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09.30 - 10.00  Epidemiology and Situation of Influenza and

Other Respiratory Infections in Thailand 14.30 - 14.50  Seasonal, Avian and Pandemic Flu:

- 2025-2026 Treatment & Prevention
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Respiratory Pathogens Detected (N=204)
Week 53/2568-2/2569

~
o

(=]
o

u
(=}
1

Respiratory Pathogens in ILI,
Thailand

8 AINIA LTLITIY AN WATWUN AUNLT BEFHN NVIN T5URI WASATIH)TEY

& &

Number of cases

N
o
1

https://ddc.moph.go.th/doe/pagecontent.php?page=1496&dept
=doe

180 - 100
:
" Y N
A Influenza windusaznun |-
140 i L 80
I‘-“ "~ a"" Sy ‘

T 120 A l”"“’“"‘" “"" T “\:““ l: L"\ (2 pea kS) - 70 é
-g "“.\‘ [ TN :"\ "’ = ‘h_’ “ &0 ﬁ
o ! o
: ,- RSV wiinedu (na-we) | g
£ 80 1 : £
8 / ay A =
& 60 ] .
j COVID-19 aaeni upeak | = :

40 " | 5

4 ‘ﬂ ] w
2 1U¥I9MINIUEYALT?
0 0
1 3 5 7 9 11 13 15 17 19 21 23 25 27 29 31 33 35 37 39 41 43 45 47 49 51 5 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50 52
Year 2025 Year 2026

Others (not influenza, SARS-CoV-

SARS-CoV-2 =~ e RSV e % of Pathogen detection

Total specimen Influenza




L= A\
\\‘:\\. W
A

Outline

A 'y
ooy
v o

d -
iy

- <V .
i

iy

AR
G Ll

I
MM

* Influenza vaccines
e COVID-19 vaccines

e RSV Monoclonal
antibodies and vaccines

/4

<
>
/\\' Z
y <

<




Influenza vaccine
update
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% of Deaths (median age, 7 years)

lawanlugtdaninluaiudnn Lﬁnmﬂmnndmnﬂ Tna H3N2 Subclade K (Tl  [Ee—wg0e
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280 children died from influenza in 2024-25,
the most ever reported in a nonpandemic flu season

100 —
- CDC: 18% of
- kids who died
) from flu this
year had brain
= =
.| e damage g
40 — 44% %g
30 — \"' 2 1,000 -
20 —
10 — @ 18% @ 500 -
0 |
Deaths under age 9 Vaccine eligible/ : No underlying Developed encephalitis o
not vaccinated medical condition or encephalopathy

Reinhart K, ,et al. MMWR Morb Mortal Wkly Rep. 2025 Sep 25,74(36):565-569. doi:

10.15585/mmwr.mm7436a2. PMID: 40996933; PMCID: PMC12463192.

of influenza A(H3N2)

Antigenic site B
Antigenic
site A

H3N2 influenza A Subclade K, P Y
with antigenic drift, causing o
90% of circulating H3N2 in US "
late 2025

. 180° Rotation R

Influenza Positive Tests Reported to CDC by U.S. Public Health Laboratories

National Summary, 2025-2026 Season

A (subtyping not performed)
= A (HIN1)pdm09
mA (H3N2)
mA (H3N2)v
mA (H5)
= B (lineage not performed)
@B (Victoria Lineage)

mB (Yamagata Lineage)

weehttps://www.cdc.gov/fluview/surveill
ance/2025-week-49.html!
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Influenza vaccines: Overall not much different!
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Influenza Vaccines

Live Attenuated
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Raul Ortiz de Lejarazu-Ledonardo et al, Vaccines 20271,9:1255
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Recommended composition of influenza

2023-2024 Northern

hemisphere

* A/Victoria/4897/2022
(HIN1)pdmO9-like virus

» A/Darwin/9/2019
(H3N2)-like virus

» B/Austria/1359417/202
1 (B/Victoria lineage)-
like virus

Quadrivalent vaccines:

» B/Phuket/3073/2013-
like (B/Yamagata
lineage) virus

2024
Southern/Northern
hemisphere

* A/Victoria/4897/2022

H1N1)pdmO9-like virus
 A/Thailand/8/2022
(H3N2)-like virus

World Health: |n es

Organization’

2026 Southern

» B/Austria/1359417/202
1 (B/Victoria lineage)-
like virus

Quadrivalent vaccines:

» B/Phuket/3073/2013-
like (B/Yamagata
lineage) virus

B/Yamagata
ldnwag 3 tluas WHO

aquuzin trivalent
vaccine 541l 2024

Southern/Northern hemisphere
hemisphere
« ANVictoria/4897/2022 7 el ssRUITLANRS
(HIN1)pdm09-like virus (BRI TR Al VT
- A/Croatia/10136RV/20 | | A/Singapore/GP20238/
23 (H3N2)-like virus 2024 (H3N2)-like virus;

* B/Austria/1359417/202

 B/Austria/1359417/202 1 (B/Victoria lineage)-

1 (B/Victoria lineage)-

like virus like virus
ivalent ines: Cell-based:
S EIPhuke0Tais01a,  * AIMissouri/11/2025
like (B/Yamagata (HIN1)pdmO09-like virus;
lineage) virus » A/Sydney/1359/2024

(H3N2)-like virus;

* B/Austria/1359417/202
1 (B/Victoria lineage)-
like virus

https://www.who.int/news/item/26-09-2025-recommendations-announced-for-influenza-vaccine-
composition-for-the-2026-southern-hemisphere-influenza-
season#t:~:text=The%20WHOQO's%20recommendations%20for%20the%202026 %20influenza,new%20
candidate%20vaccine%20viruses%20for%20zoonotic%20influenza.



Effectiveness of Seasonal Flu Vaccines from The 2009 — 2024
Flu Seasons
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FLU SEASON
*2020-21 flu vaccine effectiveness was not estimated due to low flu virus circulation during the 2020-2021 flu season.

Tt i - imi . . N . .
VE estimates for 2022-2023 flu season are preliminary CDC, https://www.cdc.gov/flu/professionals/vaccination/effectiveness-studies.htm 12



Influenza-Associated Pediatric Deaths —
United States, 2024-25 Influenza Season

2024-25 flu season had the highest reported
number of flu-related pediatric deaths (280)

during a non-pandemic flu season*

56%
of children who died

had an underlying
medical condition

Almost 90%
of children who died
were not fully

vaccinated

Everyone 6 months and older should receive an annual flu vaccine.
Talk to your doctor about flu vaccination.

ity f42BY QU

The median age at death
was 7 years, and 56% of
children who died had at
least one underlying
medical condition.

Influenza A viruses were
associated with 240
(86%) of the deaths.

40% of children who
died were treated with
influenza antiviral
medications.

Reinhart K, Huang S, Kniss K, Reed C, Budd A. MMWR Morb Mortal Wkly Rep 2025;74:565-569. DOI:

http://dx.doi.org/10.15585/mmwr.mm7436a2



Who is better: Egg-based () vs Cell-based [EEs

Randomized Pragmatic Trial of the Comparative Effectiveness of Real World Dataset: Relative Effectiveness of Cell-

Chicken Egg-, Mammalian Cell Culture-Based and Recombinant Based and Egg-based Influenza Vaccines, 2023—
Protein Quadrivalent Influenza Vaccines in US Military Health 2024 Influenza season in the US (Test negative
System Beneficiaries (N=15,432) case-control N=106,779)

Non-Egg and Egg Flu Shots Appear

Comparable for Effectiveness . .
uAdms1 Seroconversion geninus vsa cell-based Cell-based AANIT

-rllV Aninsannanawug 2199z ANINUUDE Taaani=luan 19.6%
-cllV #n3vsa A/H3N2 Taatanizluian

szantudn wa gnu

Overall —— 19.8%

2018 and 2021, PAIVED randomized (1:1:1) eligible Pediatric (6 m-17 y) _ 19.6%

Military Health System beneficiaries to receive ellV, 6m8y . 17.6%
cclV, or RIV during an influenza season.

9-17y - 24.3%

No difference in influenza incidence! Adult (18-64 y) 18.5%

High risk —_— 14.7%

1 . 5 % 1 - 3 % 40 0 10 20 30 40

FVE (%)

C"V r"V e"V Favors QlVe €— —)» Favors QIVc

Stein AN, et al. Open Forum Infect Dis 2024,11.0fael75)
Colombo RE, et al. Clinical Infectious Diseases Sep 2025, ciaf503, https://doi.org/10.1093/cid/ciaf503



LAIV is desighed to help stimulate an immune response similar to
wild-type influenzal#

Cold-adapted
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Influenza virus®

Hemagglutinin (HA) =
Neuraminidase (NA) — (8 S D) $72) €—— Neuraminidase (NA)

Attenuated N
ustanlnssayn

» Wlidalisa
Attenuated P &
Cold-adapted Aaugnaatauly
[femperature-sensitive o Te m p e rat ure-
AN1sanalsale "
Nucleoprotein (NP) Nucleoprotein (NP) s e n s It I ve

=\

Usulvidianulosa anuni
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HA = hemagglutinin; LAIV = live attenuated influenza vaccine; M1 = Matrix-1 protein; M2 = Matrix-2 protein; NA = neuraminidase; NP = nucleoprotein; WHO = World Health Organization.
1. Hoft DF et al. J Infect Dis. 2011;204(6):845-853; 2. He XS et al. J Virol. 2006;80(23):11756-11766; 3. Basha S et al. Hum Immunol. 2011;72(6):463—-469; 4. Mohn KG et al. Hum Vaccin Immunother.

2018;14(3):571-578. 5. FluMist. Prescribing Information. August, 2024; 6. Hayden FG et al. Influenza virus. 2017:1009-1058; 7. Maassab HF and DeBorde DC. Vaccine.1985;3(5):355-369.




Who is better: Live attenuated {

Live Attenuated versus Inactivated Influenza
Vaccine in Infants and Young Children: DB RCT

in 2004-2005

Comparative efficacy of lIV3 and LAIV3 against influenza
illness in healthy children?

m‘ vs Inactivated vaccines X; 4

Effectiveness of Live Attenuated and Inactivated
Influenza Vaccines in Children: Interim data from the

2024/25 Influenza Season (gathered from published
LETE)

Any influenza H3N2 H1N1pdm09 B
5 ~ = Qutpatients <+ = |
10.0- = — ; | + .
= e 60 © o] .. o e 1 ;
"{;f— IIV3 (n = 338 of 3936) ?; - | l | | e R R
N o 40 ] =
= 54.9% ]
2 . (4] " ‘
g 6.0+ red UCtion o us UK us UK us K
E 40- 95% C1[41.8, 64.5] WA W
[+]
5 . .
§ L. LAIV3 (n = 153 of 3916) VE against all strains
Q
j=1
E - Ll Ll
& . | | | 1l9=31tuan Outpatient Inpatient
NoOTR DU e T Meh o jen e LAIV =42-83% LAIV = 52-79%
LAIV a1aazp IV = 16-72% IV = 55-78%

Influenza surveillance period

AN 1ALl NN

H3N2

1. Belshe RB et al. N Engl J Med. 2007;356(7):685-696.

Bandell A, et al. January 2026 Open Forum Infectious Diseases 13(Supplement_1).
DOI:10.1093/ofid/ofaf695.1611
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MEDICINES REGULATION DIVISION
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InTuNWsaN Lt lutnauna1ANl 2568 U (northern strain)

LAIV = live attenuated influenza vaccine

National Drug Information. LAIV. https://ndi.fda.moph.go.th/drug_info/index?name=&brand=flumist&rctype=&drugno=.



https://ndi.fda.moph.go.th/drug_info/index?name=&brand=flumist&rctype=&drugno=
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Effectiveness of high-dose influenza
vaccine against hospitalisations in older
adults (FLUNITY-HD): an individual-level

pooled analysis

The pool analysis of Denmark and Spain studies:
N= 466 320 (233 311 HD-IIV and 233 009 SD-IIV),
mean age 73.3 years. Pragmatic, registry-based,
open-label, randomized, active-controlled.

-

TANAFIN 2 NIFTANEY WUILIL
High-dose filsz@ansnwlunnns
dasnulauninluaivazdanuan 9%

LAazia9nUn1suau sn ana1 40%

Johansen, et al. The Lancet, Volume 406, Issue 10518, 2425 - 2434

= |

Indulunialvie IR
High-dose_

(Antigen wnnuu

4 aﬁ1)'°lﬁﬂszaﬂu§

lavanluag

64.4%

(24.4 to 86.4)

= Y=
NN ‘V]Q’x‘lﬂ?'ﬁﬂ"ﬂu
vinalsni luggade
65—-791
Relative Vaccine Effectiveness

for QIV-HD vs QIV-SD across
Clinical Outcomes

AANISLA LTI

48.9%

(11.5 to 71.3)

Vit 2023;2 (2). DOI: 10.1056/EVID0a2200206
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JCVI statement on influenza vaccines for 2025 to 2026 UK Health
JCVI 2025/26 Guideline of Influenza Vaccination

For the 2025-2026 season, the UK's Joint Committee on Vaccination and Immunization (JCVI)

Security
Agency

advises that for any given influenza vaccine type, if available, a trivalent is preferred over a quadrivalent formulation.

Agelrisk group type

Priority recommended vaccine types

Alternatives where recommended
vaccination is not possible

65 years+

Adjuvanted inactivated influenza vaccine
High-dose inactivated influenza vaccine
Recombinant inactivated influenza vaccine

Inactivated influenza cell-culture vaccine

18-64 years old in arisk group

Inactivated influenza cell-culture vaccine

Inactivated recombinant influenza vaccine

or adjuvanted inactivated influenza vaccine (50-64 years
old)

High-dose inactivated influenza vaccine (60-64 years old)

Inactivated influenza egg-culture vaccine

21to 17 years old

Live attenuated influenza vaccine

Inactivated influenza cell-culture vaccine

2-17 years old
(If administration of live attenuated
vaccine is not possible )

Inactivated influenza cell-culture vaccine

Inactivated influenza egg-culture vaccine

6 months-Zyears old in a risk
group

Inactivated influenza cell-culture vaccine

Inactivated influenza egg-culture vaccine

LAIV is the vaccine of choice for children aged 2 to 17 years old.

JCVI statement on influenza vaccines for 2025 to 2026, UK government. https://www.gov.uk/government/publications/flu-vaccines-2025-t0-2026-jcvi-advice/jcvi-statement-on-influenza-vaccines-for-2025-t0-2026 (accessed 24 March

2025)



https://www.gov.uk/government/publications/flu-vaccines-2025-to-2026-jcvi-advice/jcvi-statement-on-influenza-vaccines-for-2025-to-2026
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Anaphylaxis wu 1.35/aulad wazdiulna

liwu g nunnla
Persons with Egg Allergy?

= Multiple studies indicate that egg-allergic persons are not at increased Ovalbumin Content
per Dose

Vaccine Type Egg-Based?

risk of severe allergic reactions to egg-based influenza vaccines.

= Egg allergy necessitates no additional safety measures for influenza

vaccination beyond those recommended for any recipient of any LAIV y <0.024 pg per 0.2
es

vaccine. (nasal spray) mL dose?

Prevention and Control of Seasonal Influenza with
Vaccines: Becqmmend_atmns of the Ad.VISOFV Committee Standard egg-based Ve 0.05-0.1 pg per 0.5
on Immunization Practices (ACIP)—United States, 2024-25 Vs i s

1. CDC. Prevention and Control of Seasonal Influenza with Vaccines: Recommendations of the Advisory Committee on Immunization Practices (ACIP)—United States, 2024-25. https://www.cdc.gov/flu/hcp/acip/index.html.
Accessed 26 April 2025.
2. UK health security agency. All influenza vaccines marketed in the UK for the 2025 to 2026 season. https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk/all-influenza-vaccines-marketed-in-
the-uk-for-the-2025-to-2026-season-text-version. Accessed 29 April 2025

3. annanlsafn@ewisdszmalng. Auunihnslidedulesiulsadmivgnnjuasdgaeng
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Calculated by number of flu vaccines doses in both public and private sector and divined by population group

KC

Internal data from pharmaceutical company, calculate by influenza vaccine doses versus Thai population.



| Considerations for use of avian
influenza A(H5) vaccines during
the interpandemic and emergence
periods

Report of a WHO virtual scientific consultation, September 2024

* Mostly egg-based, although six use cell-based
substrate, inactivated (11Vs); only one is a live
attenuated influenza vaccine (LAIV).

Most are adjuvanted with squalene-based (ASO3 or
MF59) or aluminium-based Typically licensed for
use in healthy adults, children > 6 months-old

Taduilainy H5 dusuau Hdunsidauwasdruwaunin pnussinaasas

dssimalnaivuuwuaynladiadiaoiunisad

IS THERE A
BIRD FLU VACCINE?

* Mostly 2-dose schedule

Table 3. Key characteristics of licensed A(H5) influenza vaccines

Manufacturer name Location (Primary Vaccine name Subtype Clade

Manufacturing)

Vaccine type  Adjuvant Age group

indication®

AstraZeneca United Kingdom Pandemic influenza vaccine H5N1 1 LAIV, egg- None Children aged 12
H5NI1 AstraZeneca based months to 18
years
Research Foundation for Japan Adsorbed influenza vaccine H5N1 1 11V, egg- Aluminium- HA
Microbial Diseases for (H5N1) "BIKEN" based based
Osaka University
CSL Seqirus UK Aflunov H5N1 1 11V, egg- MF59 & months and
based older
CSL Seqirus UK Foclivia H5N1 1 11V, egg- MF59 6 months and
based older
CSL Seqirus UK Zoonotic influenza vaccine H5N8 2.3.4.4b 11V, egg- MF59 & months and
(H5N8) (surface antigen, based older

inactivated, adjuvanted)

AEWUGN bElunIsNARIATUse ) Mitlu HS5

wuqn cross protect anu H5 nwuinalsn
Tuawdm amedn dnasindasdidnanawug e

Manufacturer name Location (Primary  Vaccine name Subtype Clade  Vaccine type Adjuvant

Age group

Manufacturing) indication?
Denka Japan Adsorbed influenza vaccine H5N1 1 11V, egg- Aluminium- ¢
(H5N1) "Seiken" based based
GC Biopharma Republic of Korea GCFLU H5N1 H5N1 1 11V, egg- Aluminium-  HA
based based
GSK Germany Adjupanrix H5N1 1 11V, egg- AS03 HA, C, DA
based
GSK Canada Arepanrix H5N1 2.1.32 1V, egg- AS03 HA, C, OA
based
GSK Canada Arepanrix H5N1 2.3.44b 11V, egg- AS03 HA, C, OA
based
KM Biologics Japan Emulsion-adjuvanted cell H5N1 2132 IV, cell- AS03 HA, C, OA
o_derived influe based

Finland aanguidaquan 145pdu
CSL Seqirus product
(AFLUNOV/Celldemic

Takeda Pharmaceutical Japan 11V, cell- None

based

HA, C, OA

Cell-cultured influenza vaccine  H5NI -
H5N1 “TAKEDA” | mL
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Evolution of COVID-19 vaccine component

N1SRATATURILNUTAWLANLAN AzLNNNITTRINUITATUIGS 23-33% wastnumsiasnu
NSAALEALUUNDINS 11-25% AMNIATULAN

2025-2026:

\c’{@@}y World Health
Ancestral + ¥BB.1.5 WY Organization
Ancestral BA.4/5 - Recommend JN.1

\ LP.8.1 alternative

Pfizer
Moderna :
30 ugl/ 0.3 100 Pfizer Moderna 30Pﬂé% 3 Moderna
m . 15415 25+25 L|J’nl : 50 pg/0.5

ug/0.3 mli A Hg/0.5 ml ml

Using statistical modeling, the predicted additional effectiveness of a vaccine dose with an .,
- L

updated vaccine antigen may be approximately 23-33% against severe disease as compared to —
a previous vaccine antigen and 11-25% against symptomatic disease. 2025-2026:
* Moderna and Pfizer plan LP.8.1

https://www.who.int/news/item/26-04-2024-statement-on-the-antigen-composition-of-covid-19-vaccines * Novavax plans JN.1.



COVID-19 mRNA Vaccination and 4-Year All-Cause Mortality Among

Adults Aged 18 to 59 Years in France, supporting safety of the vaccine (n=
22.7 mil vaccinated vs 5.9 mil unvaccinated )

Vaccinated individuals 4 A

had a 74% lower risk of Tadulasnunisi@edanannlainle 74% ludlng
death from severe
COVID-19 and no \ /

incre a Sed ri Sk Of 3 | |_ Table 3. Rl of Short-Term Mortality, All Causes, by Cancer, External Causes, Circulatory Diseases, and COVID-19,

. Within 6 Months Following Vaccination, Using Adapted SCCS Models®
cause mortality over a

Cause of death, RI (95% Cl)

median follow-up of 45 ETIEET
months_ Risk window® All-cause Tumor diseases External causes  COVID-19

6 mo Afterdose 1 0.65 (0.63-0.67) 0.71(0.67-0.76) 0.63 (0.57-0.71) 0.63 (0.58-0.68) 0.73(0.59-0.91)
6 mo Afterdose 2 0.76 (0.74-0.79) 0.85 (0.81-0.89) 0.74 (0.66-0.83) 0.78 (0.71-0.86) 0.29 (0.23-0.36)
From the French National Health Data 6 mo Afterdose 3 0.80 (0.76-0.84) 0.83 (0.77-0.89) 0.76 (0.65-0.88) 0.95 (0.83-1.09) 0.40 (0.30-0.52)
System for all individuals in the French 6 mo Afterany dose  0.71 (0.69-0.73) 0.80 (0.77-0.84) 0.68 (0.62-0.76) 0.67 (0.61-0.72) 0.39 (0.32-0.47)

population aged 18 to 59 years who
were alive on November 1, 2021. Data
analysis was conducted from June 2024
to September 2025.

Semenzato L, et al. JAMA Netw Open. 2025;8(12):e2546822. doi:10.1001/jamanetworkopen.2025.46822



Effectiveness of 2024-2025 COVID-19

Vaccines in Children in the United States —
VISION, August 29, 2024-September 2, 2025

COVID-19 vaccines
protect children from severe illness

2024-25 COVID vaccines of COVID-associated
emergency department and urgent care visits by:

976% | ¥56%

in children ages 6 months to 4 years in children ages 5-17 years

Health care providers: Talk to parents about
the benefit of COVID-19 vaccines for their child

Irving SA, et al. MMWR Morb

Mortal Wkly Rep



Neonatal Outcomes After COVID-19
Vaccination in Pregnancy

aawitlesdu ICH, HIE, mortality @5iau uesid)

Exposure to COVID-19 vaccination in utero exhibited lower odds for:

-neonatal nontraumatic intracranial hemorrhage (event rate, 1.7 vs 3.2/1000; aOR, 0.78 [95% ClI,
0.61-0.99])

-hypoxic-ischemic encephalopathy (1.8 vs 2.7/1000; aOR, 0.73 [95% Cl, 0.55-0.96]),

- neonatal mortality (0.9 vs 1.8/1000; aOR, 0.68 [95% CI, 0.50-0.91]).

IE Time to neonatal death (<28 d) in Sweden Time to neonatal death (<28 d) in Norway

2.04 2.0+

No vaccination

1.5 1.5

1.0+ 1.0

Vaccination

Vaccination

0.5 0.5+ —

Events per 1000 liveborn infants
Events per 1000 liveborn infants

No vaccination

Population-based cohort study
from Sweden and Norway (n=
200,000) that included 94 303
infants exposed to COVID-19
vaccination during pregnancy
and 102 167 control infants
born between June 2021 and
January 2023

0 5 10 15 20 25 28 0 5 10 15 20
Time, d Time, d

No. at risk No. at risk
No vaccination 58461 58362 58354 58349 No vaccination 43706 43668 43648 43645 43642
Vaccination 64350 64314 64309 64297 Vaccination 29952 29932 29925 29922 29922

25 28

43637
29920

Norman M, et al. JAMA. 2024,331(5):396-407. doi:10.1001/jama.2023.26945



Myocarditis following mRNA COVID-19 vaccination among
people ages 12—-39 years in the Vaccine Safety Datalink

Incidence of myocarditis within 7 days of vaccination per million mRNA vaccine doses administered

38 %
After the 3 dose, longer interval, the
25 % incidence is 2-5/millions doses
6 % 5
- 2 [ :
] I
Dose 1 Dose 2 Booster Bivalent

Original monovalent Original monovalent Original monovalent

2020-2021 2021-2022 2022-2023 2023-2024 2024-2025

*Statistically significant increased rate ratio in vaccinated concurrent ramnaratar analucic
Source: CDC Immunization Safety Office, unpublished data CDC: National Center for Immunization and Respiratory Diseases, Use of 2025-2026 COVID-19 Vaccines: Work Group Considerations;
https://www.cdc.gov/acip/downloads/slides-2025-04-15-16/05-Panagiotakopoulos-COVID-508.pdf access on 29 April 2025



https://www.cdc.gov/acip/downloads/slides-2025-04-15-16/05-Panagiotakopoulos-COVID-508.pdf

Summary of recent changes
Use of COVID-19 Vaccines in the United States | Covid | CDC

US-ACIP/cDC Liuusin Tiitadulaialunn

ARN VINDNY SIUFTIAUYIDY liidnandug November 4, 2025

il Tt Shared decision-making « 1 The COVID-19 vaccination

e recommendations have been
updated to reflect individual-based

[ ol B — decision-making (also known as
shared clinical decision-making) for
people ages 6 months and older.

Interim Clinical Considerations for Use of
COVID-19 Vaccines in the United States e 2. Pfizer-BioNTech COVID-19

g S Vaccine is no longer authorized for

NOV. 4,2025 +

children ages 6 months—4 years.
The only FDA-approved COVID-19
vaccine available for this age group

https://www.cdc.gov/covid/hcp/vaccine- is Moderna (Spikevax).
considerations/index.html

AT



American Academy of Pediatrics

DEDICATED TO THE HEALTH OF ALL CHILDREN®

According to Kennedy, the FDA has approved COVID-19 vaccines for 2025-

NEWS RELEASE AVAILABLE IMMEDIATELY '
months or older for the Moderna shot, 5 years and older for the Pfizer-

BioNTech shot, and 12 years and older for the Novavax shot.
All age 6-23 covip
month COVID-19 continues to result in hospitalization and death in the pediatric population. Infants and children 6 through 23 months of age are at
the highest risk for severe COVID-19. Given this, the AAP recommends a COVID-19 vaccine for all children ages 6 through 23 months old
to help protect agamnst senous 1illness. Children younger than 2 years old are especially vulnerable to severe COVID-19 and should be
All a ge 2-18 yrs prioritized for vaccination unless they have a known allergy to the vaccine or its ingredients.

at high rigk In addition to the recommendation for all children younger than 2 years, the AAP recommends a single dose of age-appropnate COVID-19
ﬁ vaccine for all children and adolescents 2 through 18 years of age in the following nsk groups

Persons at hugh nsk of severe COVID-19

Residents of long-term care facilities or other congregate settings
Persons who have never been vaccinated agamst COVID-19

e Persons whose household contacts are at high nsk for severe COVID-19

All age 2-18 yrs
whose parents want

them to have it
I The AAP also recommends the vaccine be available for children ages 2-18 who do not fall mnto these nsk groups, but whose parent or

guardian desires them to have the protection of the vaccine. The most updated version of the COVID-19 vaccine that 1s available should be
used. The Academy’s recommendations for COVID-19 vaccines are published online here and wall be published 1n the November 1ssue of
Pediatrics (online Aug. 19).

26 for individuals at higher risk for serious outcomes, limiting it to age 6

KC



COVID-19 Vaccines: Navigating the
Chaos of Conflicting Guidance

Table. COVID Vaccine Recommendations

Adults 65+

6 months to 64 years

with high-risk
condition

Pregnant patients

Children and adults
without risk factors

Approved

Approved

Unclear, but pregnancy
included as high-risk
condition

Not approved

Shared
decision-
making

Shared
decision-
making

Not approved

Shared
decision-
making

Recommend

Recommend

Recommend

Recommend for age 6-23
months and administer to all
others who desire it

Recommend

N/A

Recommend for age 6-23
months and administer to all
others who desire it

N/A

Recommend

N/A

https.//www.medscape.com/viewarticle/covid-19-vaccines-navigating-chaos-conflicting-guidance- K C

2025a1000s97 ?ecd=wnl_edit_tpal_etid7815466&uac=67754A)&implD=7815466
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IDAT 2025: COVID-19 Vaccine Recommendation

Recommend
> 60 years old

1 dose

Recommend

18-59 years old annua"y

with certain risk factorsa Up to date Strain COVID-19
vaccine

aunzinlaenitansinaslasuiadulada 19 sudwmdals uazsrwinrinle

* o v o A 1 1 AI a w;s'd a v a 1 =S Y o a 1 v R 6
uwnzihldladaduiudgaingn 1 loa lugndnnzplidunuunwiasunasfioquuss lasldvisannlaanasgaainaion 8 dland
a fadufesdemudulaia 19 Aiguuss leud lsamisesigtulianaanifansuas liawilanaznaaaifoalianudumelazess linlagess lindaulannss lsawnninm) uazndiainssd

IDAT. Recommended Adult and Elderly Immunization Schedule 2025.
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* luill w.a. 2569 aziiandu MRNA aas Pfizer-BioNTech anawugsas LP.8.1 (mm’lunau JN.1
lineage) rannzidinn (30 mcg/0.3 ml) 1iin single dose/wal mwma"lu"lﬂumﬂmum 12 1]
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& Single 30 mcg/0.3 ml Intramuscular > 12 Tauly lainaaaaans

dose/vial

UNELRA LN baNsanTaRA AN ks anguanela aranasmuLialag (fractional
© = ap A v . . = = 1
dose) la‘lutanang 5 09 <12 1l Warsauld3adu Pfizer-BioNTech /@ wau@nn wulialng

(fractional dose) tiluauim 10 Tulasnsu Usunu 0.1 Raaans salaa lunisanwnuiidanale
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RSV Vaccinesand
Monoclonal |
Antibody
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pliAuiudnsagulesiuensioad (RSV) vlaTuLss

. AOAUAUESOISUUDVAUDISIDAS (RSV)
1) Uy monoclonal antlbody wammﬂmaal,wmam aﬂmﬂﬂamma 1 Lﬁuuﬂamulﬂammaﬂ 6 LHOU dpwAAD
1.1 Nirsevimab sLut]fﬂmawm’[fml‘unfﬂ 50 un. Iumﬁﬂmwuﬂ <5 An. kag 100 un. mu'muﬂ >5 A, mmuqﬂma
waaﬂmawuﬂamﬁm YU 200 Un. ﬂﬂmﬁuﬂm
1.2 Clesrovumabiuqﬂmawm Twum 105 un. ﬂﬂmﬂuﬂm mluuﬂ'm,uuuﬂuqﬂmawaaq
2) LLuum/wmﬁmﬂﬂumﬂLlfuw;iwmq <8/12 \ou LLauLﬂmﬁmmmq <19/24 \iiou Turnedl.o.nq 9.0, (ﬁaaalﬁaﬂ@
TumuugihymendenunsunndunsUssmelne)

wuzihWdnluszezidhganiassuinves RSV ludradeuiiquisuisnaiauvesynd Hospitalizations For ALRTIs Due To RSV In Thailand,
2008-2011*

a a 1 Yo . N 2 o o
msniiinluYa9ganIasEuInves RSV A33kATU nirsevimab lngi3anganasnaan
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* 315110 lASUIATU RSV S8917919A9A55A 139 LNITIVE0IULNITSUIATU RSV

150
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o

VBIUINN

RSV-associated LRTIs, no.
wv
o

* ysanan1ele 14 MUNaIaNnNU1sAlAsUIATU RSV YULAIATSA

2010 2011

2008 2009

wusihlvidaeensanellugania eunsatasiulinasaniggnia

=3 RSV-associated LRTls, no. === RSV-associated LRTIs, % of all LRTls

Nirsevimab snunsalisauiuinduniudeld wazlideedinsiiussesineiuingu
nnsdasinneinduriineizin Weswnlisuniunisaiegiiquiubeindu *Naorat s, et al. J Infect Dis. 2013 Dec 15;208 Suppl 3:5238-45.
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New Active And Passive Immunization
Products for RSV That Are FDA Approval

Infants and children Pregnant Adults and older adults Comments

. . women
Healthy High-risk Adults increase  Older adults
risk (>60vy)

RSV vaccines

¢ GSK’s f
AREXVY 0-59Y
* Pfizer’s ABRYSVO

>18Y

Monoclonal antibody

US:32-36 wk GA
Thai: 24-36 wk GA

 Palivizumab

* Nirsevimab } }
* Clesrovimab ﬁ }

GSK’s AREXVY: a recombinant RSV F protein antigen (based on the RSV-A subtype), stabilized in the prefusion conformation (preF), and AS01; adjuvant.
Pfizer’s ABRYSVO: a recombinant RSV F protein antigen (based on both the RSV-A and -B subtypes), stabilized in preF conformation



Clesrovimab for Prevention of Nirsevimab for Prevention of RSV in Healthy Late-
Preterm and Term Infants: Phase 3 RCT,

RSV Disease in Healthy Infants:

Phase 3 RCT, N=3614 multinational, infants >35 wk GA, age <1yo,

MELODY (N=1490)

A RSV-Associated Medically Attended LRI with =1 Indicator of LRI or Disease P r' ma ry Efflcacy E nd POI nt
Severity
100 Efficacy 74.5%; 95% Cl, 49.6 to 87.1; P<0.001

904 100+

80 98 Lo oy

70 7 Clesrovimab
964

60

Percentage of Infants without Event

©
Uy e
® ©
© O
S 9
» ET
i < ) ;
94— el N =1 (o)
50- ) VE=74.5% in 150 DOL
- . o .
wl o] Efficacy of 60.4% (44.1 to Placebo 7 g3 8
] o L 7
34 94 71.9; P<0.001) - >
20- 4f ©® on 6
0] T T T T T 1 -c ©
10 = LJ = 5
0 30 60 20 120 150 180 [eF) e o))
0 1 T T T T 1 = % = 4
0 30 60 90 120 150 180 < g O 3
Days since Injection é‘ = E
© 5 2
No. at Risk O = 1
Clesrovimab 2398 2366 2344 2324 2309 2294 2278 © o)
Placebo 1201 1168 1142 1130 1122 1107 1098 é’ —7] 0
Nirsevimab
Zar HJ, et al. NEJM September 17, 2025 Hammitt L, et al. N Engl J Med 2022, 386:837-846

DOI: 10.1056/NEJM0a2502984 DOI: 10.1056/NEJMo0a2110275



Summary of Real-World Impact on RSV-Related Outcomes*
Northern Hemisphere Countries 2023/24 season

[ Medically attended J

RSV ARI

Primary Care
RSV-Related Bronchiolitis

48.1%—79.7%:2° AN 77%—87.9%35
(95% CI: 42.4-53.3) (95% Cl: 67.7-87.3) (95% CI: 69-83) (95% CI: 70.3-95.1)
1

ED Visits

i

[ Hospitalization }

ICU Admission

73.7%—98%-s8101 69.6%—92.1%2<7510

(95% Cl: 65.6-90.2) (95% CI: 95-99)

(95% Cl: 42.9-83.8) (95% Cl: 64.0-98.3)
*These results are from different studies.

ARI: acute respiratory infection; Cl, confidence interval, ED, emergency department; ICU, intensive care unit.

References: 1. Lopez-Lacort M. et al Euro Surveill. 2024;29(6):pii=2400046; 2. Coma E, et al. Arch Dis Child 2024;0:1-6. 3. Ezpeleta G, et al. Vaccines. 2024;12:383; 4. Assad Z, et al. N Engl J Med
2024;391:144-54. 5. Payne A. ACIP presentation, June 28, 2024, Available at: https://www.cdc.gov/acip/downloads/slides-2024-06-26-28/04-RSV-Mat-Peds-Payne-508.pdf, (Accessed July 2024). 6.
Ares-Gémez S et al. Lancet Infectious Diseases 2024; 24(8): 817-828. 7. Paireau J et al. Influenza and Other Respiratory Viruses, 2024; 18:e13311. 8. Agiiera M, et al, Pediatr Allergy Immunol.

2024;35:e14175. 9. Lassoued Y. et al The Lancet Regional Health - Europe, 2024; 44: 101007. 10. Barbas Del Buey JF, et al. Frontiers in Public Health. 20242024 Aug 16;12:1441786. 11. Estrella- 51
Porter P, et al. Vaccine. 2024:50264-410X(24)00657-1;
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Timing: 32—-36 Weeks Gestation

Bivalent Prefusion F Vaccine in Pregnancy to - _
. Optimizes transplacental antibody transfer to the neonate
Prevent RSV llIness in Infants neonate

iloan LRTI lumsnlaa 82% R
@ RSVpreF vaccination during

In this phase 3, double-blind trial conducted in 18 countries, we
randomly assigned, in a 1:1 ratio (N=3,682 vs 3,676), pregnant pregnancy during the 2024
women at 24 through 36 weeks’ gestation RSV season in Argentina

(BERNI study): a multicentre,

Medlcilly Attgndeq Stever_? RSt\ﬁlAssomated e NS S T
ower Respiratory Tract lliness | M L case—control study

4

At 90 days At 180 days

-
o

Vaccine efficacy: 81.8% Vaccine efficacy: 69.4%

(99.5% Cl, 40.6 t0 96.3) || \accine efficacy: 6.4% Vaccine Effectiveness

78:6% (62-1-87-9) from birth to 3 mo

Placebo

71:3% (53-3-82-3) from birth to 6 mo

76:9% (45-0-90-3) against RSV-associated
severe LRTD was from birth to 6 mo

RSVpreF vaccine

60 90 120 150 180
Days after Birth

°\°
@
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Kampmann B, et al. NEJM April 5, 2023

DOI: 10.1056/NEJMoa2216480 Pérez Marc, Gonzalo et al.

The Lancet Infectious Diseases, Volume 25, Issue 9, 1044 - 1054



Nirsevimab vs RSVpreF Vaccine for Respiratory
Syncytial Virus—-Related Hospltallzatlon In

N ew b orns (N=42560).p0pulation-based cohort study
used data from the French National Health Data System

wun msls Nirsevimab sidszansmunlumstlespumsueu sw annslH

Sazulunsl aa [CU/ventilator/O2 Rx Y4ani b6-58%

No. (%) Nirsevimab was
RSVpreF Between-group . Favors associated with lower
Nirsevimab  vaccine difference Adjusted HRb Favors : RSVpreF
(n=21280) (n=21280) (95%Cl), % HR? (95% CI) (95%Cl) nirsevimab | vaccine severe outcomes:
Primary outcome - PICU admission
Hospitalizati - i . . -0.3 (-0. -0. . . . . . . ?
lowsitfgézai:;tigrﬂrzg:lir?fsgstcifr':ed 212(1.0) 269(1.3) 0.3(-0.5t0-0.1) 0.79(0.65t00.94) 0.74(0.61t00.88) —— (a H R, 058 [042 to
Secondary outcomes 0801),
RSV-associated lower respiratory tract infection _ Requiring ventilator
With high-dependency 58(0.3) 67(0.3) 0(-0.1t00.1) 0.86(0.61t01.23) 0.87(0.60to0 1.25) —a——

support (aHR, 0.57

With pediatric intensive 55(0.3)  101(0.5) -0.2(-03t0-0.1) 0.54(0.39t00.76) 0.58 (0.42 to 0.80) = [0.40 to 0.81]),

unit admission¢

care unit admission

- Requiring oxygen

With ventilatory support 51(0.2) 89(0.4) -0.2(-0.3t0o-0.1) 0.56(0.40t00.79) 0.57(0.40t00.81) ——
With oxygen therapy? 3902)  76(0.4) -02(-03t0-0.1) 051(034t00.76) 0.56(0.38t00.81) e therapy (aHR, 0.56
I [0.38 to 0.81]).
0.2 05 1
Adjusted HR (95% Cl)

Jabagi M, et al. JAMA. Published online December 22, 2025. doi:10.1001/ama.2025.24082
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Interim Evaluation of Respiratory Syncytial Virus
Hospitalization Rates Among Infants and Young Children
After Introduction of Respiratory Syncytial Virus
Prevention Products — United States, October 2024—
February 2025
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Among infants aged 0—-7 months, 2024—-25 RSV-associated hospitalization rates were
lower compared with 2018-20 pooled rates (estimated relative rate reductions of 43%
[RSV-NET: 95% Cl = 40%—46%] and 28% [NVSN: 95% Cl = 18%—36%]).

The largest estimated rate reduction was observed among infants aged 0-2 months
(RSV-NET: 52%, 95% Cl = 49%—56%,; NVSN: 45%, 95% Cl = 32%—57%) and during peak
hospitalization periods (December—February).

Patton ME, Moline HL, Whitaker M, et al. MMWR Morb Mortal Wkly Rep 2025,;74:273—-281. DOI:
http://dx.doi.org/10.15585/mmwr.mm7416al



- RSV (Resplratory Syncytial Virus) iIs a disease of all ages

RSV aﬂui‘smmmmmﬁnuawmm

Burden of RSV

Virtually all children will Immune response after natural infection is Older adults are at high risk of severe RSV
have been infected with incomplete and is short-lived?3 infection. Those with certain comorbidities
RSV by age 2 years' RSV reinfections may occur throughout life3 are at even greater risk*>

/’/ "5/ A .44 1 5
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The figure is for illustrative purposes only

1. Centers for Disease Control and Prevention (CDC), 2023. Symptoms and Care. htto.//www.cdc.gov/rsv/about/symptoms.html (accessed October 2023);

2. Openshaw PJM et al. Annu Rev Immunol 2077;35:507-532; 3. Walsh E et al. Clin Chest Med 2017,;38(1):.29-36; 4. Branche AR et al. Clin Infect Dis 2022;74(6).1004-1011, 5. Centers for Disease Control and Prevention (CDC), 2023. RSV in
Older Adults and Adults with Chronic Medical Condlitions. httos./www.cdc.gov/rsv/high-risk/older-adults.html (accessed October 2023)



http://www.cdc.gov/rsv/about/symptoms.html
https://www.cdc.gov/rsv/high-risk/older-adults.html
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-fusion
Recombmant Respiratory Syncytial Virus pre-fusi

in 120 mlcrogra"‘\s injection
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NDC 0069-0344-01
Rx only
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Sterile Water Diluent Component
combin dhlo( use.

Respiratory Syncytial
Virus Vaccine

Underlying medical conditions associated with increased risk for severe RSV disease include:

Chronic lung disease
(e.g., COPD and
asthma)

Chronic cardiovascular
disease (e.g., CHF and
CAD)

®

60
é
P

Chronic or progressive

conditions

neurologic or neuromuscular

Chronic kidney
disease

Moderate or severe
immunocompromise

Chronic hematologic
disorders

Any underlying condition
that a provider determir
might increase the risk of
severe RSV disease

’ Chronic liver
disease
-

Diabetes
Mellitus

Other factors associated with increased risk for severe RSV disease include:

as determined by the
healthcare provider

0

Frailty or advanced age,

Any underlying factor
a provider determines
might increase the risk
of severe RSV disease

A Residence in a
+ nursing home or

other long-term care
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ABRYSVO"

for Intramuscular Use Only
kit Contents (provides a single dose of ABRYSVO™):
1 vial containing Lyophilized Antigen Component
1 syringe containing Sterle Water Diluent Componen t
1 vial adapter .
sitution, a single dose o
o e e o
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https://www.cdc.gov/media/releases/2024/s-0626-vaccination-adults.htm|

Surie D, et al. JAMA. Published online September 04, 2024. doi:10.1001/jama.2024.15775
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Link-Gelles R, et al. MMWR Morb Mortal Wkly Rep 2024;73:77-83. DOI: http://dx.doi.orq/10.15585/mmwr.mm7304a2

Holm Hansen C, et al. Lancet Infect Dis 2024:S1473-3099(23)00746-6. DOI: https://doi.org/10.1016/s1473-3099(23)00746-6;

Watanabe A, Vaccine . 2023 Mar 1041 11 1783 1790
Hamad Saied, et al. Pediatr Rheumatol Online J. 2023;21(1):80. 2023 Aug 7. doi:10.1186/512969-023-00848-1
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- . h ‘gﬁ’z// www.cdc.gov/flu/vaccines-work/effectiveness-studies.htm.

Langet Child Adolesc Health 2048 Way;2(5):338-349\goi: 10.1016/52352-4642(18)30062-2. Epub
& R _— . 2018 Mar 5.
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http://dx.doi.org/10.15585/mmwr.mm7304a2
https://doi.org/10.1016/s1473-3099(23)00746-6
https://www.cdc.gov/flu/vaccines-work/effectiveness-studies.htm

Co-Administration: Can We Give Them Together?
Saduldninlnal 1ade uaz RSV anunsalinsousn/Auiaduduy e
Tauligoaiuge ANAE

YES COMBINATIONS

Influenza & COVID

No Spacing
Required

RSV & Childhood
Vaccines

No Spacing
Required

CONSIDERATIONS

n_p
CERS

Spacing Not Required
for Any Approved Combo

ACIP

lllll

visit
ACIP 2024 Recommends
Same-Visit Admin

Clinical Guidance

v| Influenza +
COVID

Same-visit administration is
administration is safe and
and effective; no
immunologic interference
interference demonstrated
demonstrated

V] RSV
Monoclonal +
Routine Vaccines
Nirsevimab co-
administered with DTaP,
DTaP, HepB series — no
no spacing required per
per ACIP 2023

) Practical Benefit: Same-visit co-administration
reduces missed opportunities and improves program

program coverage.

References: CDC General Best Practice Guidelines 2024 - ACIP RSV 2023



CHILDHOOD IMMUNIZATION

£DC SCHEDULE BY RECOMMENDATION

For all children For Certain High-Risk Groups Shared Clinical Decision-Making
Vacines | Schedule | agdnes|schedule [ vacanes _|schedule
DTaP 2,4,6,15-18 mo, and RSV mAb Birth-7 mo Rota 2-3 dose at 2, 4, (6)
4-6 yo (No mom’s vac) mo
Tdap 1t dose 11-12 yo RSV mAb Birth-7 mo, 8-19 COVID-19 2-dose then annual
Hib 2,4, (6),12-15 mo (high-risk) mo Influenza 2-dose then annual
PCV15/20 2,4, 6, 12-15mo HBV (mom+) Birth, 1-2, 6-18 mo Ay 2-dose at >12 mo
PV 2,4 6-18 mo,and 4-6  Dengue (in 3-dosewithlab+  ppy (mom-)  3-doseat 2, 4, 6-18
Yo endemic) mo
MMR 12-15 mo and 4-6 yo MCV ACWY (host)  2-, 3-, or 4-dose MCV ACWY  2-dose at 11-12 yo,
Var 12-15 mo and 4-6 yo MenB (host) 10-17 yo then 16 yo

HPV 1-dose at 11-12 yo. HAV (travel) >6 mo MenB 2-3 dose at 16-17 yo

https://www.hhs.gov/childhood-immunization-schedule/index.html
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