October 2021

Background

The first WHO consultation from 6 — 8 October 2020 developed interim guidance of X . N .
epidemiological and laboratory surveillance of influenza and SARS-CoV-2 using the Global WRAER DY — XA H o BRI LD DA~
Influenza Surveillance and Response System (GISRS) and associated systems. Since the

implementation of the interim guidance, including expediting GISRS genomic surveillance

component as part of global efforts, enormous experience has been gained at national, regional

and global levels. Meanwhile, the approach of integrated surveillance of influenza and SARS-

CoV-2 to address critical public health needs of both influenza and SARS-CoV-2 at the same

time using existing systems has been welcome by countries and supported by international

agencies.
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