North Dakota State University

What the
heck is
going on?
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Objectives

Describe current and emerging trends in pediatric respiratory
@ viruses for the 2025-2026 season, including RSV, influenza, and
COoVID-19.

Identify risk factors and populations most vulnerable to severe
@ outcomes from pediatric respiratory infections.

Discuss current evidence-based prevention and treatment
@ options and evolving clinical guidelines for managing pediatric
respiratory infections.

CDC director is out after less than a
month; other agency leaders resign

FDA approves updated COVID-19 shots
with limits for some kids and adults

In break with current CDC recommendations,

leading pediatrics group recommends Covid-19
shots for young children @NNJ

COVID vaccines are no longer
recommended for healthy children and
pregnant women, Kennedy says

Multiple medical groups say they have been barred
from work on CDC's panel of vaccine advisers

CINES IN THE NEWS

NEWS

Kennedy’s new CDC panel includes
members who have criticized vaccines
and spread misinformation

F<

Fall and Winter Immunization Guide: 2025-26

RSV Immunization COVID-19 Vaccine

All infants <8 months old and All children 6-23 months
children 819 months with risk

Kids

Pregnant
Women

Adults

NORTH D,

Influenza (Flu) Vaccine

All children 6 months and older
Some children 6 months to 8 years may

ACOG, CDC ACOG, CDC
Al All 75+ and adults 50-74 with risk

High-dose recombinant or adjuvated flu factors All

vaccine preferred for 65+ if available As of now, one Iifetime dose
AAFP, CDC
coc coc
NIVERSITY
e et AT BTN ure adapted from Your Local Epidemiclogist, 2025

need multiple doses

Aap, cDC

Al
At any point in pregnancy

32-36 weeks gestation

factors Children 2-17 years old with risk
factors or if parents desire
vaccination
AAP, CDC e

OR:

All
At any point in pregnancy

ACOG, cDC

Recommended for all children Poj tions

New HHS Childhood Immunization Schedule
(released January 5, 2026)

Recommended for certain high-risk groups or

Diphtheria

© Hepatitis A
Tetanus

* Hepatitis B

Acellular pertussis (whooping cough) « Meningococcal

Hacmophilus influenza type b (Hib)

Pncumococcal conjugate CoB iy

Polio

Measles Recommended based on shared clinical
Mumps decision-making

Rubella
Human papillomavirus (HPV)

* Roavirus

Varicella (chickenpox)

o Hepatitis A
o Heparitis B
* Meningococeal

Comparing Pediatric Vaccine Recommendations

AAP Recommendation (Aug 2025)

6-23 months: Universal recommendation (vaccinate all)

CDC/ACIP Recommendation (mid-2025)

DIFFERENT from AAP:

CDC uses a "shared clinical decision-making" model for ages 6

COVID-19 | 2-17 years: Recommend for high-risk, and for others at
months-17 years, rather than having a universal endorsement;
parental discretion
parents should consult their provider
SAME as AAP:
Allinfants <8 months + children 8-19 months with risk
Infants < 8 months born to unvaccinated or unknown-status
RSV factors
mothers
Typically Oct-March, if no maternal RSV vaccine

High-risk 8-19 month-olds entering second season

Flu

Annual influenza vaccination for all children starting at 6

months

ay need multiple doses

SAME as AAP:

Routine annual influenza vaccination for everyans aged z6

months
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HK1 RSV-Adults should say 50-74! | think this was updated in another

slide deck, so hopefully an easy copy and paste!
Hall, Kylie, 2025-12-10T20:25:05.720

LD1 0 Great catch! Updated!
Dybsand, Lauren, 2025-12-10T20:35:20.643
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“CIDRAP's Vaccine Integrity Project is an
initiative dedicated to safeguarding
vaccine use in the U.S. so that it
remains grounded in the best available
science, free from external influence,

\V} i
. and focused on optimizing protection of
| ntegrit ; reites, and commant
against vaccine-preventable diseases.”

* Steering committee comprised of 8

Project

WHAT IS IT?

members, with input from public health
and vaccine experts

« Presented on safety and efficacy of
respiratory virus immunizations on

August 19th, 2025

Proposed FDA Vaccine Standards:

Internal memo at the FDA in November 2025 proposes dramatically stricter vaccine requirements, including placebo-

controlled, clinical endpoint trials for many new and updated vaccines.

What's happening Why it matters for Flu & CO Big-picture implications

 Experts warn these + Annusl possible, - Could
unethical for some groups (kids, pregnant reducing the effectiveness of seasonal vaccination. flu/COVID outcomes
people) and would siow o block access to + Strain-specifc seasonal vaccines (COVID and fu) may + Risks los of publctrust,especially i access
essential vaccnes not meet proposed tia requirements i time to becomes resricted or messaging becomes

match circulating variants. inconsistent
« Reduced manufacturer participation i development « Highlights tension between ideal evidence
becomes too slow or costly standards and real-world public-heaith needs
* Lower coverage = higher disease burden, especially in

high-risk populations

Parents overwhelmingly say measles and polio vaccines
are important for children to get, but fewer say this about
COVID or flu.

@ Very important Somewhat important Skipped Not toe important

Not at all important

et B
o _ B "

The flu 23% 20%
e - = .y
0% 20% 60% 80% 100%

Most U.S. parents are confident MMR and polio vaccines
are safe for kids - fewer state the same level of
confidence about flu and COVID-19.

@ Very confident Somewhat confident Not too confident Not at all confident

Measles, mumps and rubella 30% 9% 6%

32% 8% 6%

The fiu 32% 19% 6%
COVID-19 23% 21% 35%
40% 60% 80% 100%

As a healthcare
provider, are
patients’ most
trusted source of
vaccine information.

The Good
News

10

Most of the Public Trust Doctors' and Physicians' Associations
for Reliable Vaccine Information

Percent who say they have a great deal or a fair amount of trust in the following to provide reliable information about
vaccines:
Your own doctor or health care provider 83%
The American Academy of Pediatrics*
The American Medical Association, or AMA
The U.S. Centers for Disease Control and Prevention, or CDC

Your state government officials

Robert F. Kennedy Jr. the Secretary of Health and Human Services

e} 20% 40% 60% B80% 100%
“Among parents or guardians of a child under the age of 18 living in their household
KFF Tracking Poll on Health Information and Trust (September 23-29, 2025)

®
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2024-25 Respiratory Virus Rates, United States, 0-4 years 2024-25 Respiratory Virus Rates, United States, 5-11 years

*Note scale change

@ RsV coviD @Fiu @ Combined @ RSV COVID @ Flu @ Combined

40 8

Hospitalization Rate per
100,000
8
Hospitalization Rate per
00,000
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Surveillance Week Ending Date Surveillance Week Ending Date
2024-25 Respiratory Virus Rates, United States, 12-17 years ’
*Note scale change. L
® Rsv coviD ® Flu @ Combined B
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= 2025-26 ;.
: / "Epidemic” threshold

5 Respiratory :/(\ \}/\\

Hospitalization Rate per
100,000

i Season: ‘
0s /A,\ /«/\_\_ How does it compare to I e e
0o M previous seasons? s

-'P n.° ° 'P "L
S e s
Surveillance Week Ending Date

A oM RE A YLE, 2025

15 16

. fw e Preliminary 2025 - 2026 U.S. Flu In-Season Disease Burden Estimates
o

Since October 1, 2025, CDC estimates there have been between:

20 2 5 o 2 6 > /A == Epidemic threshold

: =N 120,000 - 5,000 -
Respiratory o g0 0e =000
Season: s ,;;I'x
Influenza
Flu Flu Flu Flu
liinesses Medical Visits Hospitalizations Deaths

Based on data from QOctober 1, 2025, through December 27, 2025

Because influenza surveillance does not capture all cases of flu, CDC provides these estimated ‘
@ vt ranges to better reflect the full burden of flu in the United States. These estimates are calculated Fluvew
i using a mathematical model based on CBC's weekly influenza surveillance data and are preliminary
and are updated weekly throughout the season.

YLE, 2026

— it Data

o
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How did we
do last
season in the
u.s.?
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24-25 Season: Pediatric Vaccination Rates (%)
3
®

o
®

COVID-19 RSV

€DC, 2025 - COVIDVaxView; FluVaxView
Boundy et al, MMWR, 202:

19 20

Preliminary 2024-2025 U.S. Flu In-Season Influenza in Children

Disease Burden Estimates (All Ages) « Every yeat, 8-10%0f UsS. children develop

BASED ON DATA FROM OCTOBER 1, 2024 - MAY 17, 2025 aag
symptomatic influenza

Hospitalization rates are highestin kids under 5

years of age

Viral infections have been known to lead to

invasive bacterial infections in kids, as well as

acute necrotizing encephalopathy (ANE)

fl 8-11% of hospitalized children experience

neurologic complications (e.g., seizures,

47-82 MILLION 21-37 MILLION 610,000-1.3 27,000 - el
FLU ILLNESSES FLU MEDICAL MILLION FLU 130,000 FLU gL
VISITS HOSPITALIZATIO DEATHS
NS
ic (0-17) italizati by
Selected Underlying Medical Conditions, —
. . . . 2024-25 a oy
Influenza-Associated Hospitalizations nornonn conann [ gnderlvenhglgondltlons
mon, laren
by Age Group and Flu Season e = N8 ,
Hospitalized with
s of November 15, 2025 Neurologic disease m r
Influenza
oav @sw overs RS
4,000 3,708 SR * Almost half of kids hospitalized with
3106 - influenza did not have any known
Hh00 2782 e, m health conditions
2.000 T aor, .s.mi * Among kids hospitalized with
: 1,742 A obe Ctate .’-”‘ influenza, the following conditions
1,000 799 38 Ui Renal disease I|.ﬁ!i were the most common:
A
° Gastrointestinal/liver disease Iu% © Asthma (26.1%)
2021-22 2022-23 2023-24 2024-25 o Neurologic disease (17.9%)

Hypertension ll.lx
o Obesity (13.4%)

Autoimmune disease Io.sx
0% 10% 20% 30% 0% 50%

23 24
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CASES OF ANE IN KIDS DURING PAST 2

RESPIRATORY VIRUS SEASONS
Appears to be higher than usual based on

perceptions from senior pediatric neurologists

Acute Necrotizing
Encephalopathy
(ANE) & Influenza

A CASE SERIES

'OCCURRED IN KIDS WITH NO

(0] UNDERLYING MEDICAL
o W?ITIQNS left with de
NI 1efe wich moderate co

severe disability after 90-day follow-up.

o MORTALITY RATE
o All but one of the deaths occurred in
unvaccinated children.

~Keith Van Haren, MD.
Pediatric Neurologist, Stanford University

Pediatric
Infuenza
Deaths on
the Rise

The 2024-25 season has scen the highest
number of pediatric flu deaths in 15 years.

00

0

ii i 1 H
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Number of influenza-associated

pediatric deaths by season —
289
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89%

INFLUENZA-RELATED PEDIATRIC
DEATHS IN THE 2024-2025
INFLUENZA SEASON

occurred in children who

weren’t fully vaccinated.

27

Influenza

Vaccines for

Kids

2025-2026
RECOMMENDATIONS & UPDATES

Influenza Vaccine

Annual flu vaccine is recommended for

9 years of age
or older at time of first
vaccine dose during
current season?”

Yes

HK1

everyone 6 months and older
No

Recommended dose(s) ideally received

by the end of October

Pregnant/postpartum individuals should 1 dose of influenza

YesM{ vaccine needed this
season

Received at least 2
lifetime doses prior to
current season?

receive the flu vaccine

Can be coadministered with other

vaccines

No or Unknown

* New option: at home nasal spray flu
—_—v
vaccine available for patients 2 - 49 years
2 doses of influenza vaccine
needed this season, given at
least 4 weeks apart

29

25-26 Flu
Season

WHAT ARE WE ANTICIPATING?

There has been an observed mismatch with the seasonal

influe: ine strain and

dominant flu strain this season, H3)

Data from the UK: Vaccination remains effective ag

clinical di: caused by influenza A(H3N2) viruses.
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HK1 Curious about the NEW part here - should this be home delivery

for flu mist?
Hall, Kylie, 2025-12-10T20:41:27.130
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el Flu Vaccine Effectiveness Over the Years (All Ages)

During

Flu vaccine effectiveness

Spanish study analyzing data
from 38+ countries and 6.5

varies based on many

ER

Flu vaccines reduce the
risk of death from
severe influenza by
three to four times.

i
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factors — including the

T esimad 5.8 millo e .8 milon mediahis, 115000
d nearly 8,000 deaths. meaningful
reductions in morbidity and mortality evenn a less-than-deal match year.
million patients P :
Patient data from 2003 - 2023 o 2
found flu vaccination to be circulatingin a given
effective at reducing infection year, and the age of the
rates and flu-related p ]
PR child vaccinated.
complicationsin all age groups.
o
sl -«*
Q
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Percent Effective
9
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Flu Season

Hundreds of millions of
Americans have safely
received flu vaccines for
more than 50 years.

Pediatric
_790
Influenza T 467“’
Vaccine I s
Effectiveness

,@m 32-92%

effective against
medically-attended flu
(Daa based on 15 seudics)

‘The body of scientific evidence from vaccine safety
monitoring systems and scientific studies
supports their safety.

33

Pediatric flu vaccine coverage by age Pediatric flu vaccine coverage by age
T group, United States, 2020-2025* f— group, North Dakota, 2020-2026*
United States @ 6mos-dyrs 5-2yrs @ I3-17yrs North Dakota @ 6mos - dyrs 512yrs @ I3-18yrs
2024-2025 Pediatric Flu 100% 2024-2025 Pediatric Flu 100%
Vaccine Coverage Vaccine Coverage
6 months - o, < 80% 6 months - o, < 80%
ponts: 57.2% B o 16.9% B
3 ‘Healthy Peopie Target: 70% 3 Wealthy People Target: 70%
2 oo% .\“—‘"\, £ oo%
s s
o h——'——c_\_\_ﬁ s
13-17 years 43.4% E 0% 13-18 years 11.7% E 40%
& &
National pediatric flu vaccine rates 20% 20% .‘\*“0\.\‘
are well below the Healthy People ND ranked 39/50
2030 target of 70% vaccination in pediatric flu
coverage. 2020-21 202122 2022-23 2023-24 2024-25" VR DGR O aomza 202225 202524 202435 200526
+2024.25seasonal datathrough Apri 26,2025 Preious seasonal 025.26 scasona dta through Novemiber 2025
; Gata though end of May of tht ver. Prviou seasonal datainclude indhidual vaccnaed bateeh Augst 1 and une 0,

35 36
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Epidemiology

* Most infants (68%) infected during the
1st year of life; nearly all (97%) by age 2

* Most common cause of hospitalization in
U.S. infants (2-3% of young infants)

o Prematurity/chronic disease increases risk, but
most (79%) are in healthy, term infants
o Risk of hospitalization higher in younger infants

Each year in
U.S. children
aged less than
5 years, RSV is
associated
with...

a

100-300
deaths

=
58,000-80,000
hospitalizations

~520,000

emergency department visits

~1,500,000
outpatient visits

RSV —
P reve nt i O n ;(;(Z:Z-;loNzlsNDATloNs & UPDATES
for Kids —]

39
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Three Options
for Infant
Protection

MATERNAL VACCINATION: ABRYSVO
Recommended for pregnant individuals 32 -36 weeks
gestation from September - January who have not

received the RSV vaccine in a previous pregnancy

INFANT ANTIBODIES: NIRSEVIMAB
Recommended for infants <8 months born during or
entering their first RSV season, and some children 8 -
19 months at increased risk of severe RSV entering
their second RSV season

INFANT ANTIBODIES: CLESROVIMAB

Recommended for infants <8 months born during or
entering their first RSV season

Seasonal Recommendations

It is important that babies have protection before RSV season peaks, typically
between December and February.

RSV vaccine (Abrysvo) recommended during
weeks 32-36 of pregnancy

Nirsevimab or clesrovimab recommended for infant
LD LD LD LD LD L) VR ) -

Immunizations are not recommended to protect infants outside of RSV

== season. Infants born in these months should receive nirsevimab or ==
clesrovimab in October.

41

42
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RSV Antibody
Administration

* If the mother did not receive
the maternal RSV vaccine,
nirsevimab or clesrovimab
should ideally be administered
to babies born during October
through March during their
birth hospitalization, or
within 1 week of birth.

| o et s o o ey e

[T e——

T

= R
[ I e— '
ce @& =

|

77%

of pediatricians had ever
offered nirsevimab
(N=200)

* Most pediatricians agreed that nirsevimab
is safe (97%) and effective (96%) for
infants.

+ The top challenges pediatricians reported
with offering ni

o parent/carcgi
safery (44%)

mab were:

r concerns around

o challenges knowing maternal RSV
vaccination status to determine
infant cligibility (34%)

o financial burden associated with

purchasing nirsevimab (31%)

63%

of OB/GYNs offered RSV
vaccine to pregnant women
(N=200)

* Most OB/GYNs agreed that maternal
RSV vaccination is safe (9256) and
effective (94%).

* The top challenges OB/GYNs reported
with offering maternal RSV vaceination
were:

ent concerns around safety

o costand reimbursement issues (46%)
o patient concerns around
effectiveness (28%)

TH DAKO

T
CENTER FOR IMMUN
EDUCATION

43
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Pediatric
Nirsevimab
Effectiveness

CHILDREN <24 MONTHS

s 64-93%
E M E effective against RSV hospitalizatior

(Data based on 13 studics)

51-91%

effective against RSV ICU admissior
(Data based on 6 studies)

17-89%

effective against medically-atrended RSV
{Data based on 5 studies)

Pediatric
Clesrovimab
Efficacy

<12 MONTHS

90.9%

effective against RSV hospitalizatior

£ 60.4%

effective against medically-atrended RSV

45
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Maternal RSV
Vaccine
Efficacy

DATA FROM PHASE 3 CLINICAL
TRIALS

81.8%

Reduced risk of R

within 90 d

(91.1% reduced risk among pregnant
individuals 32-36 wecks gestation)

69.4%

Reduced risk of LRTD

57.3% reduced risk among pregnant
individuals 32-36 wecks gestation)

LRTD: lower respiratory tract disease

Vaccine
Safety

Maternal RSV

Most common side effects: pain at injection site,
headache, myalgia, nausea

Preterm birth
« A small numerical increase in preterm birchs was
observed in clinical trials among Abrysvo recipients
(5.7%) vs. placebo (4.7%).
« No definitive causal link: the balance of evidence
makes a vaccine-caused increase in preterm birch less
likely, but it cannot be ruled out yet.

Guillain-Barré syndrome (GBS)

« Updated Abrysvo’s label for those 65+ to include
possible increased risk of GBS (based on
observational study)

« Does NOT apply to pregnant people; no current
established causal link in this population.

Hypertensive disorder
« Some data suggests a possible, small increased risk of
hypertensive pregnancy disorder among vaccinated
individuals, but findings may relate to residual
confounding and require further rescarch.

47
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Side effects are rare, but may include: inject site
reactions (redness, tenderness, swelling) and mild
rash (<1 of 100 babies).

Large clinical trials:
* Across clinical trials, clesrovimab (>3,000 infants)
RSV and nirsevimab (>8,000 infants) have shown strong
« Side effects similar to placebo (mild fever, runny
nose, irritability)

Monocolonal
Antibodies

Real-world use:
« 6+ million infants protected worldwide with no
new safety concerns identified by regulators
+ U.S. data shows ~80% reduction in RSV
hospitalizations and ICU admissions among
infants who received nirsevimab

I' BOTTOM LINE:
RSV monoclonal antibodies are among the safest and
most effective tools we have to preventsevere RSV in
A, —— —— — — — — —— — —

safety profiles with no major concerns identified.

49

Maternal RSV
Vaccine

Infant RSV
Antibody

Nirsevimab esrovimab

Advantages

oImmediate protection for baby
after birth

oReduces number of vaccines for
infant at birth

o Can be given with other vaccines
in pregnancy

o Protection may wane more slowly
than from maternal RSV vaccine

o Direct receipt of antibodies rather
than relying on transplacental
transfer

oNo risk for adverse pregnancy
outcomes

1/21/2026

DILELIER T EF-L

oPotentially reduced protection in
some situations (e. g. pregnant
person is |mmunocomprom|sed
or infant born soon after
vaccination)

oPotential risk of hypertensive
disorders of pregnancy (recent
data are reassuring)

oRequires infant injection
oDelay in administration could
leave the infant unprotected

RSV-associated hospitalization rates decreased during
2024-25 compared to RSV seasons before prevention
products were available

Greatest reductions among infants aged 0-2 months born just before or during RSV

T8¢ @ hds underscore the

importance of early protection

% hospitalization reductions in

202425
through maternal

during pregnancy or infant

vaccine, United States, 2024-2025
100%

80%
60%
40%

Maternal RSV Vaccine Uptake Increased from
2023-2024 Season

Percent of pregnant women ages 18-49 years vaccinated with RSV

rall coverage
£

immunization in their first week

of life. i 47 %

38%

NVSN

46%

31%

20%
0%
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2025-2026 RSV Immunization in North Dakota:

Coverage Rates by Week*

Age Group @< 8 months @28-19 months

53

52

Should a pregnant person receive the
maternal RSV vaccine during pregnancy
this season if they received the maternal
RSV vaccine during pregnancy in a
previous season?

No.

Rather, the inf:
should receive
nirsevimab or
clesrovimab.
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1 i 4 childsen hospicalized wich
IN & COVID required ICU care.

. children hospitalized were NOT
) 9 in 10 wuptodatewith COVID-19

vaccination.

~— 4 COVID-19 impacts
infants most:

* >50% of pediatric hospitalizations are in
children <2 years

* Most hospitalized children <2 years had no
underlying conditions

« Even in ICU, over half (53%) had no
underlying conditions

Who is being

hospitalized?

55

Clinical characteristics
significantly associated with
severe COVID-19 in children

“hildren aged 6 to 23 months:

hronic lung di cluding asthma)

ildren aged 2 to 17 yea
hronic lung di:

* Diabetes mellitus

* Neurologic di

cluding asthma)

56

Mo hay

Pediatric Mortality from
COVID-19 vs. Influenza
(Jul 2024—Jun 2025,

The chart compares total number of pediatric
deaths due to COVID-19 (green bars)
(copper bars) across three age groups

United States.

Long-Term
Effects of
SARS-CoV-2

Infection

IN KIDS

Long COVID
in Kids

* Difficult to define

* Inconsistent symptom manifestation
* Absence of diagnostic testing

* Kids unable to verbalize

* Minimal quality studies

* Lack of control group

* Small sample size

60
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Prevalence of Long COVID in kids varies based on study design and

Long COVID in Kids

definitions What's new?
Lancet Study (2024):
Prevaence Survey ) * Some children continued to experience symptoms of Long
Israe Ministry f Health, 2021 o 1125 chidren with Long COVID

Covid for up to 3 years after infection.

Retrospective Cohort

Radtke T, JAMA 2021 No diffeence in outcomes; ow prevalence of Long COVID * A meaningful proportion of children reported ongoing
N-13s5 y 5 h
e issues such as fatigue, sleep disturbances, and
Borch L, Eur J Pediatrics 2022 Qe 0.8% SARS-CoV-2 + children had symptoms >4 weeks (Long COVID) difﬁCUltiES With concent! I’atiOl’l.
Vahratian A, NCHS Data Brief 2023 N“:’:i'j:ey 1:3% U.s. kids had Long COVID Nature Study (2024):
Prospective Cohort * 7.2% of children with prior COVID-19 consistently met
Funk AL JAVIA Netw Open 2022 5% SARS-CoV-2 patients with PCCs SEd ok
N-1884 research criteria for post-COVID-condition at 3, 6, 12, and
i, Pmsr:[f\::;ohcn A6 months:05 ciSAR: l(:v—p‘ :.dmd Long covID; 24 months - experiencing 56 persistent symptoms.
me'zcmn * Higher symptom burden observed in reinfected children,
Camporesi A, eCiicalMedicine 2024 e 23% Long COID at 3 months; 7% at 24 months older youth, females, and those from more deprived areas.
Rao s, ediatrics 2024 State-ofthe-art Review Range from 4 to 2% children with Long COVID

61 62

A retrospective
cohort study
looking at

The risk was
elevated in kids

55%
1
48% v

among 613,00 . Obese

kids found an I
58%

increase of:
in kids who had COVID vs those

diagnosed with ORIs

COVID-19 —
Va CCI n e S fo r ;g(zils)-lilowzlsNDATIONS & UPDATES

Hospitalized

64

PFIZER (COMIRNATY)

+ 65 years of age and older, or

* 564 years of age with 1+ underlying condition
that puts them at high risk for severe outcomes
from COVID-19

MODERNA (SPIKEVAX)

+ 65 years of age and older, or
+ 6 months - G4 years of age with 1+

underlying condition that puts them at high
risk for severe outcomes for COVID-19 F D A

Target JN.1 lineage of the

Omicron variant, specifically

the LP.8.1. strain only one type of viral strain

_ '\ﬁ'?‘-‘\qf,’g ;%,Qf' “a’-

9 °

Be "monovalent," meaning it

is designed to protect against

Continue to be monitored to
assure their safety and
effectiveness, along with the
evolution of the SARS-CoV-2

virus

NOVAVAX (NUVAXOVID) & MODERNA
CVBEXSBHEE)and older, or
* 1264 years of age with 1+ underlying
condition that puts them at high risk for severe
outcomes from COVID-19

EUA PULLED FOR PFIZER’S USE IN

X YOMNEES Tenens che emergency use
authorization (EUA) for Pfizer's COVID-19
vaccine for children ages 6 months to 4 years old for
the upcoming respiratory virus season.

Approved*

coviD-19
VACCINES

11
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LD1 Updated per Kylie's suggestion: made "in kids who had COVID vs

those diagnosed with ORIs" more visible.
Dybsand, Lauren, 2025-12-11T716:38:49.015
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Comparing COVID-19 Vaccine Recommendations

Group  AAP/ACOG/AAFP Guidance FDA Label €DC Current Guidance* Insurance Coverage (likely)**
ARP (American Academy o Peitrics) CDChasremoved routine recommendationsfor
6 months-17 years od and healthy: Off Label
healthy i
Kids 2 forbased.
& months-17 years od with conditions thatput
riskindividuals;alo “permissve” fo others formal
themat highrisk for severelinss: Covered
parents desie protection. endorsement
'ACOG [American Colegeof Obstetricans and CDCnolonger recommends vaccination for
1864 yearsold with 1+ high-
Pregnant Gynecologists) recommendsvaccination atany pregnantwomen, Recommendation hasbeen
visk condition;pregnancy s Covered
Women point during pregnancy, planning o conceive, withdrawn; pregnantpeople nolonger on routine
noted on CDC's “atrisk" st
postpartum, or whilelactating. schedule
65+ years old: Covered
AFP (American Academy of FamilyPhysicians)
Adults 65+ years old
recommendsalladuls 18 years andolder CDC has moved t individuak based decision making
1864 yearsold healthy: OffLabel
Adults eceive avaccine, especillyifyou are 65+, at (akashared dinicl decison-mking)for aclts 18+
1864 yesrsoldwith 1+ high-risk
increasediskfor severe ifection or have yearsold
conditon 18-64 yearsold with conditons that puthem at
e recaieda COVID 19+accine.
g ruktorseuire finess Canered

What about

physician
liability?

+ Clinicians have two protections: malpractice
coverage + PREP Act immunity (though not

absolute).

Malpractice liability requires proof of deviation
from standard of care; following AAP guidance is

strong defense.

Off-label prescribing is common (~11in 5 of

prescriptions).

NOTE:

Pharmacists have narrower protections, varying by
state, which may affect vaccine access.
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Pediatric
CovID-19
Vaccine
Effectiveness

CHILD

N 5-17 YEARS

Estimated BNT162b2 XBB
vaccine effectiveness was:

65%

against COVID-19-associated

hospitalization or

ED/urgent care visits.

2024-25 COVID vaccines
reduced the risk of

COVID-associated ER
and urgent care visits

il '

76%
56%

mlBe {)e

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

in children ages

71

COVID Vaccination

and Long COVID

An observational cohort study found that the
risk of long COVID was

¥ 36%

lower among adolescents vaccinated within
6 months prior to their first infection than
among their unvaccinated peers.

Pediatric
COVID-19
Vaccine Safety

* Extensive safety monitoring: Millions of doses

administered to children worldwide with strong
safety record
Most side effects are mild and short-lived

(sore arm, fever, fatigue)

* No unexpected safety concerns identified in

post-authorization monitoring

Serious adverse events are rare (e.g.,
anaphylaxis ~5 per million doses; Guillain-Barré
syndrome not increased in children)

Benefits outweigh risks: vaccines prevent
hospitalization, MIS-C, and long-term
complications from infection

* Ongoing surveillance continues to reaffirm a

favorable safety profile

72
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Myocarditis following COVID-19 vaccination in
children is very rare.

Higher risk groups include male adolescents
(especially ages 12-17) and particularly following
the second dose of an mRNA vaccine.

* Booster doses appear to have a further lower

Pediatric . ,
COVID-19 aroups,thes vens rmin
Vaccine Safety

subgroups, these events remain uncommon, and
most cases are mild and self-limiting.

! Epidemiologic data show that myocarditis in!
| pediatric patients is considerably more
| common and more severe following
1
1

MYOCARDITIS

COVID-19 infection than after vaccination.

Review of Recent Data on Co-Administration of
COVID and Flu Vaccination

COVID mRNA vaccines + 30 children ages 5-17 years old enrolled;

Walter, | Randomized Reactogenicity, serious
inactivated influenza vaccine
2024 | controlled trial adverse events
(1va) this age group in either arm

no serious adverse events reported in

No increased risk of tinnitus with
Self-controlled | COVID mRNA XBB1.5 vaccine +
Xu, 2025 Tinnitus
case series seasonal influenza vaccine

influenza vaccine coadministration in any

age group (includes 12-39 year olds)

EXTENSIVE DATA SHOWS THAT CO-ADMINISTERING A COVID-19 VACCINE WITH OTHER VACCINES,

PARTICULARLY THE SEASONAL FLU SHOT, IS SAFE.

73

U.S. Pediatric COVID-19 Vaccination: Comparing Seasonal Rates

Pediatrics: Covid-19 vaccination is
39% lower than last year

15 2023-2024
Last year

5 "/’*‘ This year

SIEfSgeggeEceE IS SngsIsgTeE gy
S§2s5 57 S8 S S SSRSIRINTRASTIFES

YiE, 2025
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COVID-19 vaccine confidence
among HCPs

Providers who believed that
COVID-19 vaccines were safe
and efficacious were:

Provider who felt they received
adequate information about
COVID-19 vaccination were:

3X more likely to be vaccinated 1 O more likely to be vaccinated
against COVID-19. against COVID-19.

2X as likely to recommend them XX as likely to recommend them
to all their patients. to all their patients.

Fall and Winter Immunization Guide: 2025-26

Influenza (Flu) Vaccine RSV Immunization COVID-19 Vaccine

Al children 6 months and older All infants <8 months old and AEE D CE AElin
Some children 6 months to 8 years may children 8-19 months with risk
= need multiple doses. factors Children 2-17 years old with risk
Kids factors or if parents desire
vaccination
AAR,CDC. AAP, CDC Anp
-OR-
All . Al
Pregnant At any paint n pregnancy LTI E At any point n pregnancy
Women rcos,coc Acos coc
All All 75+ and adults 50-74 with risk
High-dose recombinant or adjuvated flu factors Al
Adults vaceine preferred for 65+, if available s of now, one lifetime dose
AAFP, CDC
coc e
igure om Your Local Epidemiologist, 2025

Fall and Winter Immunization Guide: 2025-26

Influenza (Flu) Vaccine RSV Immunization COVID-19 Vaccine

How well do | Reduces the risk of going to the Reduces risk of severe disease by  30-60% additional protection
they work? doctor by 30-60% 80-96% against illness and severe disease

Children: Monoclonal antibodies Overall access may be limited.

A vaccine that targets 3 strains of | ""sevimab or clesrovimab Vaccines are updated with

What is | seasonal flu: both s nasal spray | PreSnaney: Pfizer (protein) Omicron sub-variants JN.1 or
available? | and injectable shot are available vaccine LP.8.1. Options: Pfizer (NRNA; 5
i N Older Adults: GSK and Pfizer year olds+) Moderna (mRNA for &
Uenls (protein) or Moderna (MRNA) months+), Novavax (protein; 12
vaccine years+)
Infants: Oct-March For protection against severe
fihen ::‘I:"“'t‘: October is ideal, as vaccine Pregnancy: Sept-Jan disease, get it now.
P t it? protection wanes over a season Older Adults: Now as protection is Recently infected? Wait at least 6
get itz durable months
\ STATE UNIVERSITY
SESSINORNE . & B, ure adapted from Your Local Epidemiologis
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Questions?

THANK YOU FOR LISTENING

SPECIAL THANKS 10: Eﬁhgﬁ!ll:;re@nnsu.enu
o MAEVE WILLIAMS .
o LAUREN DYBSAND, MPH Www.ndsu.edu/centers/immunize

CENTER FOR
IMMUNIZATION RESEARCH AND EDUCATION

CIRE

EDUCATIONAL OPPORTUNITIES

Sign up for our
email list:

Visit our webpage:
Nttps://bit.Iy/3¥Rwlic

ttps://bit.Iy/41j§150

Monthly Webinars

o Different vaccine topics ecach month
* Nationally-recognized speakers

e Liveand recorded presentations

® Free CME and CPE offered

Motivational Interviewing
Training Module

* 4videos, each 10-15 minutes long
® Covers topics such as:
> The Spirit of MI
> Elicit-Provide-Elicit (EPE)
> Change Talk & Scaling Questions
> Best First Responses
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