7/12/2023

AMDAC, VRBPAC, and ACIP Meetings
July 12, 2023 St

-
Dakota | Helh & Human services

Acronyms/Terminology

AMDAC - Antimicrobial Drugs Advisory Committee
VRBPAC — Vaccines and Related Biologic Products Advisory Committee

ACIP — Advisory Committee on Immunization Practices
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Pre-test

1.Tor F Nirsevimab will the 34 infant RSV vaccine on the market.

2.Tor F InJune, the ACIP reviewed adult RSV vaccine products from 2
manufacturers.

3.T or F Paralytic polio cases have occurred in 4 states since 2022.

4.T or F Even with treatment, 10-15% of meningococcal disease cases are
fatal.

5.T or F In North Dakota, the majority of people have gotten a bivalent
COVID-19 vaccine.
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« Biologics license application (BLA) 761328, nirsevimab, for

AMDAC prevention of respiratory syncytial virus (RSV) lower respiratory tract
disease in

June 2023 * Neonates and infants born during or entering their first RSV season

Toplc « Children up to 24 months of age who remain vulnerable to severe RSV

disease through their second RSV season

DKot | e Homon srves

AMDAC - Nirsevimab

* Nirsevimab

« A monoclonal antibody directed against the prefusion form of the RSV fusion (F) protein to
block RSV cell entry

In joint development from Sanofi and AstraZeneca

It is NOT a vaccine

Provides passive immunization

Extended serum half-life allows for one dose for the whole RSV season

May be added to Vaccines for Children Program

Implementation considerations: birth hospitals (bundle), EMR documentation, NDIIS, Billing,
Administration

Dakota | Heds & e

AMDAC - Nirsevimab

* Proposed dosing
« First RSV season: a single 50mg intramuscular (IM) injection for infants weighing
<5kg, or a single 100mg IM injection for infants weighing >5kg
« Second RSV season: a single 200mg injection in children less than 24 months of age
who remain at increased risk for severe RSV

Before the RSV season Ouring the RSV season.
e [April~October) (Novembar = March)
When? At beginning of season At birth before discharge
— I office, during existing wellvisit before —
DOKOTCY | s  Hemon s
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AMDAC - Nirsevimab

* Summary
« Nirsevimab was shown to be 74.5% effective in preventing medically attended RSV lower
respiratory tract disease through 150 days
« Nirsevimab was shown to be effective in preventing RSV hospitalization in infants born at
229 to <35 weeks gestational age and there was a trend toward efficacy in infants born at
>35 weeks gestational age

Through extrapolation, nirsevemab was determined to be effective in infants <24 months of
age vulnerable to severe RSV disease in their second RSV season

No major safety concerns were identified

FDA will conduct post-marketing surveillance for safety Dakota
Hockh & Homon Servies
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AMDAC - Nirsevimab

Questions for committee consideration:

1. VOTE: Is the overall benefit-risk assessment favorable for the use of
nirsevimab for the prevention of RSV lower respiratory disease in
neonates and infants born during or entering their first RSV season?
Yes 21, No 0

2. VOTE: Is the overall benefit-risk assessment favorable for the use of
nirsevimab for the prevention of RSV lower respiratory tract disease in
children up to 24 months of age who remain vulnerable to severe RSV
disease through their second RSV season?

Yes 19, No 2 Dakota | e e
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ACIP - Adult RSV Vaccines

« 2 products have received FDA approval

1. GSK's Arexvy® (adjuvanted RSVpreF3) was approved May 3, 2023 for the

prevention of lower respiratory tract disease caused by RSV in individuals 60 years
and older

2. Pfizer's Abrysvo® (bivalent RSVpreF) was approved May 31, 2023 for the
prevention of lower respiratory tract disease caused by RSV in individuals 60 years
and older

* Final pricing unknown for either product, likely between $200-300
* Would be covered under Medicare Part D

Dakota | et  Hmen s
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ACIP - Adult RSV Vaccines, Arexvy ®

» Efficacy and safety evaluated over 2 full RSV seasons

1 dose provided efficacy against RSV-associated lower respiratory tract disease over 2
seasons, including against severe RSV, in people with comorbidities, and across ages
A 2" dose after 12 months did not appear to provide additional efficacy
Co-administration with influenza vaccines did not impact immunogenicity or safety

« Study serious adverse events: 3

* 2 acute disseminated encephalomyelitis

* 1 Guillain-Barre’ syndrome

* Small number of cases and unknown if linked to vaccine
* FDA requiring post-licensure studies
* Providers should weigh risk of adverse events with vaccine benefits and risk of disease

Dakota | s

11

.
ACIP - Adult RSV Vaccines, Arexvy®
AReSVI-006 cos
AREXVY Produces Durable Vaccine Efficacy Against RSV-LRTD
Over 2 Full Seasons
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ACIP — Adult RSV Vaccines, Abrysvo®

« Efficacy and safety evaluated over 1.5 RSV seasons

1 dose provided efficacy against RSV-associated lower respiratory tract disease over 1.5 seasons
2" dose after 12 months appeared to provide minimal additional efficacy

Coadministration with influenza vaccines did not impact immunogenicity or safety

« Study serious adverse events

+ 2 Guillain-Barre’ syndrome

+ 1 motor-sensory axonal polyneuropathy
« Small number of cases and unknown if linked to vaccine
+ FDA requiring post-licensure studies

« Providers should weigh risk of adverse events with vaccine benefits and risk of disease

Dakota | et  Hmen s
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ACIP — Adult RSV Vaccines, Abrysvo®

Efficacy against RSV-LRTD
— Demonstrated through Mid-Season 2 Analysis

Number of Evonts
RSV-LRTD with 2 3 symptoms
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ACIP — Adult RSV Vaccines

. Each year in the U.S. RSV Cardiovascular Hospitalizations in Older Adults
LTCFs.

leads to 177,000

hospitalizations and
Dkoter | e o s

reweapacons snsian of J

14,000 deaths

among adults 65

years and older.
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ethnicity, RSV-NET

ACIP - Adult RSV Vaccines

Age of adults hospitalized with RSV, by race and

All 9,163 70 (58-81)
Race and ethnicity
White, non-Hispanic 5,596 73 (62-83)
Black, non-Hispanic 1,731 60 (50-70)
Hispanic 713 65 (50-77)
— —
‘Asian or Pacific Islander, non-Hispanic | 518 77 (64-85)
American Indian or Alaska Native, 56 57(47-71) .
non-Hispanic Dakota | Hes & Hemon Seveas
CacceT - o sl e
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« Vote #1: Adults 65 years of age and
older may receive a single dose of RSV
vaccine, using shared clinical decision-
making.

Yes 9, No 5
* 4 of the 5 “No” votes were because
members wanted a universal
recommendation for this age group

Vote #2: Adults 60-64 years of age may
receive a single dose of RSV vaccine,
using shared clinical decision-making.
Yes 13, No 0, Abstain 1

Dak?.'f | ookt & Homen S

ACIP - Adult RSV Vaccines

Clinical consideration: Shared clinical decision-making
based on risk assessment among adults aged 60-64 years

— The decision about whether or not to vaccinate
& an individual may be informed by:
Best availabie evidence of whe may
For shared dinical benefit
|
recommendations

. values, and

preterences
S Health care provider’s cinical discretion
+ Characteristics of the vaccine being
consdered

17

Adults who may be at higher risk of RSV disease include
persons with:

Dcukoic | Hackh 8 Hemon Services
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ACIP - Polio Vaccine

* 1994 Americas certified polio-free

* Adults born and raised in the U.S. can assume they were vaccinated unless they have
reason to believe they were not

« July 2022: paralytic polio case in New York

* Unvaccinated young adult

Rockland County history of low vaccine coverage

Indicated that there were probably at least 1,000 asymptomatic infections

No detection in wastewater samples for last several months

Unvaccinated and incompletely vaccinated adults remain susceptible as long as there is ongoing

transmission of poliovirus globally Dakota
Hockh & Homon Servies
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ACIP - Polio Vaccine

* Vote #1: Adults (age 18 or older) who are known or suspected to be
unvaccinated or incompletely vaccinated against polio should complete a
primary series with IPV.

Yes 14, No 0

+ Vote #2: Adults who received a primary series of trivalent OPV(tOPV) or IPV in
any combination and who are at increased risk of poliovirus exposure may
receive another dose of IPV. Available data do not indicate the need for more
than a single lifetime booster dose with IPV for adults.

Yes 14, No 0
Du)fglu Hockh & Homon Savices
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ACIP - Influenza Vaccines

« Approximately 1-3% of children have an egg allergy by age 3 years, though 2/3
resolve by age 16
« Of the 9 influenza vaccines available during the 2022-23 season, only 2
(Flucelvax and Flublok) were egg-free
* Recommendation has been to receive any available influenza vaccine
« For history of reactions other than urticaria and an egg-based product being used,
administration should be supervised by a healthcare provider to monitor for and manage
severe allergic reactions (an additional precaution)
* Both the American Academy of Pediatrics and the American Academy of Allergy,
Asthma, & Immunology have stated that no additional precautions are necessary
in patients with egg allergies

DAKOTE | ek & Homon service
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ACIP - Influenza Vaccines

Vote #1: All persons aged 6 months and older with egg allergy should receive influenza
vaccine. Any influenza vaccine (egg based or non-egg based) that is otherwise
appropriate for the recipients age and health status can be used.

Yes 14, No 0

Vote #2: Affirm the updated MMWR Recommendations and Reports, “Prevention and
Control of Seasonal Influenza with Vaccines; Recommendations of the Advisory
Committee on Immunization Practices — United States, 2023-24 Influenza Season”
Yes 14, No 0

Vote #3: Approve the Vaccines for Children (VFC) resolution for influenza vaccines.

Yes 14, No 0 '
Dakota | Hesh & Hemen servens
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ACIP - Pneumococcal Vaccines

All children under age 2 years have the same Children with certain iti
vaccine to receive PPSV23 in addition to the recommended PCV doses

- 3 primary series and a boosters"3+1” schedule Pl Recommended
amonths & manths 1 e PCU doses

Aol Recommended
s pCvdoses el PPSV23

28 weeks

Immuno- Recommended
- — 3
. e —
28 weeks. 25 years.

Hashh & Homon Services

Both PCV15 and PCV20 were approved based on safety and
immunogenicity data compared with PCV13

* No direct PCV15 vs PCV20 comparison
* Unk clinical implications:
= Numerically lower antibody responses vs PCV13
= Numerically higher antibody response against serotype 3 in PCV15 vs PCV13

Post Dose 3: ge with 19G G
14 Serotypes Met Noninferiority (Difference in %)

V114 is noninferior to PCVI3 for all 13 shared serotypes based on the
on of FespONH G20 39 wa/ml)

February 2022, 2023 ACIP meeting presentations

DCl.kOfCl | Heclth & Humon Services

o Logmndory
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ACIP - Pneumococcal Vaccines

Summary of voting language: No change in PCV doses or schedule

1. Use of either PCV15 or PCV20 is recommended for all children aged 2-23 months according to currently
recommended PCV dosing and schedules.
2. Catch-up PCV doses for children aged 24-71 months with an incomplete PCV vaccination status: Use of either PCV15
or PCV20 according to currently recommended PCV dosing and schedules is recommended for
* Healthy children aged 24-59 months
*  Children with specified risk conditions aged 24-71 months
. Children aged 2-18 years with any risk condition who have completed their recommended PCV doses before age 6
years
*  Using 21 dose of PCV20: No additional doses of any pneumococcal vaccine are indicated
*  Using PCV13 or PCV15 (no PCV20): A dose of PCV20 or PPSV23 using previously recommended doses and schedules is
recommended
4. Children aged 6-18 years with any risk condition who have not received any dose of PCV
« For children aged 6-18 years with any risk condition who have not received any dose of PCV13, PCV15, or PCV20, a single
dose of PCV15 or PCV20 is recommended
*  When PCV15 is used, it should be followed by a dose of PPSV23 at least 8 weeks later if not previously given.

w

Dakota | et  Hmen s
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ACIP - Pneumococcal Vaccines

* PCV13 use for children aged <6 years

« If only PCV13 is available, it may be given as previously recommended

« If the series was started with PCV13, it may be completed with PCV15 or
PCV20 without additional dose or need to restart

* For children 6-18 years with a risk condition who have previously

received only PCV13, either a dose of PCV20 at least 8 weeks later or
PPSV23 based on previous dosing and schedules is recommended

* Children who have received hematopoietic stem cell transplant (HSCT)
are subject to an alternative schedule

DOt | s 4ems
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ACIP - Pneumococcal Vaccines

« Vote #1: Should PCV20 be recommended as an option for pneumococcal
conjugate vaccination according to currently recommended dosing and
schedules, for children aged <2 years in the United States
Yes 14, No 0

Vote #2: Should PCV20 without PPSV23 be recommended as an option for
pneumococcal vaccination according to currently recommended dosing and
schedules, for U.S. children 2-18 years with underlying medical conditions that
increase the risk of pneumococcal disease (CMC/IC)

Yes 14, No 0 DKoty | o  omn e
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ACIP - Pneumococcal Vaccines

All children under age 2 years have the same Children with certain i ditions are
| vaccine i

to receive PPSV23 in addition to the recommended PCV doses

- 3 primary series and a boosters*3+1” schedule el Recommended
amonths & manths ciadren, PCV doses

e
e — 3

1 mplant PCV doses

: 28 weeks

- o —Ex
1 Sompromised PCV doses —

. - —

;

Guidance on use of PCV20 for children
with certain underlying conditions will
be coming

e T ——

ACIP - Dengue Vaccines

+ Dengue is endemic in 6 U.S. territories and freely associated states
About 1in 20 people progress to severe dengue

Highest case numbers and hospitalization rates in ages 10-19 years
Highest mortality rates in ages >20 years

+ Dengvaxia® recommended by ACIP in June 2021 for the prevention of dengue disease in people
9-16 years old with:
* Laboratory confirmation of previous dengue virus infection AND

« Living in endemic areas

+ New vaccine from Takeda (TAK-003) for people ages 4-70 years being reviewed, including policy
questions and cost effectiveness

Several possible recommendations under consideration
ACIP vote likely in October 2023

Hashh & Homon Services
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ACIP - Dengue Vaccines

UPDATE!!

Yesterday, July 11th, Takeda withdrew the U.S. Biologics
License Application (BLA) following discussions with the FDA
on aspects of data collection which cannot be addressed
during the current BLA review cycle

DKOTCY | s  Hemon s
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ACIP - Chikungunya Vaccine

Chikungunya — virus spread via mosquito bite

+ Symptoms can be prolonged, though death rare

* Outbreaks occur in many places around the world

* No vaccine currently available

* Vaccine from Valneva may be licensed by FDA in August 2023
« ACIP vote likely at February 2024 meeting

« Recommendations for travelers, laboratory workers, and residents of U.S.
territories and states with transmission risk

7/12/2023
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ACIP - Pediatric/Maternal RSV Vaccines

Pediatric: nirsevimab
« As previously discussed, AMDAC gave approval to nirsevimab on June 8, 2023
« Classified as a drug, not a vaccine
* 74.5% efficacy against medically attended RSV lower respiratory tract disease through 150
days
+ Good safety profile
« Vaccines for Children?
« Cost?

« Timing?

DKOHCY | oo  oman s

32

ACIP - Pediatric/Maternal RSV Vaccines

Maternal: bivalent RSV Prefusion (RSVpreF) vaccine
+ One dose at 24-36 weeks gestation to provide passive immunity to infants
against LRTI and severe LRTI caused by RSV
« 81.8% effective against RSV lower respiratory tract protection within 90 days of
birth and 69.4% within 180 days of birth

« Higher incidence of preterm birth in vaccine group (5.6%) than placebo group
(4.7%), though not statistically significant — trial underpowered to detect a 20%
relative increase in preterm birth

« Good safety profile in pregnant recipients

DAKOTE | ek & Homon service
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ACIP - Pediatric/Maternal RSV Vaccines

Maternal: bivalent RSV Prefusion (RSVpreF) vaccine

Results: Number Needed to
Vaccinate

Dakota | et  Hmen s
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ACIP - Pediatric/Maternal RSV Vaccines

Maternal: bivalent RSV Prefusion (RSVpreF) vaccine

« Co-administration with Tdap, flu, COVID-19
« In Pfizer's Phase 2b study in non-pregnant women, co-admin of Tdap and RSVpreF led to
decreased response to pertussis components — limited data

« Timing?

« Cost? Less than nirsevimab?

« Efficacy on subsequent pregnancies?

« Safety of additional doses in subsequent pregnancies
+ Additional pregnancy vaccine, uptake?

« Post-approval safety monitoring

DKOHCY | oo  oman s
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ACIP - Pediatric/Maternal RSV Vaccines

Seasonal rate of RSV-associated hospitalizations per
1,000 children among American Indian and Alaska
Native children <5 years of age, Nov 2019- May 2020

.
(SuNA)
Age Chinle, Arizona Whiteriver, Anchorage, Alaska  Yukon: Kuskokwim NVSN** for

e gl (0
o ALY A s O TRA A s b, sy TR TR

611Months _ 616(359,1058) 90.1(50.0,1623) _ 00(0.0,108) __ 916(640,1310)
[0-11Months —— 71.8(504,102.0)  80.6(51.9,125.2)  19.2(11.2,33.0) _ 112.2(89.3,141.0)
[12:23Months _ 42.1(27.2,65.3) _ 38.7(22.0,68.1) __ 15.6(8.7,27.7) __ 26.4(16.6,418)
74.59 Months 109 (6.8, 17.4) 8.2(4.2,160) 11(03,38) 59(3.2,109) 12(12,15)
0-59 Months 27.2(214,34.4) 254 (18.7,34.5) 7.7(53.11.1) 32.7126.9,39.7) 46(43,4.8)

109
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ACIP - Pediatric/Maternal RSV Vaccines

» What if both products are approved?
» Some pregnant women do not have access to or get prenatal care
» Maternal vaccination status may be unknown
* Birth dose processes
* One or the other?
* Both?

Dakota | e  Hemon e
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ACIP - Mpox Vaccine

In February 2023, ACIP vote: recommend 2-dose Jynneos series (28 day separation) in
people 18 and older at risk of mpox during an outbreak as defined by public health
authorities

Updates on epidemiology, safety, and effectiveness
« Good safety profile
« Chicago case cluster: March 18-June 12, 40 laboratory confirmed cases

+ 55% vaccinated with 2 doses JYNNEOS (median time from 2" dose to diagnosis was 8.4 months)
or 1 dose ACAM2000

* 13% were partially vaccinated

* 33% were unvaccinated

Hashh & Homon Services
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ACIP - Mpox Vaccine

Pre-exposure prophylaxis: Use of JYNNEOS during
mpox outbreaks
= For research laboratory personnel*® and clinical laboratory personnel performing

diagnostic testing for mpox¥, ACIP recommends use of JYNNEOS for pre-exposure
vaccination as an alternative to ACAM2000

For clinical laboratory personnel who handle specimens that may have a higher
possibility of containing replication competent MPXV (e.g., lesion material, throat
swabs, oral swabs, rectal swabs), and certain healthcare personnel who care for
patients infected with mpox or administer ACAM2000%, ACIP recommends use of
JYNNEOS (as an alternative to ACAM2000) based on shared clinical decision-making

DAKOTES | s & Homon sarvices
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ACIP - Mpox Vaccine

+ Coadministration of JYNNEOS with COVID-19 vaccines

« May consider waiting 4 weeks between vaccines, particularly adolescent and young
males

« Observed risk for myocarditis and pericarditis after receipt of ACAM2000
orthopoxvirus and COVID-19 vaccines and the hypothetical risk for myocarditis and
pericarditis after JYNNEOS vaccine

« If increased risk for mpox or severe disease due to COVID-19, neither vaccine should
be delayed

Dakota | et  Hmen s
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ACIP - Meningococcal Vaccines

Average Annual Meningococcal Disease Incidence by
Age Group and Serogroup — United States, 2010-2022*
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ACIP - Meningococcal Vaccines

MCV4: percent of North Dakota
teens 16-17 years of age by the last
day of the quarter who have
received the specified number of

doses /\\/\\/\\

MenB: percent of ages 13-17 years
of age who received at least 1 dose
and percent of ages 16-17 who are
series up to date

—_— .

DAKOTES | s & Homon sarvices
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ACIP - Meningococcal Vaccines

7/12/2023

Current vaccination Potential vaccination strategies
First dose Second dose Firstdose Second dose Third dose Key Label
At 11-12 yrs old with AL 16 yrs old with At 16 yrs old with QrB
At 11-12 yrs old At 16 yrs old MenACWY MenABCWY Meng
Wit MenACWY | with MenACwY At 11-12 yrs old with At 16 yrs old with None (N) .
MenABCWY MenABCWY
At16yrs old At16yrs old “‘“"\:1 ':Sc::s with Al:fy:;ck‘j‘vv;wh A(::yn::clv;vv;l\h app
with Men 8 with Men B o o cn
At 11-12 yrs old with At 16 yrs old with At 16 yrs old with pop
MenABCWY MenABCWY MenABCWY

nt vaceine for serogroup B
Dakot | e & Hemon sevems

ACIP - Meningococcal Vaccines

Initial vaccine effectiveness by vaccine and

serogroup
MENB PENTAVALENT
Base-case. Low High| Basecose Low High| Basecase Low High
First DOSE Men ACWY 3% 73% 98% 9a% 62%  96%
2nd + DOSE Men ACWY 7% 73% 98% 7% 9% 99%
First DOSE Men 8 0% 0%
2nd + DOSE Men 8 8% s0% 99% |  88% 9% 99%

Prase single dose (at 11

Bactersl Cove Survedtaoce (A
i Pediarrs 2017 eh 110020

o)
ot AE, Maciel B, Haseison L4, et 5L A
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ACIP - Meningococcal Vaccines

+ Overall low incidence of disease, but...
« Even with treatment, about 10-15% of cases are fatal
« Even with treatment, about 10-20% of survivors have permanent sequelae
* Pentavalent meningococcal vaccine MenABCWY from Pfizer in Phase 3 trial
+ Draft proposal from Work Group to the ACIP: For individuals aged 10 years or
older, Pfizer's MenABCWY vaccine may be used as an alternative to MenACWY
and MenB vaccines only when both vaccines are indicated to be given at the
same time. This proposal applies to health individuals (routine schedule) and

those at increased risk for meningococcal disease.
DAKOTE | Hackh & Hemon servican
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ACIP - Vaccine Safety Informational Session

+ Conclusions from CDC and other experts review of vaccine safety data:

» No association between the number of vaccine-delivered antigens young children receive and
likelihood of ED or inpatient encounters for infections

No evidence that current recommended schedule "overwhelms” the immune system

No association between the current recommend schedule with an increased risk of Type 1 Diabetes

Decreased risk of TIDM at higher vaccine aluminum exposure: modest effect size; more study needed

Small positive association between cumulative vaccine-associated aluminum before 24 months and
persistent asthma from 24-59 months

« Several study strengths and numerous limitations

« Further investigations ongoing
The totality of the available evidence, including results from the studies which were presented at the
ACIP meeting, continues to support the safety of the current childhood immunization schedule in the
U.S. - benefits of vaccination strongly outweigh known and potential risks

Dakota | et  Hmen s
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ACIP — COVID-19 Vaccines

+ Trends in COVID-19-associated hospitalizations — COVID-NET, March 2020 — May 2023:
* Hospitalization rates decreased in all age groups
* Most pregnant and hospitalized with a positive COVID test were not up to date with vaccinations
« Infants <6 months had similar hospitalization rates to adults ages 65-75 years
+ Hybrid immunity appears to result in stronger, more robust immune response
« Neutralizing antibody titers in people with hybrid immunity may wane slower than in
people vaccinated without infection
* T-cell immune response from both infection and vaccination well preserved against
Omicron - likely important in preventing severe disease
Dak

Hashh & Homon Services
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ACIP — COVID-19 Vaccines

COVID-19-associated hospitalization rates by race and ethnicity* —
COVID-NET, 14 U.S. States, October 2022 — May 2023

Age adjusted 3-week moving average rate Age adjusted cumulative rates
January - May 2023 October 2022 - May 2023

Cumulative hospitalization rates.
remain highest in American
Indian/Alaska Native and Black
persons

DAKOTES | s & Homon sarvices
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1S, COVID-19 Vaccination Coverage (‘%) of Total Population by

ACIP - COVID-19 Vaccines

7/12/2023

e 55.9% | 15.3%
AgeGroup—Ma\, 10,208 ND COVID-19 —
Vaccination 59.2% | 16.2%
Coverage by
Age Group — . 633% | 175%
(ORI @ 24 st o e o R July 3, 2023
Mlestoednet 89 09 40 N2 B3 B5 %0 %0 o 65.2% | 18.5%
Alestorebialencdse 05 08 45 7B 74 n1 1T 43
Unaccinated 9B Q0 T8 11 M5 -t -t gy 782% | 37.7%
Dakota | et  Hmen s

vaccines and treatments

ACIP — COVID-19 Vaccines

* Most Americans will continue to pay nothing out-of-pocket for
COVID-19 vaccine due to insurance coverage

DKOHCY | oo  oman s

» COVID-19 vaccines and treatments anticipated to transition to the
commercial marketplace Fall 2023

* Uninsured adults set to lose access to affordable access to COVID-19

50

« Public-private partnership

providers to cover administration fees.

More information to come

ACIP — COVID-19 Vaccines

+ Some pharmacies will receive vaccine directly from CDC

CDC will provide COVID-19 for uninsured adults through December 2024

HRSA is providing funding to a network of FQHCs to administer vaccine

* Bridge Access Program for COVID-19 Vaccines and Treatment

Privately purchased vaccine should be used for insured adults and their insurance billed

DKot | oot & Homon Savcms

Providers must be enrolled in the Prevention Partnership (VFC/317) program to receive vaccine

NDHHS currently writing a grant to support this program. May be able to provide funding to

51
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ACIP - COVID-19 Vaccines

Current recommendations for mRNA COVID-19 vaccines

3 doses 1 dose 1 dose
2 doses bivalent 2 doses bivalent 1dase bivalent
bivalent | or | pero” bivalent | OR  prier bivalent | OR  proer.
Moderna BioNTech Moderna BioNTech Mederna BionTech
6 months — 4 years 5 years 26 years

Possible future recommendations for simplification
mRNA COVID-19 vaccines

7/12/2023

3 doses 1 dose
2 doses bivalent i dose bivalent
bivatent | or : bivalent | on b
Moderna Phizer- Moderna 1zer
BioNTech BioNTech
6—23 months 22 years Doty | s  omen s
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VRBPAC - COVID-19 Vaccine Composition

« COVID-19 Vaccine Composition
« Efficacy of initial monovalent and subsequent bivalent products evaluated

» Review of SARS — CoV-2 variant proportion estimates and estimated number of cases by variant
to identify the dominant strains over time

Current COVID-19 vaccines appear less effective against current dominant circulating variants
than against previous virus strains

« Omicron XBB lineage emerged in fall 2022

All circulating viruses at greater than 1% of cases are XBB lineages with same spike sequence

Preclinical data from vaccine manufacturers show that XBB.1 descendent lineage-containing
vaccines elicit higher neutralizing antibody response to currently circulating variants than

currently approved vaccines DAkotQ | s & Hemon servicss

VRBPAC - COVID-19 Vaccine Composition

» COVID-19 Vaccine Composition

« Vote: For the 2023-2024 Formula of COVID-19 vaccines in the U.S,, does the
committee recommend a periodic update of the current vaccine composition
to a monovalent XBB-lineage?

Yes 21, No 0
* Rollout anticipated fall 2023

» Committee discussion favored XBB.1.5 over XBB.1.16 or XBB.2.3 due
to available data and manufacturer production status

DAKOTES | s & Homon sarvices
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Vaccines Under the Microscope:
How can we know they are safe?

JULY 26, 2023 | 12:00 PM CT
Presented by: Paul Carson, MD, FACP
Everyone is welcome! This activity has been
approved for AMA PRA Category | Credit™

REGISTER
TODAY

7/12/2023
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Post-Test

* Post-test
* Nurses interested in continuing education credit, visit
https://ndhealth.col.qualtrics.com/jfe/form/SV_1NulCAHrovj9sX4

« Successfully complete the five-question post-test to receive your certificate
« Credit for this session will not expire until August 8, 2023.

* This presentation will be posted to our website:
www.hhs.nd.gov/immunizations
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Staff Members

[North Dakota Division of Immunizations
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AMDAC, VRBPAC, and ACIP Meetings

References:

FDA.gov, lunes,

i

FDA.gov, Vaccines and Related g
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CDC.gov, ACIP Live Meeting Archive = June 21-23, 2023 (edc.gov)
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