\

CDPH Immunization
‘\ ............ ~= | Branch

Affirming Maternal Vaccination
Against Seasonal Respiratory lliness

Tuesday, August 26, 2025
12:00 pm — 1:00 pm




During today’s webinar, please click and
open the Q&A icon to ask your questions so
CDPH panelists and subject matter
experts (SMEs) can respond.
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Reminder to Attendees:

1] Today's session is being recorded. For
slides, webinar recordings, and other
postings, see the EZIZ Provider Education
Webpage

Housekeeping

@h If you have post-webinar questions, please
email leslie.amani@cdph.ca.gov.
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Agenda: Tuesday, August 26, 2025

No. ‘ Topic ‘ Presenters ‘ Time (PM)
1 Welcome and Announcements Leslie Amani 12:00 — 12:05
2 Role of Vaccines in Pregnancy: COVID, RSV, and Flu Neil Silverman, MD 12:05 -12:15
3 Recommendations: National Medical Organizations Neil Silverman, MD 12:15-12:25
4 Overcoming Barriers: Coverage, Billing, and Reimbursement Neil Silverman, MD 12:25 — 12:45
5  Resources and Q&A Leslie Amani and SMEs 12:45 - 1:00
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Leslie Amani, CDPH




EH CIC and CDPH Webinar W e N\CDPH

COALITION

Strengthening Immunization Efforts - Women Infants
and Children (WIC) Program in California

Topic: Strengthening Immunization - -
Efforts: Women, Infants, and Children | i et Sl

Department of Public Heaith (COPH) for a spacal webdinar

(WIC) Program in California s e

Chiidren (WIC) Program

This session wil ighlight how the WIC program supports
chiidhood immunizations by integrating immunization

When: Thursday, August 28, 2025 Gl otk e ol -

and creating partnershyp opportuniies for heaihcare

peoviders

Time: 12:00pm — 1:00pm, PT o B R

chiidren

- Integration of immunization checks Into routine weliness
assessments

- Insights and ocutcomes from a 1exting campaign 10 Improve

Register today: Reqistration Link et s

- Partnership opportunities and naxt steps for providers

looking to coliaborate with WiC

Who Should Attend

Pedatndans, familly physicians, nurses, and other
healthcare professonals o staflf who support the heaith of
women, infants, and chidren
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EEH CDPH Virtual Grand Rounds

Topic: Provider Consultation Programs for
Supporting Youth and Maternal Mental
Health

When: Tuesday, September 9, 2025
Time: 12:00pm — 1:00pm, PT

Register here: Virtual Grand Rounds
Reqistration Link

CALIFORNIA
MEDICAL
ASSOCIATION
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Vaccine Importance and Strategies

@ Children have benefited the most from vaccines in terms of declines in
disability and death, primarily because vaccination programs are
generally targeted to children

e Each year, more than 50,000 adults in the United States die from vaccine-
preventable diseases—Iargely from influenza and its complications. Vaccine-
preventable diseases are significantly more common in adults than in children.

e More than 50% of cases of significant vaccine-preventable illnesses reported to the
CDC each year are in individuals > 15 years old.

® Many of the most vulnerable adults are seen in practices that provide
health care to women.

® Need to address benefit of vaccination both for women and for the
long-term health of their children.
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The American Callege of
Obstetricians and Gynecologists
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ACOG Releases Updated Maternal Immunization Guidance
clinical for COVID-19, Influenza, and RSV

Medical Education

ACOG Releases Updated Maternal
Immunization Guidance Link

Membership and Fellowship ADVERTISEMENT

Washington, D.C.—Today, the American College of Obstetricians and

Patient Education Gynecologists (ACOG) released updated clinical guidance regarding vaccination

Practice Management during pregnancy against COVID-19, influenza, and RSV. The three guidance
documents, all of which recommend maternal immunization, lay out the full body

Advocacy and Health Policy o . )
of current scientific evidence that underscores the safety and benefits of choosing

Events and Meetings to be vaccinated against these respiratory conditions during pregnancy.

Careers
“It is well documented that respiratory conditions can cause poor outcomes during

pregnancy, with pregnant women facing both severe illness and threats to the

Sources , , _
health of their pregnancy. Thanks to vaccines, severe outcomes from respiratory
infections are largely preventable,” said Steven J. Fleischman, MD, MBA, FACOG,
News Releases president of ACOG. "ACOG’s updated respiratory guidance documents repeat what we have long known: that vaccines continue to

) ) be the best tool available for pregnant patients to protect themselves and their infants from these viruses.”
ACOG Frontline Voices
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VACCINES AND PREGNANCY:
TALKING POINTS / EFFECTIVENESS
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Pregnancy and Influenza Risks

* Pregnant women are disproportionately affected by severe
disease in influenza pandemics.

* Increased illness/hospitalization rates for pregnant women in every
trimester compared to rates in nonpregnant persons.”

o When no comorbidities: risk ratio 1.7 (15t tri) — 5.1 (3™ tri)

o With comorbidities: risk ratio 2.9 (18t tri) — 7.9 (3 tri)
 Demonstrated benefit for mothers and newborns
« Live-attenuated nasal flu vaccine should not be given in pregnancy.

* Immunization with the season-current inactivated flu vaccine is
recommended for all pregnant women.

*(Dodds L et al, CMAJ 2007) i



Neonatal Benefits of Maternal Influenza Vaccination

® Flu vaccine is not recommended for children < 6 months of
age.

® Pregnant women have been shown to have protective levels of
anti-influenza antibodies after vaccination.

® Randomized study of flu vaccine during pregnancy to assess
neonatal impact: NEJM 2008

« 340 women received either flu vaccine or pneumococcal vaccine.

« 63% lower risk of lab-confirmed neonatal influenza in children of
vaccinated moms, up to 6 months of age.
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Severe childhood Morbidity from Influenza: Recent Reports

% Morbidity and Mortality Weekly Report (MMWR)

Reports of Encephalopathy Among Children with Influenza-Associated
Mortality — United States, 2010-11 Through 2024-25 Influenza Seasons

Weekly [ February 27, 2025/ 74(6);91-95

Among 1,840 pediatric influenza-associated deaths during the 2010-11 through 2024-25 influenza
seasons, 166 (9%) Influenza-Associated Encephalopathy (IAE)

Preliminary data for the 2024-25 season (through February 8, 2025) indicate that nine of 68 (13%) had
IAE.

Across seasons, the median age of patients with fatal IAE was 6 years.

54% had no underlying medical conditions, and only 20% had received influenza vaccination.
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o
JAMA

Influenza-Associated Acute Necrotizing Encephalopathy in US JAMA

Published Online: July 30, 2025

Children doi: 10.1001/jama.2025.11534

Influenza-Associated Acute Necrotizing Encephalopathy (IA-ANE) Working Group

* In this multicenter case series of 41 children from 23 US
hospitals, during the 2023-24 and 2024-25 seasons,
influenza-associated ANE carried a 27% mortality rate
despite multimodal therapy.

* Most patients (76%) had no significant medical history
* Only 16% had received influenza vaccination

« Among survivors, 63% had moderate to severe
disability at 90-day follow-up.

15



RSV is the leading cause of hospitalization in U.S.

infants?

* Most (68%) infants are infected in the first year of life and
nearly all (97%) by age 2 years?

* 2-3% of young infants will be hospitalized for RSV345

* RSV is a common cause of lower respiratory tract infection
in infants

* Highest RSV hospitalization rates occur in first months of

life and risk declines with increasing age in early

childhood35 Image: Goncalves et al. Critical Care
Research and Practice 2012

* 79% of children hospitalized with RSV aged <2 years had no
underlying medical conditions3

‘Suh et al JID 2022; *Glezen et al, Arch Dis Child, 1q86; *Hall et al, Pediatrics, 2013; *Langley & Anderson, P1DJ, 2011; SCDC NVSN data
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|
Each yearin U.S. children aged less than 5 years,
RSV Is associated with...

100-300"?
deaths

58,000-80,00034
hospitalizations

‘Thompson et al, JAMA, 2003; *Hansen et al, JAMA Network Open, 2022; 3Hall et al, NEJM, 200q; “McLaughlin et al,J Infect Dis, 2022 (*estimate 80,000 hospitalizations in infants
<1\
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Primary Endpoint: Infant RSV-Positive Severe LRTD

Maternal Vaccine Group (as Randomized)

RSVpreF 120 pg Placebo
N = 3495 N= 3480 Vaccine Efficacy
Time Interval n
: 81.8%
0-90 Days after birth 6 33 (406, 96.3)
: 73.9%
0-120 Days after birth 12 46 (456, 88.6)
. 70.9%
0-150 Days after birth 16 55 (445, 859)
: 69.4%
0-180 Days after birth 19 62 443 84.1)
[ Descriptive subgroup analysis = Immunization 32 through 36 weeks gestational age
RSVpreF 120 pg Placebo Vaccine Efficacy
Time Interval N = 1572 N=1539 (95% CI)
0-90 Days after birth 1 11 91.1% (38.8, 99.8)
0-180 Days after birth 6 25 76.5% (41.3,92.1)

LRTD: Lower Respiratory Tract Disease i



o
COVID-19 and Pregnancy

o Pregnant women have historically been at an increased risk of severe
disease, adverse pregnancy outcomes, and maternal death from
COVID-19 infections.

* Increased risk of intensive care unit admission, along with need for mechanical
ventilation and ventilatory support (ECMO) reported in pregnant women with
symptomatic COVID-19 infection, when compared with symptomatic nonpregnant
women.

o All currently available COVID-19 vaccines keep up with coronavirus strain changes
and remain effective at reducing rates of ER and urgent care visits, hospital and
ICU admissions, and death for adults at risk.

o Updated COVID-19 vaccines are particularly effective at reducing morbidity from
COVID-19 complications in pregnant patients and their infants.

19
Link-Gelles R, et al. JAMA Network Open 2025; Ciesla A, et al. Open Forum Infect Dis 2024



o
Data Support Dual Benefit of COVID Vaccine in Pregnancy

o Significant decreases in maternal morbidity and mortality, as well as long COVID risks

o Maternal COVID-19 vaccination during pregnancy results in significantly greater
antibody persistence in infants when compared to infants whose mother
experienced infection during pregnancy without vaccination’

+ Infants < 6 months old are at increased risk for severe COVID-19 disease but are not yet
eligible for vaccine, and depend upon maternal ab’s

« They continue to be hospitalized for COVID-19 at higher rates than all age groups except
adults 75 years and older

« During the 2023-24 respiratory virus season, < 5% of mothers whose infants were
hospitalized for COVID-19 were vaccinated during pregnancy?

« Obtaining a COVID-19 booster vaccination during pregnancy reduces the infant’s risk of
acquiring symptomatic COVID-19 in the first 6 months by 56% (95% CI 8%—79%, P = .03)
relative to no boosting?

'Shook LL, et al. JAMA 2022. ?Havers FP, et al. MMWR 2024. 3Cardemil CV, et al. Pediatrics 2024. 20



o
COVID mRNA Vaccine: Safety

o Even as subsequent less-virulent COVID variants have evolved, vaccinated
iIndividuals still have improved maternal outcomes.

o With accrued years of study, no safety concerns have been identified in repots
on over 700,000 pregnant women, and increasing data support a neonatal

benefit to maternal vaccination in pregnancy. (Fernandez-Garcia S, et al. BMJ Global Health
2024)

o Studies in both Canada (Jorgensen SCJ, et al. JAMA Pediatr 2023; n= 85,670) and
Scandinavia (Norman M, et al. JAMA 2024; n=94,303) examined receipt of COVID-19
vaccine in pregnancy and found no safety concerns and reduced severe
neonatal morbidity and mortality.

o A non-mRNA COVID vaccine will be available and similarly updated for 2025-
26.

21



COVID and other Vaccines in Pregnancy
ARE STILL SUPPORTED AND RECOMMENDED

o Over 30 national medical societies and health organizations have
advocated for and reinforced the importance of COVID vaccination
during pregnancy.

o “ACOG continues to recommend that all pregnant and lactating
individuals receive an updated COVID-19 vaccine or “booster.”
All clinicians should provide strong recommendation for
updated COVID-19 vaccination to their pregnant and lactating
patients.” -ACOG Practice Advisory, Aug 2025

22
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The American College of
Obstetricians and Gynecologists
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Open Letter Urging COVID-19 Vaccination Coverage in
Clinical Preg na nCy

Medical Education

Membership and Fellowship ; o ; . ; = - ACOG Open Letter U rqlnq
American Academy of Family Physicians | American Academy of Pediatrics | American Academy of Physician Associates | American College of Nurse- H H
Patien Education o ' e : COVID-19 Vaccination Coverage

Midwives | American College of Obstetricians and Gynecologists | American College of Physicians | American Gynecological & Obstetrical Society | American

Practice Management Medical Association | American Nurses Association | American Pharmacists Association | American Psychiatric Association | American Public Health I n P re q n a n Cv
Association | American Society for Reproductive Medicine | Association for Physician Associates in Obstetrics and Gynecology | Association for Women's

Advocacy and Health Policy
Health, Obstetric and Neonatal Nurses | Association of Maternal & Child Health Programs | Council of Chairs of Obstetrics & Gynecology | Emergency Nurses

Events and Meetings Association | Families Fighting Flu | HealthyWomen | Immunize.org | Infectious Diseases Society for Obstetrics and Gynecology | Infectious Diseases Society of
Careers America | National Association of Nurse Practitioners in Women's Health | Pediatric Infectious Diseases Society | Society for Adolescent Health and Medicine |
Society for Maternal-Fetal Medicine | Society of Academic Specialists in General Obstetrics and Gynecology | Society of Gynecologic Oncology | Society of
Gynecologic Surgeons | Society of OB/GYN Hospitalists | Trust for America's Health | Vaccinate Your Family
Sources
- . . A ADVERTISEMENT
Our organizations call upon payers and insurers to continue making the COVID-19 SE
| News Releases vaccine available to pregnant people without undue utilization management or Advanqng :

) . cost-sharing requirements. As organizations dedicated to public health and Gvn
ACOG Frontline Voices ) i
evidence-based health care for pregnant patients, we are particularly passionate

about ensuring equitable and free access to these critical vaccines. We are deeply

23
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Flu Vaccination Coverage Among Pregnant People 18 to 49 Years of Age

80 As of January 13, 2024, flu vaccination
coverage has decreased in pregnant people
this season compared with the previous
three seasons.

53%
h 12% :
39% [ 60,
20 |
Al

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

Flu season

60

Percentage vaccinated

Data Source: Vaccine Safety Datalink, based on data from January 13, 2024
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Figure 3B. Percent of Pregnant Women Ages 18-49 Years Who Have Received
an Influenza Vaccine by Week, Race and Ethnicity, and Season
Data Source: Vaccine Safety Datalink

Flu Season Week Ending Date Race and Ethnicity
All v 3/29/2025 N All v
100% Flu Season
2019-2020
®2020-2021
80% 2021-2022
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2023-2024
s 2024-2025
£ 60%
£
S
b
=
<
g
b 40%
o
20% |
0%
Overall American Indian Asian, NH Black, NH Hispanic/Latino Multiple/Other, Native Hawaiian Unknown White, NH
/ Alaska Native, NH / Pacific Islander,
NH NH

Race and Ethnicity
-—hb—+ 86% ()

Microsoft Power Bl < 2of2 ®

Note: Monthly influenza vaccination data from prior seasons have been archived and can be accessed using the following link:
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e
Vaccines and Egg Allergy

o Newest ACOG guidelines reinforce newer data showing that egg allergy no
longer viewed as barrier to influenza vaccine. (Ding H et al, MMWR 2017)

o Recent study showed that rate of anaphylaxis from vaccine in individuals

reporting egg allergy (hives) to be 1.3 per million doses. cNeil MM et al, J
Allergy Clin Immun 2017)

« These individuals can receive any licensed and recommended flu vaccine otherwise
appropriate for age and health status.

o Individuals with more serious egg allergy reactions may also receive any
approved vaccine, regardless of prior reaction.

 All individuals should receive vaccine in a setting where personnel can recognize and
respond to a severe reactions.

» A cell-culture-based or recombinant vaccine is also an option.
28



O
What About Thimerosal?

o Thimerosal is a mercury-containing preservative used in very
small amounts in multi-dose vials of influenza vaccine.

* Thimerosal-free formulations are available but NO scientific evidence
that thimerosal-containing vaccines result in health or developmental
problems in newborns whose mothers got them during pregnancy.”

« Single-dose thimerosal-free preps are still better than no vaccine,
regardless of whether fears are legitimate.

* ACOG CO 2018: CDC/ACIP MMWR 2013; WHO 2017 29



What the research shows

Thimerosal use in medical products has a record of being very safe. Data from many

Fact

studies show no evidence of harm caused by the low doses of thimerosal in vaccines.
[1] [2] [3] [4] [5] [6]

The most common side-effects of thimerosal in vaccines are minor reactions like redness
and swelling at the injection site. Although rare, some people may be allergic to thimerosal.

No connection with autism

Research does not show any link between thimerosal in vaccines and autism, a
neurodevelopmental disorder. Many well conducted studies have concluded that thimerosal
in vaccines does not contribute to the development of autism.[1] [3] [5] Even after thimerosal
was removed from almost all childhood vaccines, autism rates continued to increase, which

is the opposite of what would be expected if thimerosal caused autism.

Fact

A 2010 study by the Centers for Disease Control and Prevention (CDC) has shown
that prenatal and infant exposure to vaccines and immunoglobulins that contain

Source: CDC Website,
Accessed 8/17//25

thimerosal does not increase risk for autism spectrum disorder {ASD).E

30



The Medical Letter® September 16, 2024

Table 2. Seasonal Influenza Vaccines for 2024-2025

Vaccine' Available Formulations? Recommended Age® Cost*

Standard-Dose Inactivated Trivalent (1IV3); egg-based

Afluria (Seqirus)®® 0.5 mL syringe >3 years $20.90
5 mL multidose vial’ >6 months® 19.20

Fluarix (GSK)® 0.5 mL syringe >6 months 19.00

FluLaval (GSK) 0.5 mL syringe >6 months 19.00

Fluzone (Sanofi) 0.5 mL syringe, vial >6 months'™ 19.90
5 mL multidose vial’ >6 months'® 18.50

High-Dose Inactivated Trivalent (HD-1IV3); egg-based

Fluzone High-Dose (Sanofi)" 0.5 mL syringe >65 years' 72.60

Standard-Dose, Adjuvanted Inactivated Trivalent (allV3); egg-based

Fluad (Seqirus)'3'4 0.5 mL syringe >65 years'? 72.60

Standard-Dose, Cell Culture-Based Inactivated Trivalent (ccllV3)

Flucelvax (Seqirus)' 0.5 mL syringe >6 months 31.70
5 mL multidose vial’ >6 months'® 31.70

Recombinant Trivalent (RIV3)

Flublok (Sanofi)"” 0.5 mL syringe >18 years 72.60

31




Influenza Vaccine Products for the 2025-2026 Influenza Season

Manufacturer

Trade Name

(vaccine abbreviation)*

How Supplied

Mercury
Content
(meg Hg/0 Sml)

Age Range

CvX
Code

AstraZeneca

FluMist (LAIV3)

0.2 mL (single-use nasal spray)

0

2 through 49 years

111

333°

GSK

Fluarix (IIV3)

0.5 mL (single-dose syringe)

6 months & older®

140

FluLaval (IIV3)

0.5 mL (single-dose syringe)

6 months & older?

140

Flublok (RIV3)

0.5 ml (single-dose syringe)

9 years & older

155

Fluzone (11V3)

0.5 mL (single-dose syringe)

6 months & older®

140

0.5 mL (single-dose vial)

6 months & older®

140

5.0 mL multi-dose vial (0.25 mL dose)

6 through 35 months?

141

5.0 mL multi-dose vial (0.5 mL dose)

4 months & older

141

Fluzone High-Dose (HD-IIV3)

0.5 mlL (single-dose syringe)

65 years & older®

135

Afluria (IIV3)

5.0 mL muiti-dose vial (0.25 ml dose)

6 through 35 months?

141

5.0 mL multi-dose vial (0.5 mL dose)

3 years & older® 141

0.5 ml (single-dose syringe)

0

3 years & older® 140

Fluad (allV3)

0.5 mL (single-dose syringe)

0

65 years & older® 168

Flucelvax (cclIV3)

0.5 mL (single-dose syringe)

0

6 months & older®

5.0 mL multi-dose vial (0.5 mL dose) 25*

6 months & older®

NOTES
1. All 2025- 2026 seasonal 2

where necessary to refer to cell
culture-based vaccine, the
prefix “cc” is used (eg., ccliV),
RIV = recombinant hemag-
glutinin influenza vaccine
(injectable) AV = adjuvanted
inactivated influenza vaccine.

@ Immunize.org

FOR PROFESSIONALS www.immunize.org / FOR THE PUBLIC www.vaccineinformation.org

An adminéstration code
shoukd always be reported
in addition to the vaccine

product code. Note: Third party

payers may have specific
policles and gukdelines that
might require providing
additional information on
their claim forms.

3. Dosing for Infants and children 4, In June 2025, ACIP voted to

age 6 through 35 months:
o Aflria  025ml
o Fharx  05mL
* Flucelvax 0.5 mlL
* Aulaval 05mL

o Furone 025mlor05ml

no longer recomimend use of
inactivated influenza muiti-

dose vials (MDV) containing
thimerosal as a preservative.
Avallabliity of MDV formula-
thons varies by manufactures.
As of August 4, 2025, CDC's

website states that there is no

evidence of harm caused by
the low doses of thimerosal in
vaccines, except for minoe
reactions like redness and
sweliing at the injection site.

5. Solid organ transplant
recipients age 18 through
&4 years who are on immuno-
suppresshon medication
regimens may receive either
high-dose IV (HD-IV) or
adjuvanted IV (IV) influenza
vaccine as options for influenza
vaccination, without a
preference over other
ape-appropriate Vs or RIVs.

wew immunize.oeg/catg d/pa072.pdl  OR
Item $P4072 (8/5/2025) (@

/
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Summary of Matisse Final Analysis

Data Largely Consistent with Interim Primary Analysis with Longer Duration of Infant Follow-up

Background ﬂﬂ Topline Results

* Primary analysis » Final efficacy analyses are consistent with the primary analysis
(October 2022) was — RSVpreF was 82.4% efficacious in reducing severe MA-LRTI due to
the basis for US/EU RSV within 90 days after birth; efficacy of 70.0% was observed through
licensure and included 180 days after birth
97% participants - RSVpreF was 57.6% efficacious in reducing the incidence of MA-LRTI due
. to RSV in infant within 90 days after birth; efficacy of 49.2% was observed
* Final study concluded through 180 days after birth
October 2023 with Y2
infant data and full  RSVpreF was safe and well tolerated by maternal participants,
maternal data and no safety signals were detected in infant participants through
24 months after birth

- An additional 9 preterm births (6 RSVpreF: 3 placebo) were included in the
final analysis with the overall RR (1.2 [0.98-1.46]); unchanged from the
Interim;

Infants overall had good outcomes for up to 2 years.

34
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Use of Pfizer RSV Vaccine During Pregnancy

Recommendation

Centers for Disease Control and Prevention

Morbidity and Mortality Weekly Report

* Maternal Pfizer RSVpreF vaccination in pregnant persons as a one-time dose at 32 weeks and zero days'-36
weeks and 6 days’ gestation using seasonal administration (meaning September—January in most of the
continental United States) for prevention of RSV-associated LRTI in infants aged <6 months

- - Adapted from ACOG RSV Practice Guideline
Clinical Guidance Endorsed by SMFM, last update 8/24

Seasonality of RSV

Simultaneous Administration with Other Vaccines

+ Should be administered to pregnant persons during
September-January in most of the continental United
States

* Injurisdictions with seasonality that differs from most
of the continental US (e.g., Alaska, jurisdictions with
tropical climates), providers should follow state, local,
or territorial guidance on timing of administration

* The only RSV vaccine approved for use
during pregnancy is Pfizer’s bivalent
RSVpreF vaccine, Abrysvo.

* Maternal RSVpreF vaccine may be simultaneously
administered with other indicated vaccinations (such as
tetanus, diphtheria, and pertussis (Tdap), influenza, and
COVID-19 vaccines)

Additional Vaccine Doses in Subsequent Pregnancies

+ People who received a maternal RSV vaccine during a previous
pregnancy are not recommended to receive additional doses during
future pregnancies

* Infants born to people who were vaccinated only during a prior
pregnancy should receive nirsevimab

+ Recommendations can be updated in the future if additional data
are available
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o
RSV Vaccine: Expiration?

o Leftover RSV vaccine: Discard at end of season (like influenza
vaccine)?

* NO! Seasonal influenza vaccines are reformulated each year; for this
reason, all unused seasonal influenza vaccines expire and should be
discarded no later than the end of June each season. BUT,

« RSV products (vaccines and preventive antibody) do not change each
season.

* Products in storage unit now may not expire until AT LEAST sometime
during or after the next season.
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Benefits Benefits

* Provides protection immediately after birth . Studies of antibody levels suggest that
« May be more resistant to virus mutation protection might wane more slowly.

* Avoids injection of infant - Can provide antibodies directly if infant
Risks receives less antibodies from mother

Relative Risks and Benefits of
Maternal Vaccination and Nirsevimab

Both products are safe and effective in preventing RSV lower respiratory

Maternal RSV Vaccine

infection in infants.

Protection reduced if fewer antibodies - No risk of adverse pregnancy outcomes

produced or are transferred from mother to
baby (e.g., mother immunocompromised or
infant born soon after vaccination)

Potential risk of preterm birth

nirsevimab and clesrovimab

Both approaches are cost effective but vaccine ($295) cheaper than MAb ($556)
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o
Additional RSV Vaccine Doses in Subsequent Pregnancies?

o Still no data on additional RSV vaccine doses in subsequent pregnancies

o There are potentially people who received an RSV vaccine during pregnancy for the in the
first 2 RSV seasons who could have a subsequent pregnancy during the 2025-2026 RSV
season

o Concerning that data in older adults suggest revaccination does not restore antibody
levels to those after first dose

» Antibody levels are particularly important for maternal vaccination since infants are protected through
transplacental transfer of antibodies

o RSV vaccine differs from Tdap vaccine: it’s not the only option

* Maternal RSV vaccine has a potential safety concern for preterm birth and hypertensive disorders of
pregnancy

» Alternative product, nirsevimab, exists that can protect infants from severe RSV for subsequent
pregnancies

CDC MMWR Use of the Pfizer Respiratory Syncytial Virus Vaccine During Pregnancy for the Prevention of RSV 10/23
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https://www.cdc.gov/mmwr/volumes/72/wr/mm7241e1.htm

ADDRESSING VACCINE BARRIERS
FOR PROVIDERS:

FINE POINTS, BILLING, AND
REIMBURSEMENT
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O
What has HHS said?

o ..the directive further states the decision to rescind the recommendation for
use of the vaccine in pregnant people was based on advice from the FDA,
suggesting there is a lack of “high-quality data demonstrating safety of the
MRNA vaccines during pregnancy combined with the uncertainty of the
benefits of vaccination pose potential risks to the mother and the
developing baby.” 5/27/25

o But:
¢ No comment on non-mRNA COVID vaccines

« Adds role of shared-decision making with provider, with implicit
acknowledgement that physician/provider recommendation for vaccine is valid

HHS: The U.S. Department of Health and Human Services
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O
What does the HHS directive mean?

o Only refers to formal HHS recommendations regarding
COVID vaccines for pregnant patients, and, apparently, only
to mMRNA COVID vaccines

o May require formal prescription for COVID vaccines for
patients if given outside an on-site office or public health
clinic: “proof of provider recommendation”

o National medical societies already issue specialty-
specific vaccine guidelines and will continue to do so.
« ACOG and AAP have already issued updated guidance (8/22).
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o
Billing for Immunization

o CPT codes
* 90471 — immunization administration (> age 18)
« 90472 — each additional vaccine at same visit
AND

* Vaccine-specific CPT code (different for each vaccine)
- CPT for RSV vaccine: 90678

PLUS

o Diagnosis codes (ICD-10)
« Z23 — encounter for (any) immunization
« Z29.11 — encounter for RSV monoclonal antibody
« Z30.XX -- # weeks gestation (especially for RSV vaccine)
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Mercury  ovalbumin
Trade Name . .
Manufacturer (Vaccine abbreviation] Presentation (thimerosal) mcng{_ﬂ.S
Seqirus USA, Inc, 33332:0024-03 | 0.5-mL PFS 0 <1 3y | 140 | 90656
5-mL MDV2
Afluria®2349 (JIV3 ) _ 12.25 <05 ‘ 90657
(Iv3) 33332012440 |(0-25-m dose for ages 6-35 mos) semos | 14
Bl L 245 < 90658
(0.5-mL dose for ages 3+ yr.) '
Fluad®"7® (allV3) 70461-0024-03 | 0.5-mL PFS 0 <04 65+yr. | 168 ‘ 90653
70461-0654-03 | 0.5-mL PFS 0 0 153 ‘ 90661
Flucelvax®"® (ccllV3) 5mLMDV 6+ mos.
10461-0554-10 (0.5-mL dose for ages 6+ mos) 29 0 320 90661
GlaxoSmithKline | Fluarix®!2 (1v3) 58160-0884-52 | 0.5-mL PFS 0 <005 | 6+mos. | 140 | 90656
ID Biomedical Corp
(distributed by FluLaval®? (IIV3) 19515-0810-52 | 0.5-mL PFS 0 <03 6+mos. | 140 [ 90656
GlaxoSmithKline)
Sanofi Pasteur, 49281-0424-50 | 05-mL PFS 0 8 6+ mos. | 140 \ 90656
Inc.
5-mL MDV®#
Fluzone® 559 (IV3) 49261064115 | 9 1 dose for ages 6:36 s 12500.25mL | §§ 90657
49081064115 | LMDV X05mL | §§ e | 1 90658
(0.5-mL dose for ages 6+ mos.) '
Fluzone® High-Dose'®? (HD-IIV3) 49281-0124-65 | 0.5-mL PFS 0 8§ 6o+ yr. | 139 | 90662
Fluzone® Southern Hemisphere! (SH-1IV4) | 49281-0324-50 | 0.5-mL PFS 0 8§ 6+ mos. | 201 | N/A
FluBlok®"? (RIV3) 492681-0724-10 | 0.5-mL PFS 0 0 18+yr. | 155 Q90673
Medimmune, Inc. | ¢\ cier — . ‘ ‘
(AetraZenara) UMist®™ (LAIV3) 66019-0311-10 | 0.2-mL prefilled single-use intranasal sprayer | 0 <0024 | 249yr. | 111 | 90660

Influenza Vaccine Product List and Age Groups --- United States, 2024-2025 Season'
DoD contracted NH vaccines (highlighted green), SH vaccine (highlighted blue); *DVD available vaccines (highlighted orange); Not available in DVD (white/not highlighted)
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Codes for all immunization products

New Current Procedural Terminology (CPT") codes have been created that consolidate over 50 previous codes and
greatly streamline the reporting of immunizations for the novel coronavirus (SARS-CoV-2, also known as
COVID-19).

CPT codes approved for COVID-19 immunizations
u u u u
The CPT Editorial Panel approved five new COVID-19 vaccine product codes and one administration code in A m e r I c a n M e d I c a I As s o c I at I o n
August 2023, These new COVID-19 codes replaced all previously approved specific COVID-19 product and
administration codes, except for vaccine product code 91304for the Novavax vaccine.
Specific information to assist with proper code selection of the more than 50 COVID-related vaccine product and A M A
administration codes were contained in Appendix Q of the CPT code set. With the removal of those COVID-19
codes, Appendix QQ was also deleted in November.

Some vaccine and immune globulin products are assigned a code in anticipation of eventual approval by the Food C P I C o d e s A p p rov e d fo r

and Drug Administration. These codes are marked with a lightning bolt symbol in the Category I Immunization
code descriptors (PDF).

u u
The new codes added for 2024 include three Pfizer-product codes and reflect vaccine concentrations developed for C OV I D - 1 9 I m m u n I z at I o n s

different age groups:

+ 91318: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (coronavirus disease [COVID-19])
vaccine, mRNA-LNDP, spike protein, 3 meg/0.2 mL dosage, diluent reconstituted, tris-sucrose formulation, for
intramuscular use in patients 6 months—4 years old.

+ 91319: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (coronavirus disease [COVID-19])

= §13210: Severe acute respiratory symdrome coronavirus 2 (SARS-CoV-2) (coronavirns disease [COVID-19])

vaccine, mRNA-LNP, spike protein, 10 meg/0.2 mL dosage, tris-sucrose formulation, for intramuscular use in
patients 5-11 years old. vaceine, mANA-LNE spike protein, 30 meg/0.5 mL dosage, tris-sucrose formulation, for intramuseular use in
+ 91320: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (coronavirus disease [COVID-19])

patienta 12 veara and older.

vaccine, mRNA-LNP, spike protein, 30 mcg/O.S mlL dosage, tris-sucrose formulation, for intramuscular use in

patients 12 years and older.

There are also two new Moderna-product codes:

« Q1322 Severe acute respiratory syndrome coronavires 2 (SARS-CoV-2) (coronavirus disease [COVID-19])

* 91321: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (coronavirus dis
vaccine, mBINA-LNP, 25 mcg/0.256 mL dosage, for intramuscular use in patients 6 months-

vaccine, mRNA-LNE 50 meg/0.5 mL dosage, for inframuscular use was assoclated for use in patients 12 vears or

» 91322: Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) (coronavirus dis I|_-|
ORCIET.

vaccine, mRNA-LNP, 50 mcg/0.5 mL dosage, for intramuscular use was associated for us

older.

The existing CPT code 91304 will continue to be used to report the Novavax vaccine product, including Novavax’s
updated XBB vaccine:

= D130 Severe aciite respiratory syndrome coronaviris 2 (SARS-CoV-2) (coronavirus disease [COVID-19])

* 91304: Severe acute respiratory syndrome coronavirus 2 (SARS

vaceine, recombinant spike protein nanoparticle, saponinbased adjuvan®y ¢ ¥YACCING, recombinant spike protein nanoparticle, saponinbased adjuvant, 5 mcg/0.5 mL dosage, for
intramuseular use. intramuscular use.
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o
ACIP Changes and the Impact for Pharmacists

Pharmacists may independently initiate and administer any vaccine for
persons 3 years and older that is FDA approved or authorized and
recommended by ACIP and CDC (BP&C 4052.8).

Since pregnant people no longer have a specific recommendation for COVID-
19 vaccination from ACIP/CDC, pharmacists would need a prescription or
collaborative practice agreement (provider protocol) to provide COVID-
19 vaccination to pregnant people.

vl
Questions: covidvaccinepharm@cdph.ca.qov ‘\CDPH
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Prescriber Name, Address, Phone Number;

Patient Name: Date:

Vaccines recommended during pregnancy:

[ ] Tdap (tetanus, diphtheria, pertussis [whooping cough]) 0.5 mLIM x 1
between 27 and 36 weeks of pregnancy.
[] Inactivated Influenza 0.5 mLIM x 1

[] Updated COVID-19 vaccine
[] Respiratory Syncytial Virus (RSV) vaccine (ABRYSVO) 0.5 mL IM x 1

September-January, between 32 and 36 weeks of pregnancy.

Prescriber’s Signature: License #:

Print version is
now available
at
bit.ly/prenatalRX

Per pharmacy regulations (CCR, Title 16, section 1746.4), please notify us within 14 days
of administration of the vaccines our patient received at your pharmacy. Also, please
give the patient a copy of the vaccine record to bring to their next prenatal visit.

Your baby is counting on you for protection. Get vaccinated.
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Resources
Leslie Amani, CDPH




CDPH Prenatal Materials

Expecting?

Protect yourself and your baby agamst flu,
RSV, whooping —— "

Where can | get immunized? Mow effective are immunizations?
Your doctor's office may have these immunzations.  Thewe immuntzations are very effective for pregnant -
1 not, ask your doctor for 3 prescription to take pesie ] £ g
You may not realize that changes to your body during e pharmacy. Wiile 3 prescrigtion s usually o Qg i s vhat dniog sy cia s P R o T E C T Where can | get immunized? IMMUNIZATIONS . 2 £ % %
pregasncy can put you and your biaby at risk for e required, It may be helpful Before you g0, Gl your 1k of breathung compdcatons 3nd your = iy F 5= g g
serious complications from fly and COVID-19. Getting PSS PSNsRucy w0 S T Baby's risk of catching fu by about haf e H Ith 2 £5%3 3
P and to make sure the sh 2 ourself & vour Call your doctor and ask for a ea B2F g35:% ¢
COVID19, flu, RSV (Res ~~tory Syncytial Virus) and - i * Gettng 3 COVID 19 vaccine Guning pregrancy £¢ 8E8 » g
Ssurance. ¥ you have Madh Cal shots shouid be cwers the risk of the baby being hospitaized 2 A * Do you offer flu, Tdap, RSV, and CO- £8: 25SEE RS
whooping cough shot “ce pregant can Covered at your pharmacy. You can 3850 cal your . e - ~win fam || VID-19 vaccines? re n a_n C BE NSEZE ¢
help protect you ans ~<a diseases heatth plan to Aing aut where your thats may be NS Iy g S g g y « How soon can you see me? § s228% o%
covered. After you get immuniied, make wwre to " oy 259 out of e 7T
The protection you ‘ \ oy el i g 0 o . against whooping My doctor does NOT have the shots | need
your l“?: in the ,- i ok W ol s il st N + 3 whoaping cough or can't see me soon enough
in early e when you. sk Call the pharmacy where eyou usually pick up 25| S
senous Infections. /7 “—““"“‘) your prescriptions and ask
- these immunizations 2
Are these diseases really danger... f ~eople have safely received Roudéier i, Riap RSV, and CO- =§ N
e age agamst RSV 3310cted Dwer respiratory vaccines £
and my baby? . picove. efections. This means that i you get the RS ~ce cover these vaccines at 2
Yes. Even if you are healthy, you are at higher risk e = St gettng vaccine during pregnancy, your baby will mast = % o e S
of getring very sick from fiu and COVID-19 during / Aoty rot need to get the RSV immunization ” ~t. shots should ey . E
regnancy. Flu and COVID-19 can cause serious ™ after birth / much to protect Jackson's health. 2
ERg—y- S . The imen. - Immunizations help assure a =5 » SIS
complications for both you and your baby such as sewopment o, . “erett from prenxa bealtey " .l
high fever, preumonia, hospitalization, pre-term effect of these shots b . V * tick, the transferred antbodies The ph /' . o 8l ¥
s ot pharm.. —Jackson's Mom L5
birth, and even stillbirth or death. For babes, much fiskier ROt 10 get imemun. /S e esohations ses prescriptions dos.. e V K] % E R
Catching RSV or whooging cough can kead 1o trouble i e s e 1 need, or my insurance . / o 2 §
breathing, preumonta, hospitalization, and death tor redes X ; cover them there. - = El -E = b o e S
! Call your health plan's member ser " F
These respiratory viruses are highly contagious and bt i m m u n 1z a 1 0 n s 3 g 3
can easily spread from other people to you and 1 | insurance card,) Ask. n SER 23>>I [>
ot baby. In the first 6 months of ife, babies are at . mecies over? : w >
4 ! | VAtiet niew by pmeimacies do you Are one of the greatest achievements of medicine. They 2
Pghest risk of complications from Infections be<ause " - | Call the nearby pharmacies and ask, H £ NEN
their immwne systems are stil developing - « Do you offer flu, Tdap, RSV, and CO- have been so successful, many parents have never seen = <= «g
oo i doep . | oughl 20 6wenks gestaon | VDS vaccnesr most of the illnesses and complications that vaccines 8 ] %i
i ? St waccr . your b o = A = £ H
Very common. Each year, flu infects millions of ! | prevent. But these diseases still exist. Your child needs [ s = 3% $E| F
CaMornians and sends hundreds of sick babies 10 F ” [ i | Vaccioes gov immunizations to be protected from th £ £33 i3 255|235 B
. ‘or more information. thn-u(h-“ _— P ImmunizationForWomen.org IMINEZELIONG LD De: pEOReCtag. fom: them. E g é- 21£8| .| 82| 2|88l © . PR Tt
the haspital. Thousands also catch whooping cough viekt )L S S M W I % | (800) COC-INFO/B00) 232-4636 E 1851838122218 8/52 2 Protect your little one with immunizations.
every year. in 2014, over 11,000 people n Cakfornia | smm .
1 with wh m, b BeLly - ;i
became il with whooping cough, hundreds were kel ) ; S AES S A ADK
Pass protectlon to your 1
4

Get immunized during |

English & Spanish

_ Providers can order this parent brochure
English & Spanish from their local health department.

Clinical providers and local health departments can order
FREE copies of the above prenatal materials using this
form.

Immunization
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https://eziz.org/assets/docs/IMM-1146.pdf
https://eziz.org/assets/docs/IMM-1146S.pdf
https://eziz.org/assets/docs/IMM-887.pdf
https://eziz.org/assets/docs/IMM-887S.pdf
https://warehouse.pacful.com/clients/cdph-gdsp-supply/PNS_Order_Form_clinicians3.html
https://eziz.org/assets/docs/IMM-234.pdf
https://eziz.org/assets/docs/IMM-234S.pdf
https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/Immunization/Local-Health-Department.aspx

Additional Resources

Maternal Immunization Social Media Toolkit (ACOG)
Immunizations — HealthyChildren.org
Parent Education on Vaccine Safety :

Getting the COVID-19
ShotbyShot.org vaccine during pregnancy

can help to protect ...

E[/Yourself

E‘/Your baby -

[V Your family i
...

MYour community

Talk to your health
care professional
today about
getting vaccinated.

Facing COVID:
Vanessa's Story.
Watch at shotbyshot.org

Texas Children's Hospita
CA Immunization Coalition

Facing COVID: Vanessa’s Story COVID graphic

\CDPH | [mmupizaten 0 N



https://www.acog.org/programs/immunization-for-women/physician-tools/maternal-immunization-social-media-toolkit
https://www.healthychildren.org/english/safety-prevention/immunizations/pages/default.aspx
https://eziz.org/resources/parented/
https://www.shotbyshot.org/
https://www.acog.org/-/media/project/acog/acogorg/images/social-media/toolkits/maternal-immunization-toolkit_for-patients_covid-19.png?rev=b7c2e0ab3b434ae9bd032677aaeee501&hash=4BC7846129DBCFFAF0B5F016E446EB6C
https://www.shotbyshot.org/stories/facing-covid-vanessas-story/

& ACOG About Programs Membership Community Donate Search Q }
The American College of

Obstetricians and Gynecologists

Clinical Information Practice Management Career Support Education & Events Advocacy News Topics v

#A > Practice Management > Coding > Coding Library > Immunization Coding for Obstetrician-Gynecologists

Immunization Coding for Obstetrician-
Gynecologists

Share X f in = | ® Print

Practice Immunization Coding for Obstetrician-Gynecologists

Management

Introduction
Coding

Immunizations are recommended as part of comprehensive care for women. Under the Patient Protection and Affordable Care
Coding Library Act (ACA), vaccines recommended by the Advisory Committee on Immunization Practices are required to be provided with no

cost sharing (ie, no co-pay) for children, adolescents, and adults. Check the list of vaccines covered for more information about

the ACA.

Coding for Hepatitis C
Coding for Obesity

Coding for STI Screening in Below are some of the most common ICD-10 diagnosis and CPT/HCPCS codes related to immunizations. These lists are not all
Pregnancy inclusive. Additional characters may be required for appropriate code selection. For assistance with proper code selection/use,
you may refer to the most recent official copies of each of the following: ICD-10-CM book, ACOG's OB/GYN Coding Manual,
American Medical Association Current Procedural Terminology Professional Book and Health Care Common Procedure Coding
System books. Proper coding may require analysis of statutes, regulations or carrier policies and, as a result, the proper code

result may vary from one payer to another.

51
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https://www.acog.org/practice-management/coding/coding-library/immunization-coding-for-ob-gyns

? CDPH Immunization Branch Vaccine Support

Provider Call Center (PCC) Hours:

Dedicated to medical providers and Local Health Monday — Thursday 9:00 am — 4:30 pm
Departments in California, specifically addressing Friday, 9:00 am — 4:00 pm

questions about State program requirements, Call: 833.502.1245
enroliment, and vaccine distribution. Contact email: providercallcenter@cdph.ca.qgov
myCAvax and My Turn Knowledge Center: Provider link (myCAvax login

required): Providers' myCAvax Knowledge Center
LHD link (myCAvax login required): LHDs myCAvax Log-in

Knowledge Center houses key job aids and videos
that are updated every release. Log-in credentials
required.

Virtual Assistant can answer many questions and Virtual Assistant: Providers must login to myCAvax (myCAvax
will direct users to the PCC for live assistance Virtual Assistant) and click the ‘Chat with us’ button on the
when needed. bottom right of their screen.

Immunization "
Branch 52 ‘
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mailto:providercallcenter@cdph.ca.gov
https://mycavax.cdph.ca.gov/s/knowledgecenter
https://cdphvax.lightning.force.com/lightning/r/Dashboard/01Zt00000004gB3EAI/view
https://mycavax.cdph.ca.gov/s/
https://mycavax.cdph.ca.gov/s/

\CDPH

Immunization
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During today’s webinar, please click and
open the Q&A icon to ask your questions so
CDPH panelists and subject matter
experts (SMEs) can respond.

m =l 6

Confidential - Low
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Thank you for attending!

.CDPH Immunization
I Branch

Next CDPH Immunization Updates for Providers
Friday, September 19, 2025

Registration link: CDPH Immunization Updates for Providers Monthly Webinar



https://us06web.zoom.us/webinar/register/WN_hYYQdL-zR5yMb27mvdpgQA
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