California Department of Public Health
Immunization Updates for

X Providers
Friday, October 6, 2023 *ﬁ”

9:00AM - 10:30AM



Questions

During today's webinar, please use the Q&A
panel to ask your questionsso CDPH
subject matter experts can responddirectly.

©

Reactions

Resource links will be
dropped into, “Chat”




Housekeeping

Reminderto Panelists:

s'\ Please mute yourself when not speaking.
Please monitor the Q&A panel for questions you may be able to answer.

Reminderto Attendees:

Today's session is being recorded. Access today's slides and archived presentations at:
CDPH Immunization Updates for Providers 10.6.23

@ If you have post-webinar questions, please email leslie.amani@cdph.ca.gov



https://eziz.org/assets/docs/COVID19/ProviderWebinar_10.6.23.pdf
mailto:leslie.amani@cdph.ca.gov

Agenda: Friday, October 6, 2023
e —— e ——

Welcome and Announcements Leslie Amani (CDPH) 9:00-9:05
2 Clinical Guidance: RSV Caterina Liu, MD (CDPH) 9:05-9:15
3 RSV Insurance Coverage Edward Salaguinto, PharmD, RPh (CDPH) 9:15-9:20
4 Information and Education: Respiratory Syncytial Virus (RSV) Edgar Ednacot, PhD (CDPH) 9:20-9:25
5 Vaccines for Children (VFC): RSV Claudia Aguiluz (CDPH) 9:25-9:30
6 Clinical Update: COVID-19 Vaccine Caterina Liu, MD (CDPH) 9:30-9:35
7 Storage and Handling Katherine McHugh (CDPH) 9:35-9:40
8 Vaccine Management JoshPocus (My Turn) and Claudia Aguiluz (myCAvax) 9:40- 9:50
9 COVID-19Vaccine Access: Pharmacy Edward Salaguinto, PharmD, RPh (CDPH) 9:50- 9:55
10 Resources Leslie Amani (CDPH) 9:55-10:00
11 Q&A CDPH Subject Matter Experts 10:00-10:30

Thank you, California Providers!

Q
o LBPH



Announcements
Leslie Amani, CDPH




Virtual Grand Rounds

W hen: Tuesday, October 10, 2023
Time: 12PM — 1PM, PDT
Topic: Opioid Treatment: Practical

Guidance for Clinicians

Register here

Webinar: Virtual Grand Rounds -
Opioid Treatment - Practical Guidance for
Clinicians

Join CDPH and the California Medical Association for a conversation about
California's escalating opioid epidemic, the availability of naloxone over the
counter, and buprenorphine and methadone (opioid dependence treatments).
Additionally, CDPH Assistant Deputy Director, Dr. James Watt, will present
updates on COVID-19 and the current status of vaccine recommendations for the
fall.

Tuesday, October 10, 2023

12:00 p.m. to 1:00 p.m. PDT
Register for free

% Virtual Grand Rounds

ﬂ ® EMERGING PUBLIC HEALTH ISSUES

@ "lo .
"BNP CALIFORNIA
PublicHealth ASSOCIATION



https://www.cmadocs.org/event-info/sessionaltcd/CME23_1010_VGROUNDS/t/virtual-grand-rounds-opioid-treatment

FEH Webinar: Respiratory Syncytial Virus (RSV)

When: Monday, October 16, 2023
Time: 12PM - 1PM, PDT

Register here

Please join CDPH for a webinar focused on

"Nirsevimab Updates and Implementation Guidance and Considerations”
and other RSV-related content.

Please share the invitation with LHD staff, Providers, and other healthcare
staff that can benefit from this webinar.



https://us06web.zoom.us/webinar/register/WN_5rmru59vRDSlI5H90-oiMA

ﬁ Upcoming COVID-19 Crucial Conversations Webinar

Topic: Talking with Patients about the Fall COVID-19,
Flu, and RSV Season

@
COVID-19 1 9 by
Crucial Conversations
Description: Learn how to effectively communicate with =TT =
patients about the upcoming respiratory virus season

and strategies for increasing vaccine administration.

Upcoming Webinar:

Talking with Patients
about the Fall COVID-19,
Flu, and RSV Season

Please join llan Shapiro, M.D., to learn
conversation strategies for effectively
talking with patients about the upcoming
fall COVID-19, Flu, and RSV season.

Wednesday, October 18, 2023
12:00PM - 1:00PM PT

Speaker: Dr. llan Shapiro

When: Wednesday, October 18, 2023
Time: 12PM - 1PM PT

Please register here



https://us06web.zoom.us/webinar/register/WN_ManpUiKbTw6FbtpsRHcqtA

£ SGF Flu Vaccine Management 102 for Providers

When: Monday, October 23, 2023
Time: 12PM — 1PM
Audience: Providers

Register here

Are you a Provider participating in the State General Fund (SGF) program in myCAvax? You are
invited to join CDPH for a one-hour ‘State General Fund (SGF) Flu Vaccine Management 102
for Providers’ session, which is a follow-up to the ‘'SGF Ordering 101 for Providers’ session. This
webinar will be focused on vaccine management tasks like reporting waste, excursions, and
shipment incidents in myCAvax. There will be an opportunity for Q&A with CDPH.



https://us06web.zoom.us/webinar/register/WN_AwoHfspJQsqjhXWLbOS8pg

E= Bridge Access Program myCAvax Office Hours

When: Thursday, October 26, 2023
Time: 11AM — 11:30AM
Audience: Providers and LHDs

Register here

If you a provider or LHD participating in the Bridge Access Program (BAP) in myCAvax,
you are invited to join CDPH for a 30-minute session on Thursday, October 26, 2023, from
11:00 AM — 11:30 AM, PT. After hearing brief BAP updates from CDPH, you will have an
opportunity to engage directly with subject matter experts to get your questions answered
around BAP allocations, ordering, and vaccine management.



https://us06web.zoom.us/webinar/register/WN_5urST6e0SR2tY8-cJM5EMg

EEH Mpox Webinar

When: Thursday, October 26, 2023
Time: 12PM — 1PM, PDT

Register here

Learning Objectives

* ldentify the clinical and epidemiological factors
leading to mpox infection, transmission, and
severity as well as treatment options.

* Apply the latest information and research on
mpox, including transmission characteristics,
vaccine equity, and vaccine effectiveness, to
your clinical practice to ensure patients are
appropriately vaccinated, diagnosed, tested,
and treated for mpox.

3CorHn | CA MPOX Provider & LHJ Alerts - --

October 3, 2023

California Mpox Update for Healthcare Providers -
October 2023

The California Department of Public Health (CDPH) continues to see statewide Mpox
activity, including a large cluster in Los Angeles County. This webinar, presented by the
California Prevention Training Center (CAPTC), features CDPH's Mpox Clinical and
Epidemiology teams, who will provide a clinical update and epidemiological overview of
Mpox, and discuss new research findings relevant to primary care and other healthcare
providers, including data on transmission, vaccine equity, and vaccine effectiveness. A
question-and-answer session will follow. 1.5 CME units will be offered at no cost (details
below).

California Mpox Update for Healthcare Providers
Thursday, October 26, 2023
12:00 - 1:30 PM (PDT)
REGISTER TODAY!



https://courses.nnptc.org/class_information.html?id=3769

Job Aid: Vaccine and Clinic Eligibility by Fun

Vaccine and Clinic Eligibility Guidelines by Funding Source
For Health Departments and CDPH Approved Health Department Authorized Sites (Effective 10/01/2023 through 9/30/2024)

9)CPPH

Program

Vaccines for Children Program

BAP

Bridge Access Program

317

Local Health Departments’

VFA

Vaccines for Adults Program

SGF

State General Funds?

Funding

VFC-Federal entitlement program
for eligible children. Funds are used
to pay for vaccines recommended
by ACIP and approved into the VFC
program.

BAP-Limited federal funds (Section
317) for eligible adult populations
to maintain access to COVID-19
vaccines through existing public
health infrastructure.

317-Limited federal funds (Section
317) used to pay for adult vaccines
recommended by ACIP and support
limited vaccine supply for outbreak

activities via Public Health Departments.

317-Limited federal funds (Section
317) used to pay for adult vaccines
recommended by ACIP and
included in the VFA Program.

Limited state funds for the
purchase of vaccines to prevent
respiratory illness.

Age and
Eligibility

Children Birth-18 years:
+ Medi-Cal/CHDP eligible

Uninsured (no health insurance)

+ American Indian or Alaskan
Native

Underinsured: health insurance
does not cover vaccines (ONLY
if the LHD has a FQHC or RHC
designation).

Adults 19 years and older:
+ Uninsured (no health insurance)

+ Underinsured (vaccines are not
covered by insurance)

(Adults with Medicare part B and
D are considered insured and not
eligible to receive 317 BAP vaccines.)

Adults 19 years and older:

» Uninsured adults (no health
insurance)

Underinsured adults (vaccines are
not covered by insurance)

Insured exceptions-Adults part of
outbreak control, post-exposure
prophylaxis, or disaster relief efforts
as approved by CDPH & LHDs.
Household contacts or sexual
contacts of HBsAg+ pregnant
woman

Adults 19 years and older:
+ Uninsured adults (no health
insurance)
+ Underinsured adults

(vaccines are not covered by
insurance)

All ages:
+ No restrictions

Clinic Type

Federally Qualified Health Center
(FQHC), Rural Health Center
(RHC), and State-licensed
Community Health Centers

+ Health Department and CDPH
Approved Health Department
Authorized Sites

Juvenile halls/youth correctional
facilities

+ Private providers, School-based
clinic, Hospitals, Pharmacies (pilot
program)

Health Department Clinics

Federally Qualified Health Center
(FQHC), Rural Health Center (RHC)

Tribal Clinics
Indian Health Services

+ Limited sites designated by
Local Health Department as BAP
Provider

Health Department and COPH
Approved Health Department
Authorized Sites (HDAS)
Juvenile halls/youth correctional
facilities (for 19-25 years of age)

« VFC enrolled Federally Qualified
Health Center (FQHC), Rural
Health Center (RHC)

State-licensed

Community Health Centers
Federally Qualified Health
Center (FQHC), Rural Health
Center (RHC)

Health Department and CDPH
Approved Health Department
Authorized Sites (HDAS)

Private provider

School-based clinic

California Department of Public Health, Immunization Branch

IMM-1142 (9/19/23) Page 1

ding Source

pt. Vaccines for Adults Program State General Funds
(VFA) (SGF)
+ Hepatitis A « Influenza
+ Hepatitis B « Tdap (children only)
» HPV
te + Meningococcal Conjugate

(MenACWY)
+ MMR
+ Pneumococcal Conjugate

(PCV20)
+ Td only when Tdap is not

indicated
» Tdap
+ Varicella
+ Zoster

INES SUMUNFCVACCINES =_myCAvax
-
California Vaccine Management
System for flu vaccine (refer to your
LHD for other vaccines)

plans are considered fully insured). 317 vaccine may not be used in travel clinic settings.

tus (EZIZ.org/assets/docs/IMM-1247 pdf ) for more details.
Eligibility Based on Insurance Status (EZIZ.org/assets/docs/IMM-1247.pdf) for more details.

IMM-1142 (9/19/23) Page 2



https://eziz.org/assets/docs/317forLHD/IMM-1142.pdf

ﬂ Discontinuation of COVID-19 Vaccine Webpage

COVID-19 Vaccine Archived Communications Webpage on EZIZ

The COVID-19 Vaccine Archived Communications Webpage has been discontinued.
Please see below relevant links to previous communications

FDA Authorizes Updated Novavax COVID-19 Vaccine 10.4.23

Weekly Wrap Up: Provider Webinars Have Transitioned, Impacts to Immunization Services with Government
Shut Down, myCAvax Changes 9.29.23

myCAvax Release Notes for Providers 9.25.23

CDC Letter: Discontinuation of U.S.G. COVID-19 Vaccination Program & Resources to Access & Order
COVID-19 Vaccines 9.22.23

CDC Recommends Updated 2023-2024 COVID-19 Vaccines for Everyone 6 Months and Older 9.13.23



https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/9oolM0GQEMWn1lIHRxSAbtUgdohTMeo5AxrKyla7xiox
https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/dGlQRNbBR1OdMcPFz4yJc4G1x9Mx2On7RjKa50JdFsUx
https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/dGlQRNbBR1OdMcPFz4yJc4G1x9Mx2On7RjKa50JdFsUx
https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/WSxQCBxcChxWWxMAb17ndbYYgrmAkiMY4LYPAum5WfEx
https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/q3JXhH8PFq5jGjRXMFhivLnkvfA9KktGfJGDtLZxktsx
https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/q3JXhH8PFq5jGjRXMFhivLnkvfA9KktGfJGDtLZxktsx
https://ab1ee995966d418da4b12a48bc7a4390.marketingusercontent.com/m/messagecontent/Sa2OYWMbe7vA8F9xBdxvxFwZAENEAlj6xpPhybllknwx

Display Location on Vaccines.gov

This is a one-time setup that uses the same provider portal used
to report inventory to VaccineFinder. Your ID and password
remain the same.

Update your information using either Manual Setup (quickest) or
File Upload (if managing many locations) to complete these
steps as documented in CDC guidance:

1. Set location for BAP participation
2. Set up vaccine availability at your location

3. Make vaccine availability visible on Vaccines.gov

Questions?
Email CARS HelpDesk@cdc.oov or call 833-748-1979.

Startup Guide

Display Location on Vaccines.gov }.

All providers must display their vaccination location to the public on Vaccines.gov so
eligible adults can find no-cost COVID-19 vaccines, This is a one-time setup that
requires registration with VaccineFinder, inventory reporting Is not required.

Vaccine Tracking
Platform

Locations use the COVID
Locating Health provider
portal to publish their location
on Yaccines.gov to help the
public find BAP vaccination
sites near them and learn how
to make an appointment

Resources

For technical assistance,
contact
CARS_HelpDesk@cdc.gov
or 833-748-1979.

Who has a user account?

Organization Vaccine Coordinators set up the first
VaccineFinder account. They invite Vaccine
Coordinators to set up accounts and display their
locations on Vaccines.gov,. Two accounts are allowed
per location.

HRSA: Only display your location on Vaccines.gov If
sites have state-allocated doses.

Next Steps

If a location is currently displayed on Yaccines.gov. no
action Is needed.

For locations that have registered with VaccineFinder

but are not currently displaying their site, login to the
COVID Locating Health provider portal and update

your information on the Public Display tab using either
Manual Setup (quickest) or File Upload (If managing |
many locations) to (1) set location for BAP

participation, (2) set up vaccine avallability for each
location, and (3) make vaccine avallability visible on
Vaccines.gov. Follow the Instructions provided in

Guidance for Reporting 1o Vaccings. gov.

The process for adding new providers not using
Vaccings.goy s stll to be determined: providers will be
notified when they can display their locations.

Need to change reporting contacts?
Changes require updates to Section A or Section B

email information in the Provider Agreement. Contact
the Provider Call Center for assistance.,



https://eziz.org/assets/docs/COVID19/GuidanceReportingtoVaccines.gov.pdf
https://eziz.org/assets/docs/COVID19/GuidanceReportingtoVaccines.gov.pdf
mailto:CARS_HelpDesk@cdc.gov
https://eziz.org/assets/docs/COVID19/GuidanceReportingtoVaccines.gov.pdf
https://eziz.org/assets/docs/IMM-1469.pdf

Indigenous Peoples’ Day: Monday, October 9, 2023

- ®

ey Y
INDIGENOUS -
-+ POPLES -

Indigenous Peoples’ Day honors the histories, cultures, and perspectives of Indigenous
peoples and their ancestors who lived on the land now known as North America. They

existed in these areas for thousands of years before the first European explorers
arrived. Indigenous Peoples’ Day is celebrated annually on the second Monday in

October. This year, it will be observed on Monday, October 9.



https://americanindian.si.edu/nk360/informational/columbus-day-myths?msdynttrid=-__oddRCi4HrLkwQI0zeIiXWLYXfS-roJliaZubFU0s

Pink Ribbon Guide - Mammography Matters

f Share W Tweet | inmLinkedin =~ &% Email | &= Print

Many of us know someone who has been affected by breast

cancer—a friend, mother, sister, or maybe even yourself. éﬁ /ﬁ o i
Approximately one in eight women in the United States n Nejl e i
will get breast cancer during their lifetime. Each year, 'FM*/*\ s *'F
more than 40,000 women die from breast cancer. Early *’- .F

$
detection of breast cancer can help improve a woman'’s i #ﬁ % *.*

chance of survival. % )

Although mammograms cannot prevent breast cancer, a N g B

mammogram is the best primary screening tool to find 3 NWis o *" 1'

breast cancer early when it is easier to treat and before it is . * /#' ?* * ./*\. }:Q §

big enough to feel or cause symptoms. Women should ask " ’ **** *\’
ol &

their healthcare provider if and when a mammogram is fﬁ\ ./ﬁ\
right for them. ??

The FDA Office of Women'’s Health launched the Pink
Ribbon Sunday Mammography Awareness

Spread the word. Mammograms help save lives.

Program in 1998 to educate women about early detection
of breast cancer through mammography. Pink Ribbon Sunday originally targeted African
American and Hispanic churches.



https://www.fda.gov/media/157056/download?attachment
https://www.fda.gov/media/157056/download?attachment
https://www.fda.gov/media/157056/download?attachment
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é Tips to Stay Healthy
this Cold & Flu Season

i)

CDPH Office of Communications

New Resources: Respiratory Virus Prevention
Stay Up to Date on Vaccines

Respiratory viruses like flu, COVID-19, and RSV circulate
Stay Home & Test If Sick

year-round in California, but are typically more active in fall
and winter. Use these resources to remind people to take
simple actions to lower their chances of getting and spreading
respiratory viruses.
Visit our new Respiratory Virus webpage.
Share messages from our Respiratory Virus Prevention
Seek Treatment .
toolkit.
B Consider Masking

Wash Hands

200 5y
® Cover Your Cough
R i o

Share our messages on social media.

Suggested message: Respiratory viruses like flu, COVID-19
and RSV spread more easily in the fall and winter months.

Avoid getting sick this cold and flu season and do your part to
help keep yourself and your community healthy.

Visit My Turn.ca.gov to schedule your vaccines.
#stopthespread



https://urldefense.com/v3/__https:/ab1ee995966d418da4b12a48bc7a4390.svc.dynamics.com/t/t/Po8iQzfQ5ei4btBKgvowjm1AJZWGkcEhrJleIctyB3Ux/Pn8rbzYTYMuwL0NiqnTjmocxRZxHaGMMryblI7kn8UIx__;!!AvL6XA!xoTNcfjQMvzJvKmq8VhemT8fzRaAQejct7km2PiTLVRfbz1ercgenAWUSIDqNadfunP7JhWeDekskN6WLOjS2G_44ofg$
https://urldefense.com/v3/__https:/ab1ee995966d418da4b12a48bc7a4390.svc.dynamics.com/t/t/SfhmFhu5pC5toUCIhHoGkEVmAR68WAGPt3nniyfbOwkx/Pn8rbzYTYMuwL0NiqnTjmocxRZxHaGMMryblI7kn8UIx__;!!AvL6XA!xoTNcfjQMvzJvKmq8VhemT8fzRaAQejct7km2PiTLVRfbz1ercgenAWUSIDqNadfunP7JhWeDekskN6WLOjS2D-UQzi7$
https://urldefense.com/v3/__https:/ab1ee995966d418da4b12a48bc7a4390.svc.dynamics.com/t/t/SfhmFhu5pC5toUCIhHoGkEVmAR68WAGPt3nniyfbOwkx/Pn8rbzYTYMuwL0NiqnTjmocxRZxHaGMMryblI7kn8UIx__;!!AvL6XA!xoTNcfjQMvzJvKmq8VhemT8fzRaAQejct7km2PiTLVRfbz1ercgenAWUSIDqNadfunP7JhWeDekskN6WLOjS2D-UQzi7$
https://urldefense.com/v3/__https:/www.facebook.com/photo/?fbid=698261878996122&set=a.220772730078375__;!!AvL6XA!xoTNcfjQMvzJvKmq8VhemT8fzRaAQejct7km2PiTLVRfbz1ercgenAWUSIDqNadfunP7JhWeDekskN6WLOjS2CHkD4ND$
https://urldefense.com/v3/__https:/ab1ee995966d418da4b12a48bc7a4390.svc.dynamics.com/t/t/05Xh3eTtxgN6EH9Zwz7Gfn4UssRmbFVUW07wrxQkyisx/Pn8rbzYTYMuwL0NiqnTjmocxRZxHaGMMryblI7kn8UIx__;!!AvL6XA!xoTNcfjQMvzJvKmq8VhemT8fzRaAQejct7km2PiTLVRfbz1ercgenAWUSIDqNadfunP7JhWeDekskN6WLOjS2HbvpGpz$
https://www.cdph.ca.gov/Programs/OPA/Pages/Communications-Toolkits/Respiratory-Virus-Prevention.aspx?msdynttrid=ed1oSPCN1Xhn6MZZDXuPOVs1Ub_eSGmfGqCwlzxDTIA
https://www.cdph.ca.gov/Programs/OPA/Pages/Communications-Toolkits/my-turn-flu.aspx

Respiratory Syncytial Virus (RSV) Segment




Clinical Guidance: RSV Immunizations
Caterina Liu, MD, CDPH




2023 CDC Immunization Schedules Updated

« CDC Immunization Schedules typically updated in February

* New addenda summarize recommendations adopted in 2023 for COVID-
19, RSV, poliovirus, and influenza:

o Recommended Child and Adolescent Immunization Schedule, United States, 2023

o Recommended Adult Immunization Schedule, United States, 2023

By publishing updated official schedules now, CDC reduces the time
between new recommendations and insurance coverage for the new
recommendations, as required by the Affordable Care Act.



https://urldefense.com/v3/__https:/immunize.us1.list-manage.com/track/click?u=69948816469e0f4801f8647ee&id=400878390e&e=ccf2f5000d__;!!AvL6XA!3JhaMudATffZs0kFMHWoBbGNGo3lbjjoGZc1wXkAPg8-yNuyhwZh56sjNtn-CLxXljnXJLA76pzf_PNTeCR0RwbD$
https://urldefense.com/v3/__https:/immunize.us1.list-manage.com/track/click?u=69948816469e0f4801f8647ee&id=cc59e87534&e=ccf2f5000d__;!!AvL6XA!3JhaMudATffZs0kFMHWoBbGNGo3lbjjoGZc1wXkAPg8-yNuyhwZh56sjNtn-CLxXljnXJLA76pzf_PNTeFkXqug2$
https://www.cdc.gov/vaccines/schedules/index.html

RSV Immunization Products Overview
Infants & Toddlers

* One dose of nirsevimab is recommended for all infants
younger than 8 months of age who are born during —

or entering — their first RSV season New Immunizations to Protect Against Severe RSV
» One dose of nirsevimab is recommended for infants 8 Frotect Bpeetpredit SitforEvenens in creuer
through 19 months of age who are at higher risk of 3.8 d s v oo
severe disease shortly before, or during, their second
RSV season. " v antody g ey e
- ol v o e oo
Pregnant People N S —
* RSV vaccine administered between 32 — 36 weeks of www.cde.govfrsy

pregnancy, between September-January
Older adults CDC RSV Immunization Infographic

» Adults 60 years and older may be eligible for an RSV
vaccine, under shared clinical decision making with
their health care provider



https://www.cdc.gov/rsv/downloads/RSV-new-immunizations-chart.pdf

RSV Vaccines Approved for Adults Ages = 60 Years
Single dose, Intramuscular Injection

RSVPreF3 (AREXVY ™ GSK)
* 120ug RSVpreF3

« Adjuvant: ASO1E"

* 83% reduction in risk of RSV-
associated lower respiratory tract
disease*

RSVPreF (ABRYSVO™, Pfizer)
« 60ug each of RSVpreF A and RSVpreF B

* No adjuvant

* 86% reduction In risk of RSV-associated
lower respiratory tract disease* with =3
symptoms

*Lower respiratory tract disease signs/symptoms include cough, sputum, and difficulty breathing.
ASimilar to adjuvant used for Shingrix (half dose of same components)



https://www.fda.gov/media/167805/download
https://www.fda.gov/media/168889/download

RSV Vaccines for Older Adults: Safety

Frequency of RSVPreF3 RSVPreF
Adverse Event (AREXVY™, GSK) (ABRYSVO™, Pfizer)
Pain at injection site 61% 11%
Fatigue 34% 16%
Myalgia 29% 10%
Headache 21% 13%
Arthralgia 18% Not reported

Serious adverse events under monitoring:
« Guillain-Barré Syndrome & other immune-mediated demyelinating conditions
« Supraventricular arrhythmias



https://www.fda.gov/media/167805/download
https://www.fda.gov/media/168889/download

Older Adult RSV Vaccine Recommendations

* Adults aged 60 years and older may receive a single dose of RSV
vaccine, using shared clinical decision-making.

*Give as early as vaccine supply becomes available and continue to
offer vaccination to eligible adults who remain unvaccinated.

» Co-administration of RSV vaccines with other adult vaccines during
the same visit Is a recommended option.



https://www.cdc.gov/media/releases/2023/s0629-rsv.html
https://www.cdc.gov/mmwr/volumes/72/wr/mm7229a4.htm?s_cid=mm7229a4_w

Shared Clinical Decision-Making Guidance

 Base the decision to vaccinate on discussion between the
provider and the patient, guided by:
o the patient’s risk for disease and their characteristics, ndertying medis] concitions acsociatod with incressed rik for severe R6V dieease nclude:
values, and preferences Chronic lung disease Chronic ey Moderate o severe
o the provider’s clinical discretion s .-lr. . g r——

. . . o Chronic cardiovascular Chronic liver Chronic hematologic
o vaccine characteristics “ dsess (e CoF and " s 0‘ s
-

CAD)

Chronic or progressive ‘ Diabetes Any underlying condition
neurtlogic or neuromuscular Maellitus that a provider determines
conditions might increase the risk of

severe RSV disease

e Consider factors associated with severe RSV-associated

dlsease' Other factors associated with increased risk for severe RSV disease include:
. . . @ Frailty or advanced age, A Residence in a Any underlying foctor
O C hrO nIC me d I Cal CO nd Itl O nS m as determined by the nursing home ar * a provider determineas
. healthcare provider c!l:her long-term care might increase the risk
o fra” or advanced age* facility of severe RSV disease
o Residents of nursing homes and long-term care facilities* :
Flyer Link

*Limited enroliment of these populations in clinical trials



https://www.cdc.gov/mmwr/volumes/72/wr/mm7229a4.htm?s_cid=mm7229a4_w
https://www.cdc.gov/vaccines/acip/acip-scdm-faqs.html
https://www.cdc.gov/vaccines/vpd/rsv/downloads/provider-job-aid-for-older-adults-508.pdf

RSV Immunizations to Protect Infants & Toddlers




CDC Recommends RSV Vaccine for Pregnant People

* RSV vaccine (RSVpreF, ABRYSVO™) is recommended for pregnant people at
32 through 36 weeks of pregnancy during the months of September through
January to prevent RSV infections in their infants.

* People can receive the RSV vaccine on the same day as other vaccines
recommended during pregnancy, including Tdap, COVID-19, and influenza.

* Most infants will likely only need protection form either the prenatal RSV vaccine
or infant immunization, but not both.

« Healthcare providers of pregnant people should provide information on both
products and consider patient preferences when determining whether to
vaccinate the pregnant patient.



https://www.cdc.gov/media/releases/2023/p0922-RSV-maternal-vaccine.html
https://www.cdc.gov/media/releases/2023/p0922-RSV-maternal-vaccine.html

RSV Immunization for Infants and Toddlers

« An RSV immunization called nirsevimab (Beyfortus™) can help protect infants
and toddlers from severe RSV illness.

* The antibodies in nirsevimab are just like those that develop after a typical
vaccine.

* RSV immunization is recommended for:

o All infants aged < 8 months born during or entering their first RSV season,
Including those recommended by the AAP to receive palivizumab.

o Infants and children aged 8-19 months who are at increased risk of severe
RSV disease and entering their second RSV season, including those
recommended by AAP to receive palivizumab.



https://www.cdc.gov/media/releases/2023/p-0803-new-tool-prevent-infant-hospitalization-.html
https://www.cdc.gov/vaccines/hcp/acip-recs/vacc-specific/rsv.html
https://publications.aap.org/redbook/resources/25379/ACIP-and-AAP-Recommendations-for-Nirsevimab?autologincheck=redirected

Nirsevimab: Dosing and Timing of Administration

* Dose depends on age and weight

* Infants born shortly before and during the RSV

season should receive nirsevimab within the first week
of life, including in hospital settings.

« Offer nirsevimab now, as soon as supplies become
available.

 Protection is expected to last at least 5 months, about
the length of an RSV season

« Co-administration of nirsevimab with other routine
pediatric vaccines during the same visit is a
recommended option.

Ni rsevi mab (Beyfortus] Guide to Prevent Severe RSV in Infants and Toddlers

Nirsevimab should be given before the start of RSV season (usually October-March). The dosage depends on age,
weight, and health condition. View CDC's RSV page for web version and additional guidance.

All Infants <8 Months Entering 1st RSV Season
without prenatal vaccination during 32-36 weeks gestational age*

If born October-March ieightska
1 dose in <1 week of birth

If born April-September
1 dose in October/November

High-Risk Children 8-19 Months Entering 2nd RSV Season

200mg dose Nirsevimab** +
before RSV season 100mg

(Tweo 100mg syringes, same day, different sites,
the RSV season regardless of weight)

High-risk conditions include:

« Chronic lung disease of p ity that ired medi rt (chronic corticosteroid
ther: pydurech p)r supplemental oxygen) a ylmed gth e 6-month period before the
start of the RSV se:

. nyﬁ:ﬁbmsinwith either:

1. Manifestations of severe lum gdms (previous hospitalization for pulmonary exacerbation in
the lstyaa fllfe r abnormalities on chest imaging that persist when stable OR

2. Weight-for-length <10th percentile

+ Severe immunocom promise L
= American Indian or Alaskan Native child o) CDIPH

In limited situations, an infant may be recommended to receive RSV immunization after prenatal vaccination.

nirsevi to receive palivizumab, then palivizumab should tered.
5 doses of are andr becomes available, the child should receive 1 dose of nirsevimab.
ifornia Departmy ea zation Branch EZI q

IMM-1480 [10/2/23)

Nirsevimab (Bevfortus) Guide (CDPH)



https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/nirsevimab-frequently-asked-questions/
https://eziz.org/assets/docs/IMM-1480.pdf

Nirsevimab: 8 -19-Month-Old High-Risk Eligibility Criteria

« Chronic lung disease (CLD) of prematurity who required medical support
at any time during the 6 months (steroids, diuretics, oxygen) before the
start of RSV season.

e Severe Immunocompromise

 Cystic fibrosis who have either 1) severe lung disease or 2) weight for
length <10%

« American Indian and Alaska Native children (this group is newly
recommended in contrast to current palivizumab recommendations).

 Detailed information on palivizumab eligibility can be found in AAP Red

Book and the 2014 guidance for palivizumab for RSV prophylaxis.



https://publications.aap.org/redbook/book/347/chapter-abstract/5755493/Respiratory-Syncytial-Virus?redirectedFrom=fulltext
https://publications.aap.org/redbook/book/347/chapter-abstract/5755493/Respiratory-Syncytial-Virus?redirectedFrom=fulltext
https://publications.aap.org/pediatrics/article/134/2/415/33013/Updated-Guidance-for-Palivizumab-Prophylaxis-Among
https://publications.aap.org/redbook/book/347/chapter-abstract/5755493/Respiratory-Syncytial-Virus?redirectedFrom=fulltext
https://publications.aap.org/pediatrics/article/134/2/415/33013/Updated-Guidance-for-Palivizumab-Prophylaxis-Among
https://publications.aap.org/pediatrics/article/134/2/415/33013/Updated-Guidance-for-Palivizumab-Prophylaxis-Among
https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/nirsevimab-frequently-asked-questions/

What if nirsevimab Is not available for my high-risk
patient?

* If nirsevimab is not available and the child is eligible to receive palivizumab, then
palivizumab may be administered.

* If < 5 doses of palivizumab are administered and nirsevimab becomes available,
the child should receive 1 dose of nirsevimab.

* The recommended minimum interval between palivizumab and nirsevimab is 30
days

 No further palivizumab should be administered following receipt of nirsevimab.



https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/nirsevimab-frequently-asked-questions/

Efficacy of RSV Immunizations to Protect Infants

Abrysvom™
Vaccine given at 32-36
weeks of pregnancy

Abrysvom™
Vaccine given at 32-36
weeks of pregnancy

Beyfortus™ (Nirsevimab)

Infants <90 days old

Infants <180 days old

Infants < 150 days old

Reduction in RSV- Reduction in severe
associated lower RSV-associated LRTD
respiratory tract disease

(LRTD)

34.7% 91.1%

57.3% 76.5%

79% 80.6%

*lower respiratory tract disease signs/symptoms include cough, sputum and difficulty breathing



https://www.fda.gov/vaccines-blood-biologics/abrysvo
https://www2.cdc.gov/vaccines/ed/ciinc/archives/23/09/ciiw_9_27.asp

RSV Immunization Safety

Prenatal RSV Vaccine

* In the clinical trials, the side effects most often reported by pregnant people were
pain at the injection site, headache, muscle pain, and nausea.

* Pre-eclampsia occurred in 1.8% of pregnant people who received the RSV
vaccine compared to 1.4% of pregnant people who received a placebo.

* The clinical trials identified a small increase in the number of preterm births in
vaccinated pregnant people. It is not clear if this is a true safety problem related
to RSV vaccine or if this occurred for reasons unrelated to vaccination.

Nirsevimab

« Side effects after nirsevimab were uncommon in clinical trials. The most common
side effects are pain, redness, or swelling at the injection site, and a rash. No
serious allergic reactions occurred in the clinical trials.



https://www.cdc.gov/vaccines/vpd/rsv/public/child.html
https://www.cdc.gov/vaccines/vpd/rsv/public/pregnancy.html

% Reporting Adverse Events

* Report adverse events following vaccination to VAERS

* Nirsevimab considerations:

oReport side effects that happen after getting nirsevimab to the MedWatch website or
by calling 1-800-FDA-1088.

olf a child also received any vaccine on the same day as nirsevimab, the side effects
also may be reported to VAERS.



https://vaers.hhs.gov/index.html
https://www.fda.gov/medwatch,

RSV Vaccine Insurance Coverage
Edward Salaguinto, PharmD, RPh, CDPH




RSV Vaccine Covered by Medi-Cal & Medicare Part D

o Currently covered only as a pharmacy benefit currently for Medi-Cal & Medicare Part D
 Managed Medi-Cal may possibly be covered in MD office per plan.

Medi-Cal Rx Contract Drugs List g?BHCS

Effective 10/01/2023

Strength/ Billing = UM
Package Size Unit | Type

Drug Name

Topical & Local Preparations: Vaccines

Abrysvo (Respiratory | Vial 120 mcg/0.5 ml ea * Use of this vaccine must be based on
Syncytial Virus the guidelines published by the Centers
Vaccine) * for Disease Control and Prevention
(CDQ).
Arexvy (Respiratory | Kit 120 mcg/0.5 ml ea AL * Restricted to: 1) Medi-Cal beneficiaries
Syncytial Virus 60 years of age and older. 2) Use of this
Vaccine, vaccine must be based on the
Adjuvanted) * guidelines published by the Centers for
Disease Control and Prevention (CDC).



https://medi-calrx.dhcs.ca.gov/cms/medicalrx/static-assets/documents/provider/pharmacy-news/2023.10_A_RSV_Vaccines_Arexvy_Abrysvo_Now_on_CDL.pdf
https://medi-calrx.dhcs.ca.gov/cms/medicalrx/static-assets/documents/provider/pharmacy-news/2023.10_A_RSV_Vaccines_Arexvy_Abrysvo_Now_on_CDL.pdf

Nirsevimab Coverage

Definition of “Vaccine”
o No statutory definition of vaccine in the statute for the Vaccines for Children (VFC) program (section
1928 of the Social Security Act)
o No statutory definition of vaccine in the Affordable Care Act (section 2713 of PHS Act), or its
implementing regulations, which has a provision that mandates coverage of vaccine
recommendations included on CDC'’s immunization schedules

Nirsevimab is recommended by ACIP
o covered by insurance
o includedin the VFC program
o Important for ensuring equitable access to nirsevimab

Approximately 10% of birthing hospitals participate in the VFC program

Pharmacy involvement: unknown — unlikely in the first season.



https://www.ssa.gov/OP_Home/ssact/title19/1928.htm
https://www.federalregister.gov/documents/2015/07/14/2015-17076/coverage-of-certain-preventive-services-under-the-affordable-care-act

Information and Education: RSV
Edgar Ednacot, PhD, CDPH




Stay Healthy this Virus Season

6 Tips for Staying Healthy this Virus Season

Reduce your risk of catching and spreading respiratory viruses like
flu, COVID-19 and RSV.

Stay Up to Date on Vaccines

Vaccines are the best protection against severe illness. Visit
MyTurn.ca.gov to schedule your vaccines or contact your
health care provider.

« Flu and COVID-19 vaccines are available for everyone
6 months and older.

« RSV immunizations are available for infants and some
young children, pregnant people and adults 60 years
and older.

Stay Home if You’re Sick

Stay home and away from others if you have any symptoms
of flu, COVID-19, or RSV.

Test and Treat

Test for COVID-19 and flu if you have symptoms. If you test positive, contact your health care
provider and ask about medications. Medications work best when started right after symptoms
begin. Learn more about COVID-19 treatments.

Consider Wearing a Mask

Consider wearing a mask in public indoor or crowded spaces especially if you or your family is
at higher-risk for severe illness.

Wash Your Hands
Wash your hands often, with soap and warm water, for at least 20 seconds. If soap and water are
not available, use a hand sanitizer with at least 60% alcohol.

Cover Your Cough or Sneeze

Cough or sneeze into your elbow, arm, or a disposable tissue. Make sure to wash your hands or
sanitize and dispose of your tissue after.

Scan the QR code to see ,‘JL,
interactive links on this flyer o) CDPH

PubjicHeafth

FALL-WINTER 2023-24 IMMUNIZATIONS

Who is eligible? What immunizations are When should | get it?
recommended?
Influenza & months and older Flu vaccines target 4 strains September or October are
O of flu and are available as a ideal, but catching up later can
P shot or nasal spray. Flu vaccine  still help.
4 @! prevents millions of illnesses
and flu-related doctor’s visits
each year.
CoviD-19 & manths and alder Updated COVID-19 vaccines Get it now to help protect

target the Omicron XBB strain  against severe disease (if at

F‘ to protect against COVID-19 least two months since your
@ @ this fall and winter last COVID-19 shot).

RSV Pregnant persons RSV vaccine to reduce the Recommended from
(Pregnant Persons)  during weeks 32-36 risk of severe RSV disease September to January to help
O of pregnancy in infants (baby will receive protect your baby during RSV
protection that lasts for season
manths after birth)
OR
RSV All infants from birth  Immunization contains Before ar during RSV season,
(Infants and to 8 months and preventive antibodies that usually October-March
Toddlers) children 8-19 months  help fight RSV infections and
. at high risk of severe  protect children from getting
oo RSV disease very sick.
\X-2)
RSV 60 years and older RSV vaccine to protect older Available now - Talk with
(Older Adults) adults against RSV disease your doctor to determine if

vaccination is right for you.

Where to get vaccinated?

* Contact your doctor or local pharmacy. Influenza and COVID-19 vaccines continue to be free for most peaple
through their private, Medi-Cal or Medicare insurance plans.

* Check with your insurance on timing of RSV immunization coverage.

* You can receive influenza, COVID-19 and/or RSV immunizations during the same visit.

» Adults without health insurance can get no cost COVID-19 vaccine at many pharmacies and clinics participating
in the Bridge Access Program. Visit vaccines.gov to find the nearest location.

* Children who are Medi-Cal eligible, American Indian/Alaskan Mative, uninsured and underinsured may get no
cost vaccines through the Vaccines for Children Program.

Thanks to Katelyn Jetelina, PhD, MPH and Caitlin Rivers, PhD, MPH for allowing CDPH to adapt this resource.

California Department of Public Health | Immunization Branch IMM-1481 {10,/23)



https://eziz.org/assets/docs/IMM-1481.pdf
https://www.cdph.ca.gov/Programs/OPA/CDPH%20Document%20Library/Toolkits/Winter-Virus-Tips-Fact-Sheet.pdf

New RSV Resources Webpage

Temperature Monitoring

Job Aids & Resources

Contact VFC

Phone: 1-877-243-3832
Business hours:

Monday - Thursday: 9 am —
4:30 pm

Friday: 9 am — 4 pm

Fax: 1-877-325-3832

» Find a VFC field
representativa in your area
Find other VFC provider
offices in your area

Send us your comments at
MyVFCVaccines@cdph.
ca.gov

Sign up to receive
EZIZ news and
VFC letters

via emai!

Frequently Asked
Questions

EnHanceD By Google Il ‘

A one-stop shop for immunization training and resources.

RSV Immunization Resources

General Information for Providers

RSV Immunization Information (CDC)
REV Immunization FAQs

2023 RSV Heslth Alert (CDC)

REV Trends in the United States (CDC)

Infants and Children

Nirservimab (Beyfortus) Guide to Prevent Severs RSV in Infants and Toddlers

Nirsevimab Guidance (CDC)

binar (€0C)

Us of Nirsevimab far the Prevention of Respiratary Syncytial Virus Disease
Amang Infants and Young Children: Recommendations of the Advisary
Committee on Immunization Practices — United States, 2023

Clinical Guidance to Prevent RSV Disease in Infants

ACIP and AAP Recommendations for the Use of the Monoclonal Antibody
Hirsevimab for the Prevention of RSV Disease (8/15/23)

Nirsevimab Frequently Askad Questions (AAP)
Beyfortus (Nirsevimab) Product Insert (FDA)

CDC recommends new vaccine to help protect babies against severs respiratory
syncytial virus (RSV] illness after birth (Press Release)

Pregnancy

+ Clinical Guidance: RSV Vaccination for Pregnant People (CDC)

« Maternzl RSV Vaccination Practice Advisory (ACOG)

Older Adults

« Clinical Guidance: RSV Vaccination for 60+ (CDC)
Shared Cliniczl Decision-Mzking Guidanca Flyer for RSV Vaccine (CDC)

Frequently Asked Questions About RSV Vaccine for Adults (€DC)

Use of Respiratory Syncytial Virus Vaccinas in Older Adults: Recommendations of
the Advisory Committes on Immunization Practices — United States, 2022 (CDC)
New RSY Vaccines for Adults: General Information and Clinical Guidancs (CDC
Webinar 8/30/23)

Product Inserts for ABRYSVO and AREXVY (FDA)

Patient Resources

RSV Communications Toolkit

« Fall-Winter 2022 Immunizations Infographic
RSV Vaceine Information Statements (VIS)

Nirsevimab Immunization Information Statament [CDC)

RSV FAQOS
* Nirsevimab Timing Guide

CDC Clinical
Recommendations
F)

atient Resources



https://eziz.org/administration/schedules-recs/rsv-faqs/
https://eziz.org/assets/docs/IMM-1480.pdf
https://eziz.org/administration/schedules-recs/rsv/

B4 Upcoming Educational Opportunities

r'1 :
I

« Clinical considerations for prevention of RSV in children American Academy of
Pediatrics (AAP) Tuesday, October 10, 2023, at 4PM, PST Registration Link

« Nirsevimab implementation strategies in outpatient practices (AAP); Tuesday,
October 17, 2023, at 5PM, PST. Reqistration Link

e Clinical Update on the 2023 Respiratory Virus Season (CDC Current ISsues in
immunization Webinar), Wednesday, October 18, 2023. Time: TBD

* Crucial Conversations: Talking with patients about RSV, COVID-19 and Flu
Immunizations, Wednesday, October 18, 12PM-1PM Registration Link



https://us06web.zoom.us/webinar/register/WN_hkxxmVItSBSlOIiTdCPOlQ
https://us06web.zoom.us/webinar/register/WN_LDv9n0HPSsyQsZUSiNaR9A
https://www.cdc.gov/vaccines/ed/ciiw/index.html
https://www.cdc.gov/vaccines/ed/ciiw/index.html
https://us06web.zoom.us/webinar/register/WN_ManpUiKbTw6FbtpsRHcqtA

Vaccines for Children (VFC): RSV
Claudia Aguiluz, CDPH




Pediatric RSV in VFC!

« Beyfortus™ is expected to become available starting mid-October through
the Vaccines for Children (VFC) Program.

« Detalled information regarding Beyfortus™ and ordering will
be communicated to all VFC Providers when available.

« As with COVID-19 Vaccines, VFC Providers who see patients in that age
group will be required to offer Beyfortus™, along with all other age-
appropriate ACIP recommended vaccines.




: -
RSV in VFC's Order Form ——

Nirsevimab should be given before the start of RSV season (usually October-March). The dosage depends on age,
weight, and health condition. View CDC's RSV page for web version and additional guidance,

All Infants <8 Months Entering 1st RSV Season

without prenatal vaccination during 32-36 weeks gestational age*

If horn Dctober-March Weight <5kg Weight =5kg
i 1 dose in <1 week of birth Nirsevimab OR Nirsevimab
RSV Vaccines If born April-September 50mg 100mg
1 dose in October/November
--'C-hﬂ'UEE Vd EfiI'IE- or as soon as possible during
the RSV season
. ' Nirsevimab
RSV-Babies under Sko W # of Doses | Lot Number | Expiration Currently not avalaie 50m High-Risk Children 8-19 Months Entering 2nd RSV Season
9
(mm/dd/yyyy)
Add Hore | 200mg dose Nirsevimab** Nirsevimab**
1 J[]hunsg - u:in& e before RSV season 100mg + 100mg
' Weight >5kg ;: a; 's;on as possible during E»:;':r:lmgfs:rglrg%:? same day, different sites,
. - Ni e RSV season
RSV-Babies over Skg VEC & of Doses | Lot Number | Expirain Currently not available 100mg T—
[mml'ld'dflm'ﬂ + Chronic lung disease of prematurity that required medical support (chronic corticosteroid
Add More 1 ga?rrtasfy;#;uggcs;::‘r}anpy, or supplemental oxygen) any time during the 6-month period before the

+  Cystic fibrosis with either:

1. Manifestations of severe lung disease (previous hospitalization for pulmonary exacerbation in
the 1st year if life or abnormalities on chest imaging that persist when stable OR

2. Weight-for-length <10th percentile

+ Severs immunocompromise At U

+ American Indian or Alaskan Native children o) CDPH
*  Inlimited situations, an infant may be recommended to receive RSV immunization after prenatal vaccination.
** If nirsavimab is unavailable and the child is efigible to receive palivizumakb, then palivi b should be ini

If < 5 doses of palivi b are ini and nirsevimiab becomes available, the child should receive 1 dose of nirsevimab.

California Department of Public Health, Immunization Branch EZIZ.org 1MM-1480 (10/2/23)




EStI m atl n g I n Itl al O rd e rS for Beyfo rtus TM Nirsevimab (Beyfortus) Guide toprevent severe Rsv in infants and Toddiers

Nirsevimab should be given before the start of RSV season (usually October-March). The dosage depends on age,
weight, and health condition. View CDC's RSV page for web version and additional guidance.

All Infants <8 Months Entering 1st RSV Season

without prenatal vaccination during 32-36 weeks gestational age*

Infants <8 Months Entering 1st RSV Season

: . . If born October-March Weight <Skg Weight =5kg
* Look at newborn patients served per month during the fall and winter 1 dose n <1 week of birth Nirsevimab [N Nirsevimab
i ! 0
months; use data estimate overall number of monthly doses needed T dove inOctobes November i 100mg
o Determine % patients are likely to be under 5kg and over 5kg to determine how much or as soon as possible during
of each formulation to order the RS\ semson

High-Risk Children 8-19 Months Entering 2nd RSV Season

High-Risk Children 8-19 Months Entering 2nd RSV Season . +
before RSV season 100mg 100mg

» Determine estimated number of high-risk children for which RSV will be

or as soon as possible during (Two 100mg‘ syringes, same day, different sites,
. . . . . the RSV season ardless of weight)
indicated if entering their 2nd RSV season "g ’
H H H : High-risk conditions include:
o Determine patient estimates per month, and order 2X this amount for the 100mg i S S S S
fo rmu | atIO n ﬁ::gfy;:mgﬂc therapy, or supplemental oxygen) any time during the &-month period before the

+  Cystic fibrosis with either:

1. Manifestations of severe lung disease (previous hospitalization for pulmonary exacerbation in
the 1st year if life or abnormalities on chest imaging that persist when stable OR

2. Weight-for-length <10th percentile

Include eligibility and insurance coverage for the e oo
CaICUIationS above to determine Orders for privately purChased doses *  Inlimited situations, an infant may be recommended to receive RSV immunization after prenatal vaccination.

** |If nirsevimab is unavailable and the child is eligible to receive palivizumab, then palivizumab should be administered.
and VF‘ dos eS If < 5 doses of palivizumab are administered and nirsevimab: becomes available, the child should receive 1 dose of nirsevimakb.

California Department of Public Health, Immunization Branch EZIZ.org IMM-1480 (10/2/23)




COVID-19 Vaccine Segment




Clinical Update: COVID-19 Vaccine

Caterina Liu, MD, CDPH




Novavax 2023-2024 COVID-19 Vaccine Now Authorized

* Individuals 12 years of age and older previously vaccinated with a COVID-19 vaccine
(and who have not already been vaccinated with a recently updated mRNA COVID-19
vaccine) are eligible to receive one dose at least 2 months after their last dose.

« Unvaccinated individuals are eligible receive two doses.

* Immunocompromised individuals are eligible for an additional dose of Novavax COVID-
19 Vaccine, Adjuvanted (2023-2024 Formula) at least 2 months following the last dose of
a COVID-19 vaccine (2023-2024 Formula). Additional doses of Novavax COVID-19
Vaccine, Adjuvanted (2023-2024 Formula) may be administered at the discretion of the
healthcare provider,.

 Novavax COVID-19 Vaccine, Adjuvanted (Original monovalent) is no longer
authorized for use in the United States and should no longer be used.



https://www.fda.gov/news-events/press-announcements/fda-authorizes-updated-novavax-covid-19-vaccine-formulated-better-protect-against-currently
https://www.fda.gov/vaccines-blood-biologics/coronavirus-covid-19-cber-regulated-biologics/novavax-covid-19-vaccine-adjuvanted

Novavax Vaccine Resources

Detailed CDC clinical guidance expected soon; ACIP not expected to meet
again, as data was already reviewed at recent ACIP meeting.

o Check CDC Product Page for updated Novavax standing orders (not yet posted)

Updates to CDPH materials are coming soon.

Updated Novavax FDA Materials

o Fact Sheet for Healthcare Providers Administering Vaccine

o Fact Sheet for Recipients and Caregivers



https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html
https://www.fda.gov/media/159897/download?attachment
https://www.fda.gov/media/159898/download?attachment
https://www.fda.gov/news-events/press-announcements/fda-authorizes-updated-novavax-covid-19-vaccine-formulated-better-protect-against-currently
https://www.fda.gov/vaccines-blood-biologics/coronavirus-covid-19-cber-regulated-biologics/novavax-covid-19-vaccine-adjuvanted

Storage and Handling
Kate McHugh, CDPH




What to Do with Deauthorized Novavax Vaccine

A Quarantine deauthorized Novavax vaccine to prevent administration errors!
Report doses as “Waste” in myCAvax and use “Other” to add comment “deauthorized”!

M Dispose of vaccines following practice protocols; vaccines may be disposed of in a
pharmaceutical waste container, or a comingled pharmaceutical/Sharps waste
container!

v
v
v
v



https://eziz.org/assets/docs/IMM-1469.pdf

Vaccine Management
Josh Pocus, My Turn, and Claudia Aguiluz, myCAvax, CDPH




Whatis My Turn?

My Turn is a platform that connects patients with tools and resources to receive vaccinations and provides
Clinic Managers (CMs) and Vaccine Administrators (VAs) with the tools to manage vaccination clinics.

Screenshot of the My Turn Public portal On My Turn:
O = —

P

Pl o CMs set up clinics, schedule hours of operation,
and add vaccine inventory and vaccine supply.

Vaccinations

Get up to date,
stay up to'date

Protect yourself and everyone
close to you.

Patients book appointments using My Turn Public.

VAs manage appointments, vaccinate patients,
and record vaccination data.




I CAIR2 System Maintenance A

Due to scheduled system maintenance, CAIR2 will be unavailable on
Sunday, October 8, 2023, from 7:00 AM - 12:00 PM PT.

During this time, all administration data will be queued and submitted once the scheduled
downtime is complete.




I What to Expect: My Turn and COVID-19 Vaccine Updates

Privately-funded COVID-19
Vaccine Providers will need to:

Remove deauthorized vaccine supply. Do not remove
deauthorized vaccine inventory to ensure continued
historical vaccine appointment upload.

Add new vaccine supply* and inventory. Mark the
supply for insured populations. Add / update a

required clinic phone number and clinic availability.

Update all existing appointments for the deauthorized
COVID-19 vaccine.

Bridge Access Program (BAP)
Providers will need to:

Remove deauthorized vaccine supply. Do not remove
deauthorized vaccine inventory to ensure continued
historical vaccine appointment upload.

Add new vaccine supply* and inventory. Mark the
supply for uninsured populations. Add / update a

required clinic phone number and clinic availability.

Update all existing appointments for the deauthorized
COVID-19 vaccine.

*NOTE: Vaccine supply is now distinguished by insurance status and will impact public clinic tags and scheduling.




I Mass Vax Alternative Functionality

Mass Vax Alternative (name TBD) is a new tool being added to the My Turn system that will
provide a quick and easy way to upload vaccination data directly to CAIR2. It will enable a
Provider a simple multi-line form to enter, submit, and update vaccinations in CAIR. The My Turn
team is working to add all supported vaccines to the tool so that providers can utilize it for any
vaccine they provide to patients.

How is this different that the current CAIR Mass Vax Tool?
*  Will support all Vaccines
« Will allow providers to edit/update/re-submit vaccination records
*  Will support CSV upload for offline vaccination scenarios
« Will allow providers to upload vaccinations without a My Turn clinic dependency
« Will allow providers ability to upload historical vaccinations to become compliant with AB
1797
*  Will submit data to CAIR & RIDE (Healthy Futures)
* Provides CDPH the ability to update/add/remove vaccines supported quickly




I Naming Poll: My Turn Mass Vax Alternative Solution

- * "—

Q: Given what you have heard TQIYCASE g o i~ i e 480
about this tool so far, which
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mostclear and descriptive name? | =~ e
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Whatis myCAvax?

myCAvax is a state-wide centralized system for healthcare providers to request vaccine and manage inventory
for multiple vaccine programs, including Bridge Access Program and the State General Fund program.

Screenshot of the myCAvax Provider Community

myCAvax
bl vty N

il

Home

Onn |yCAvaX'
.
My Programs vaceine Orders Shipment Incidents re

myCAvax Dashboard
~» Community Broadcast Messages

Eligible Providers are invited to enroll
In select vaccine programs.

Welcome Lime

Select from the programs below to get started.

Once approved, Providers can request
vaccine (as available).
B STATE

CQVID-19 Vaccination Program

Stats General Fund (SGF)
=3

LHDs and CDPH will review, approve,
(o= o ) e |

and process orders as available.

Providers can manage vaccine
inventory, like reporting waste events.




I Important Update to Provider Location Addresses in myCAvax

A

1

2

Upcoming Change: On Friday, October 20, 2023, the
‘Vaccine Administration Address’ will be removed from
myCAvax. To comply with CDC policy, providers must be
prepared to receive vaccine shipments at the same
address in which you are administering vaccine, and the
shipping address listed on your Location Account must
be used by all Program Locations.

Background: The “Vaccine
Administration Address’ was an
active and relevant field in the
U.S.G. COVID-19 program, in
addition to the ‘Shipping
Address’ field.

3

Requested Action: Providers, if you need to update your shipping address to
comply with the single shipping address requirement, contact the Provider Call
Center at providercallcenter@cdph.ca.gov and 833-502-1245. Note that the

secondary address line may be customized at each Program Location to
specify a specific suite, building, etc. Be sure to confirm your shipping hours
are correct as well!


mailto:providercallcenter@cdph.ca.gov

I Bridge Access Program: CAIR2 Reporting Reminder

As a reminder, BAP providers are required to report
doses administered (including eligibility category of
317) using My Turn or their EHR connected to
CAIR2.

For more information, please review the BAP
Provider Operations Manual and the BAP
Requirements at a Glance document.



https://eziz.org/assets/docs/IMM-1469.pdf
https://eziz.org/assets/docs/IMM-1469.pdf
https://eziz.org/assets/docs/IMM-1468.pdf
https://eziz.org/assets/docs/IMM-1468.pdf

I BAP-Eligible Providers: Enroll Now

Delaying enroliment may
result in the prioritization

of limited vaccine doses
to other provider
locations.

o

If you are a BAP-eligible provider interested in receiving

BAP vaccine doses, complete program enrollment in the

myCAvax Provider Community by Friday, October 27,
2023.



Bridge Access Program: Provider Enrollment
Update (1/2)

Great work! 59% of BAP-eligible providers have enrolled in the program so far.

As of Thursday, October 5, 2023, 689 BAP-eligible providers have completed
enroliment, out of 1166 total providers eligible for BAP enrollment.

If you are a BAP-eligible provider, be sure to
complete program enroliment in the myCAvax
Provider Community by Friday, October 27, 2023.




California
0 Bridge Access
<)CDPH Program

I Bridge Access Program: Provider Enrollment Update (2/2)

If you are a BAP-eligible Provider who cannot access
myCAvax, contact the Provider Call Center to
confirm that your account is active.

NOTE: Provider enrollmentis
completed from the Provider

Once in myCAvax, if you do not see the enrollment Community. If questions, contact

pop-up window, contact the Provider Qall Center to the Provider Call Center at
confirm your cont_act _has the _approprlat_e Program orovidercallcenter@cdph.ca.qov
R_ole. Only Qrganlzathn Vaccine Coordl_nators and or call (833) 502-1245, M—F 8:00
Primary Vaccine Coordlnf_;ltors fqr BAP will be able to AM-=5:00 PM PT.
enroll their locations.



mailto:providercallcenter@cdph.ca.gov

I Opting Out of BAP Participation

CDPH encourages provider participation in the Bridge Access Program as you play a
critical role in the vaccination of key populations. We also understand that there are BAP-
eligible providers who do not wish to participate in the program for a variety of reasons. To
maximize vaccine allocation and approval to interested providers, if you are BAP-eligible
and would not like to participate in the program, contact your LHD. Your LHD will notify the

CDPH Enrollment Team of the opt-out request via Chatter.




e
JCRPH

Bridge Access Program: Ordering Cadence Update

California
Bridge Access
Program

Tentative Routine Ordering Cadence Calendar

COVID-19 Vaccines for Providers & LHDs

L

= [cormmis oo coc |
(o]

=

8 Estimated Delivery — McKesson (Moderna/Novavax) & Pfizer Direct ship**

Watch for emails regarding order confirmations, advance shipment notices of vaccine, and temperature monitoring alerts.

. **Delivery windows are dependent on the processing CDPH date and the provider’s days/hours of operation.
o Note for VFC Providers: Pediatric doses ordered through the VFC Program are processed daily.



https://eziz.org/assets/docs/COVID19/IMM-1360.pdf

BAP ik
Bridge Access Program: Enabling a Location on Vaccines.gov

e
JCRPH

Instructions for Providers Managing Own Reporting via File Upload

To set location for Bridge Access Program participation
1. If not already logged in, login to provider portal account: https://covid.locating.health/login
2. Click the “Public Display” hyperlink at the top right of the screen.
3. Click the “Upload File” tab.
4. Click the “Provider location file” hyperlink in the box labeled Step 1 to download current
location details.
5. Open file in Excel (or another spreadsheet app).
6. Inthe spreadsheet, update appropriate settings (note: participants in Bridge Access Program
must be visible on vaccines.gov site):
a. Set Display to the Public column to Yes
b. Set Bridge Access Program column to Yes

7. Save all changes to the file, in .csv file format. |f you are a Prov|der ad m|n|ster|ng

8. Click the “Browse” hyperlink in the box labeled Step 3, locate updated file, and click

“Open. BAP vaccine, be sure to set your

9. Click the “Upload” hyperlink in the box labeled Step 3.

10. Make sure file was successfully uploaded. |Ocat|0n On VaCCIHES. g OV by .I:Ol I OW th e
GO Locating Health COVIDA9Vaceims  Other Viccioes _ Public Dkplay NosdHets? )= StepS in this IOb ald )

Update Public Display Information

i -

Step 3

Drag & drop today's spreadsheet here. Or browse to upload your file.

Brome

Provider location file



https://eziz.org/assets/docs/COVID19/GuidanceReportingtoVaccines.gov.pdf
https://eziz.org/assets/docs/COVID19/GuidanceReportingtoVaccines.gov.pdf

I The State General Fund Program in myCAvax

As a reminder, SGF flu vaccine will be managed in myCAvax beginning
with the 2023-2024 flu season. Expired flu vaccine from the previous
season will need to be reported to myVFCvaccines and returned to
McKesson as appropriate.




Upcoming: State General Fund Vaccine Management
102 Webinar

4,

Are you a Provider participating in the State General Fund (SGF) program in myCAvax? You are
iInvited to join CDPH for a one-hour ‘State General Fund (SGF) Flu Vaccine Management 102 for
Providers’ session, which is a follow-up to the ‘SGF Ordering 101 for Providers’ session. This
webinar will be focused on vaccine management tasks like reporting waste, excursions, and
shipment incidents in myCAvax. There will be an opportunity for Q&A with CDPH.

Date: Monday, October 23, 2023, from 12:00 PM - 1:00 PM PT.
Please register here to attend.



https://urldefense.com/v3/__https:/us06web.zoom.us/webinar/register/WN_AwoHfspJQsqjhXWLbOS8pg__;!!OrxsNty6D4my!-14QSZZC1N_JOhh_cMziuiuflkzL-wRcg4ICRD17WIubwXuxl-6FxnDMyiXrFDNtEMkAXgCkJlb_9WomvqgblEqTZ5hXTh79JA$

I Slide Icon Key

Meaning

This is to label slides that are referencing
0 upcoming or existing functionality and how
to use it in the system.

This is to label slides that include important
system reminders.

This is to label slides that include tips and
best practices to improve your system
experience.

iQ O

Have suggestions to improve My Turn or myCAvax? Leave a comment in our



https://forms.office.com/r/UAYTbz4Kyg

COVID-19 Vaccine Access: Pharmacy
Edward Salaguinto, PharmD, RPh, CDPH




“* Work directly with eTrueNorth to
enroll your pharmacy location in
the Bridge Access Program.

s eTrueNorth makes participation
easy by providing a secure online
platform for convenient patient
sign-up and participating
pharmacy reimbursement.

¢ Interested pharmacies can visit
www.joinetruenorth.com to enroll.

To register, visit: %ﬁé’%
S

www.joinetruenorth.com

The Bridge Access Program is funded by the U.S.
Department of Health and Human Services and
the Center for Disease Control and Prevention.

All pharmacy applications are subject to approval
by HHS.

Bridge Access Prog 'ﬁﬁ =

eTrueNorth,inpartnership
with HHS," is helping expand o
freeOOVID-19vacelneaoceeq-,-
in communities across

Through the Bridge Access Program,
pharmacies enrolled with eTrueNorth can
receive reimbursement for administering
no-cost COVID-19 vaccines to uninsured
and underinsured adults.

By encouraging enroliment, you can:
= :
inE(d [%
‘ e 14

Help pharmacies expand Streamline access to reimbursement  Support more robust
access to the underserved for vaccinations administered to the IIS reporting.
members of your community. uninsured population,



https://joinetruenorth.com/

eTrueNorth (eTN) Patient Journey
Registration and eligibility verification

* COVID-19 Access (covidaccess.com)

* Phone support 1-800-635-8611 (includes language line/TTD/TTY)

* Checks patient demographics and insurance status
o Uninsured and underinsured insurance status validated

* Receive eTN Voucher to present at pharmacy (with billing information for
pharmacy staff).



https://covidaccess.com/
mailto:support@eTrueNorth.com

COVID-19 Vaccine Locations: covidaccess.com
S oD T

-
o et Larpasge ¥

Register for 3 COVID-19 Vaccims mﬁf
This FREE testing under contract with the US Department of Hesalth and Human Senices prioritizes tesSing resources for those who are symplomatic,
exposed, of & Fegh-rsk of severe outcomes. Fhginlily B hacsed on ciarent reguiabions.

Dearyorg, nchasing chidren, must REGISTIIR for ih S0C0un s Rl own faemg. I pou Fures 80 gEilirg Sotount yled for COVID- 19 teitang. yous muld Creste
& Py BOCOUNT 08 YD OMarboe

Look for emergency warning signs® for COVID-15. i someone is showing any of these signs, seek emergency medical care
immediately:

= Troubls breathing

& Porsiet pben of pResture in the chest

COVID-19 Vaccination

Thet Brudge Acfeid Prosy e i fumded by the US Departeeat of Heafth amd Humes Servced 8 Cenberd for Drisdaie Corilral amd Prevenitse

The vasccirs ik friss for shgibls uhiriured and underriured ndevidusin, gt TH and older » Mew ConfsSaon
= = Inakility 1o wale or Slay awake
e + Blush hips o face
Vaccination Locations *This list is not all possible symptoms. Please call your medical provider for any other symptoms that are severe or
CONCEMang 10 you.

Call 311 or call ahead to your local emergency facility: Motify the operator that you are seeking care for someane who has
Ten Acres Pharmacy
2930 Frospon Bive, Sacramenss, CA ﬂ Vaccine Day
Afer selecting your locaton and printing your voucher, checi the vacone ocation™s howrs of cperation o plan your vl socordingly. You Can seach for the
loacabesn s Evlormatsn onbkne or call them io Selermerss Thesr hours ol ooesrafion,

Pucci's Pharmacy i VERY REPOATANT that you provide proof of woucher [electrors: or prist] on the day of your vaccine,
357 Polsom B, Sacramenic, CA m Questions? ermad suppont BeTrsshiorts oF call 1 BO0-63%5-BET
Adtverse events afver COVID- 1D veooraton e rane.

Actvirid events, includeg seee Sleige reactiord, B DOVID- T viccinaton are riew But can Rapoen. For this neason, Sveryors wh recsives 8 COVID

B vt o Sometotid By The viesinaeson g ovader Tor B et 15 mrwies

AMer ) & VECTNSlon Droveder se, i you [Penl you megit B haeg 8 severe allerec reacton, seek Frmedisbe medacal care by caling §11

el Bt Wi pin Gt G0 oy e B0 pleT PRECTON



https://covidaccess.com/

COVID-19 Vaccine Locations: vaccines.gov

po"  Vaccines.gov
THIS
----- £ coviD
COVID-19 vaccine locations near ®

95816

with Moderna (12+ / 18+) or Pfizer-BioNTech (12+ / 18+)

Only show locations with

oodland

Bridge Access Program Part

Check Availability (4

Call 916-738-3300 J

CDC

Need help findinga COVID-19
vaccine in the U.S.? Call
1-800-232-0233
(TTY 1-888-720-7489)

Vaccines,gov Home  Find COVID-19 Vaccines  Find Flu Vaccines

Need help finding a COVID-19 vaccine in the U.S.? Call 1-800-232-0233 (TTY 1-888-720-7489)

Find a COVID-19 vaccine
near you

Use Vaccines.gov to find a location near you, then call or visit their
website to make an appointment.



https://www.vaccines.gov/
tel:1-800-232-0233
tel:1-888-720-7489

Transportation Resource

« Medi-Cal support for transportation
to a doctor or clinic through
managed care health plan.

 Information in English and Spanish

Medi-Cal can help you get to a doctor or clinic.

+ If you receive Medi-Cal through a managed care health plan, call the member
services (or transportation) number on your health plan card or speak with
your doctor to see if you qualify.

« For patients with straight Medi-Cal, also called Fee-for-Service, call
1-800-541-5555 or your doctor.

For more information,
visit the Department of Health Care Services’ (DHCS') transportation webpage:
www.dhcs.ca.gov/services/medi-cal/Pages/Transportation.aspx.

¢NECESITA TRANSPORTE?
Su plan de salud de Medi-Cal le puede ayudar a llegar a su doctor o clinica.

Si tiene un plan de salud administrado por Medi-Cal, llame al ndmero de servicios para
miembros (o de transporte) en su tarjeta del plan de salud o hable con su doctor para
verificar si puede recibir asistencia de transporte.

Para pacientes con planes de Medi-Cal de pago por servicios, también conocido como
Fee-For-Service, llame al 1-800-541-5555 o a su doctor.

También puede visitar la pagina web de transporte del Departamento de Servicios de Salud
(DHCS, en inglés): www.dhcs.ca.gov/services/medi-cal/Pages/Transportation.aspx

IMM-1251 (1118)



https://eziz.org/assets/docs/ADA/IMM-1251.pdf

Resources and Q&A
Leslie Amani and CDPH SMEs




Erinincen = Google | |
A one-stop shop for immunization training and resources.

COVID-19 Vaccine Resources COVID-18 Vaccine
Information

i page provic i cific b support

Updated COVID-19 Resources

Jump To Topic:

Vacrine Infarrnation

Contact VFC

« Jump links to navigate to specific topics .

- Vaccine Ordering & Manufacturer Info webpage | S e
(private & public vaccines) Ll ———

- Vaccine Information Statements to be published this _ e S
fall; what to do in the interim! e e

 Novavax resources updated for 2023-24 formula! m,@

{mot currenthy

| Fact Shest for HICPg | Fact
19 Vaccine [FOMA)

Novavax (2023-24 COVID-19 Vaccine, Adjuvanted) a— A 0 o e
» Authorization under EUA for 12Y+: Fact Sheetfor HCPs | Fact Sheet - Wbt Wt | COC et (i )
for Recipients & Caregivers | Novavax COVID-19 Vaccine (EDA) oo st o _
- Expiry Checker et n——————r

+ Websites: Manufacturer | CDC Resources (coming soon) - R :

for HCF
Cring

| Fact Sheet for
D)

Flu and REV) {FDA)

the Fall Respiratory lliness Seascen (OO0

Vaccine Administration

1 Qinical Considerations for Use of COY
d Imirinization Schedules: O
Adult |
ministration of COF

-19 Waccines {CDC) | Coadrminstration Tips (graghic)



https://eziz.org/resources/covid-vaccine/
https://www.fda.gov/media/159897/download?attachment
https://www.fda.gov/media/159898/download?attachment
https://www.fda.gov/media/159898/download?attachment
https://www.fda.gov/vaccines-blood-biologics/coronavirus-covid-19-cber-regulated-biologics/novavax-covid-19-vaccine-adjuvanted
https://us-hcp.novavaxcovidvaccine.com/
https://us-hcp.novavaxcovidvaccine.com/

Vaccine Ordering & Manufacturer Info

Vaccine Ordering and
Manufacturer Info

For privately insured patients, providers purchase vaccines directly
from vaccine manufacturers or wholesale distributors.

Ordering information and customer service contacts are

provided! Includes:
« Private purchase (manufacturer and/or distributor)

* Private returns (if available)

« Bridge Access Program (BAP) and Vaccines for Children (VFC)
orders and returns

« Customer service numbers, temperature excursions

Accessible from COVID-19 Vaccine Resources and all BAP
webpages!



https://eziz.org/resources/covid-vaccine/
https://eziz.org/resources/covid-vaccine/
https://eziz.org/vfa-317/bap/
https://eziz.org/vfa-317/bap/

|:r-ui\r-::\-:'f Google || |
A one-stop shop for immunization training and resources.

Updated BAP Resources

Includes:

Moderna Spikevax Vaccine 12Y+ Fact Sheet

Novavax Vaccine 12Y+ Fact Sheet
Pfizer-BioNTech Comirnaty Vaccine 12Y+ Fact Sheet

Vaccine Ordering & Manufacturer Info webpage
Blended temperature logs for VFC/BAP providers!

Temperature Logs

Contact VFC

Phane: 1-877-243-BE32

Business hours:

Monday - Thursday: 9 am -

4:30 prm

Fridday: § am — 4 pim

Fax: 1-877-329-5832

# Find & ViRC field
representative in your area

* Find other VFC prowider
offices in your area

¥ Send us your Comments at
MyWFOVacines@odph.
AN

Sign up to receive
EZIZ news and
VFE letters

2

BAP Resources

Program Participation

»  Regquired Vaccine Product Training

Eligibility Screening & Documentation

= BAP Higibility Based on Insurance Status

d | Spanish

= CAIR Reqguirerment for Docurmenting 317-Funded Vaccines

Program Information

ng and Docurnerntation Requirements

s
WFC, WFA, BAP (for Cormmunity Health

Provider Call Center

+ Phone: (B33) 502-1245
Hours: Mon-firi, 8AM-5FM

» Email: Program Info
myChwax Technical Support
MyTurn Tedhnical Suppart

2023-24 COVID-19 Vaccine Information

Pleage sea EZTZ's OOVTD-15 Wacting Reso;
glus sk oir FOWL, CDC el vad AIFErs,

= Maderna Spikevax Vacdne 127+ Fact Sheet
®  Mowavax Vacdine 13¥+ Fact Sheet
=  Plizer-BioNTech Comirnaty Vaccine 12Y+ Fact Shest

ministeation job aids

Varccine Manufacturers

»  Ordering & Contact Info

Vaccine Management Resources

= Wacrine Storage & Handling Toolkit (CDC)

via email Critical 5 s & Senders
Preparing
Setting L
Frequently Asked Data Log
Ouestians = Vacrine b writ Plan | Standard Operating Procedures

®  COVID-15 Vaccine Transport Log
= Wacrine Transpost Time Tracker

Vaecine Ordérs

« COVID-19Vaccine Log (all vaccines) ¢ COMDLS Ve s 3O v i)
 Hourly Log Terperstue Logs N

VFC/BAP BlendedLogs:
* ULT Freezer
» Refrigerator: Fahrenheit | Celsius
* Freezer: Fahrenheit | Celsius
 How to Record Temperatures

S

o [Freezer: Fahrenhedt | Celsius

= How to Resord Temperatiines

=  Reporl Temperature Excursion Workshest

Communicating with Patients

e Report Temperature Excursion - oo Tt P (€

Worksheet



https://eziz.org/vfa-317/bap/resources/
https://eziz.org/assets/docs/IMM-1469.pdf
https://eziz.org/assets/docs/IMM-1469.pdf
https://eziz.org/assets/docs/IMM-1469.pdf
https://eziz.org/resources/covid-vaccine/manufacturers/
https://eziz.org/assets/docs/COVID19/IMM-1311.pdf
https://eziz.org/assets/docs/COVID19/IMM-1315.pdf
https://eziz.org/assets/docs/COVID19/IMM-1479.pdf
http://eziz.org/assets/docs/COVID19/IMM-1434F.pdf
https://eziz.org/assets/docs/COVID19/IMM-1434C.pdf
https://eziz.org/assets/docs/COVID19/IMM-1449F.pdf
https://eziz.org/assets/docs/COVID19/IMM-1449C.pdf
https://eziz.org/assets/docs/COVID19/IMM-1314.pdf
http://eziz.org/assets/docs/COVID19/IMM-1337.pdf
http://eziz.org/assets/docs/COVID19/IMM-1337.pdf

California
Yo B Bridge Access
o) CDPH Program

44 CA Bridge Access Program
Provider Operations Manual

This Provider Operations Manual Calfornia Bridge Access Program

(POM) provides Step_by_step s - Provider 0perat|0ns W ENRTTEL
Instructions and links to available [1] T
re S O u rC e S i incorporate COVID-19 vaccinations into practice protocols.

Providers managing COVID-19 vaccinations, or other

pppppppppppp Ei Fatlw e
_/ Startup Worksheet
Provider or operations manager/supervisor — ] o complete your tasks no-cost A fof uninsured &
Organization & Location Vaccine Coordinators COVID-19 vaccines J underinsured adults
g

Audience:
« Existing COVID-19 vaccine 7 s
prOVIderS neW to BAP ne Management Preparations

 New BAP organizations &
locations

Startup Worksheet
(for new organizations &

locations) $50 BAP i



https://eziz.org/assets/docs/IMM-1469.pdf
https://eziz.org/assets/docs/IMM-1438.pdf

Updated BAP POM

The Bridge Access Program (BAP) Provider
Operations Manual (POM) has been updated for
2023-24 Novavax COVID-19 Vaccine!

Fact Sheets are updated as these resources
become available:

« Standing orders (Pfizer & Moderna now linked!)

« Storage & Handling/Beyond Use Date (BUD)
labels (awaiting CDC)

« Expiry checkers (awaiting manufacturers)

« Ata Glance summary sheets (Pfizer & Moderna
now linked!)

Moderna Spikevax Vaccine 12Y+ Fact Sheet

Receiving & Storing Vaccines

Receiving &

Pfizer-BioNTech Comirnaty Vaccine 12Y+ Fact Sheet

Receiving & Storing Vaccines

Novavax Vaccine 12Y+ Fact Sheet

ﬁ.u[hnr ized u I'Idl-_l EUA for use in ind rs of age and older and updat
d cron variant lineage XBB.1.5(2

Product Profile: NDC 80631-0102-01 Fact Sheet for HCPs | Recipients

Mevavm COVELE®
—

Waccine ships like other routine refrigerated vaccines at tem peratures
between 2° to 8°C (367 to 46°F). For receiving, see How to Receive
MNovavax Vaccing.

Ships as 2-pack carton, 5-dose vials (minimum 10 doses).

Store unpunctured multi-dose vials in a refrigerator between 2° to 8°C
[36° to 46°F) until expiration. Protect from light. DO MOT FREEZE.

Organize storage units to reduce administration errors; proup products
by age and label cartons, baskets, or shelf space in large letters.

Apply storage and handling labels (TBD) to cartons or plastic bag holding
wials to prevent administration errors.

To avaid errors, read label carefully; don't rely on cap color.

Dosing volume: 0.5 mL (5 mcgl do not pool excess vaccine from multiple
vials.

Record datestime of first puncture on the vial label; hold punctured vials
between 2° to 25°C (36° ta 77°F) for up to 12 hours then discard.

Expiration date: Scan QR code on carton or use expiry checker; expiry 9
months from date of manufacture.

Do not use vaccine after the expiration date or beyond-use date.

D4 page | Novavax at a Glance | Standing Orders | CDC Resources
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https://eziz.org/assets/docs/IMM-1469.pdf

ﬂ CDPH Required Training

IMMUNIZATION BRANCH

COVID-19 Vaccine .
Training Training and Resources

S CDPH Required Training Page
L - accine Froauc ralnlng . .

e Technical Resources for New Vaccinators PI’Od UCt tral n | ngS fOr the U pd ated
Required Training for Participation in the California Bridge 2023-24 COVID-19 vaccines are now

Access Program live.

Providers and key practice staff storing, handling, managing, or administering vaccines must complete the

required training to meet federal and state program requirements.

Program Training

This training prepares sites to incorporate program requirements into clinic protocols and identifies key
resources for use on the job. Organization & Location Coordinators must complete the required program training

in myCAvax during enrollment but may access the lessons below. Review times are approximate.



https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/Immunization/COVID-19VaccineTraining.aspx

California
Yo Bridge Access
) CDPH Program

= CA Bridge Access Program: At a Glance

o

Requirements at a Glance % BAP::

This document will be continuously updated as information and new resources become available.

COVID-15 vaccine product and CDC's Vaccine Product Training will be posted after FDA authorization/CDC recommendation.

Who's Eligible: Providers serving uninsured/underinsured adults through public health departments, Federally Qualified Health Centers
(FQHCs)/Rural Health Centers, tribal clinics, Indian Health Services sites, and additional providers deemed eligible by LHDs

What You Need to Know: The California Bridge Access Program provides no-cost COVID-19 vaccines to uninsured/underinsured adults (19 years
and older) served by enrolled and approved providers. Vaccine supply is limited. Insured patients—including patients covered by Medicare and
Medi-Cal—are NOT eligible. Providers must conduct eligibility screening and proper documentation with each administration to ensure vaccines go
to eligible adults. Limited supplies of the updated monovalent (XBB subvariant) COVID-19 vaccine will be provided through two components of the
state program:

Program Components:

* Public Health Component: Coordinated by State Immunization Programs, in collaboration with existing public health infrastructure. CDPH
will allocate to each LHD doses of COVID-19 vaccines based on federally provided vaccine purchase funding limits. Doses allocated will
support vaccination of uninsured and under-insured populations at local health departments, FQHCs/RHCs, Tribal and IHS clinics, and other
safety net providers selected by LHDs for enrollment in the CA Bridge Access Program.

* Pharmacy component: Independently coordinated by CDC with 3 contracted pharmacy chains/organizations: CVS, Walgreens, and E-True
North (for independent and other pharmacies), who will receive supplies replenished by the COVID-19 Vaccine manufacturers directly; the
specific sites receiving vaccine are not yet determined, and enrollment information is still forthcoming. All information in this document
addresses the public health component.

Topic Requirements & Guidance Resource Links

What's new for existing COVID-19 providers? California's BAP Provider Participation Agreement
replaces the federal COVID-19 Provider Agreement. While most requirements remain the same, look
for orange stars identifying new requirements and job aids to assist you.

Primary * BAP Provider Participation Agreement
Documents e BAP Provider Operations Manual (and Startup Worksheet for new providers)

& COVID-18 Vaccine Commercialization FAQs

BAP Reqguirements at a Glance*

CSrH *Updated 9.28.23

Overview document links requirements and
guidance to new resources!

Topics include:
 Provider Participation Agreement

* Required Vaccine Product Training
« Storage and Handling

* Reporting

 Vaccine Product Information

» Fact Sheets

Much more to explore!



https://eziz.org/assets/docs/IMM-1468.pdf

Commercilalization at a Glance: Provider Transition Guide

Commercialization at a Glance: Provider Transition Guide ?“ .
N\ M
California COVID-19 Vaccination Program 9)CdPH
Commercialization is the transition of COVID-19 medical countermeasures—vaccines, treatments, and test kits—previously purchased by the U.S.
Government (USG) to established pathways of procurement, distribution, and payment by both public and private payers. This guide summarizes
the HHS Commercialization Transition Guide, HHS Bridge Access Program Fact Sheet, and CDPH guidance as the USG prepares to stop distributing
COVID-19 vaccines and vaccines transition to the commercial market. Updated topics highlighted below. Sections include: .
e Fall Transition Timeline C D P H h aS Created a m u Itl p | e- p age
e Sunsetting of the Federal COVID-19 Vaccination Program 11 H H H . " H ”
e Commercialization of COVID-19 Vaccines Com m e rCI al |Zat|0n P rOVId e r Tra n S ItIO n G U Id e .
e Anticipated Vaccination Schedule for the Fall
= The current information, and other resources
) )
Section 1 Fall Transition Timeline . . . .
can be found on EZIZ.org using this link:
s R T I b T Ly Commercialization at a Glance: Provider
3\ 'ﬁmmﬁmzmcﬁwmﬁuw ummhmmimm;‘ .
= Prowecs may 8 501 R Sk Orders I eeded Bl s NOT s o COC. These re tlled TranSItlon Gu Ide
. memmcnuw“abu{
. mmmmhmm prabooking or procuring COVID-18 vaccine doses for
R -mu::m 1o plan closeout of USG COVID-19 Program, mummmam-wxu
Program, and addition of COVID-19 vactines to VFC Progral
+ FDA decisions and amendments to Emesgency Use Authorizations (EUAs) { Biologics License Applications
(BLAS). Approve new products, and de-authorized current products.
TBD (expected “"y oo = « Concurrently, USG WILL discontinue distritadion of current COVID-19 vaccine compositio
September) « Advisory mmnocn Immunization Practices (ACIP) discussion on COVID»!O mngymvm-
‘ = CDPH and LHDs work on BAP provider enrolimant, and prepare for COVID-18 ordering for BAP Provider and
VFC Providers
[ i e R ot s e o e g w8 S ge e o
\ + Providers will dispose of any remainang supply of de-authorized COVID-19 vaccines
California Department of Public Health, 1Z Branch 1 IMM-1467 (9/8/23)

Updated: 9.8.23



https://eziz.org/assets/docs/COVID19/IMM-1467.pdf
https://eziz.org/assets/docs/COVID19/IMM-1467.pdf
https://eziz.org/vfa-317/bap/

|

L1 Vaccine Support

i Provider Call Center

| Dedicated to medical providers and Local Health Departments in California, specifically addressing
guestions about State program requirements, enrollment, and vaccine distribution.

» For myCAvax Help Desk inquiries: myCAvax.hd@cdph.ca.gov

« For My Turn Clinic Help Deskinquiries: My Turn.Clinic.HD@cdph.ca.gov

 Forall other inquiries: providercallcenter@cdph.ca.gov

* Phone: (833) 502-1245, Monday through Friday from 8AM-5PM
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. Hi,Im your Help Desk Virtual Assistarnt.

(W)
./ Do you need help with My Tum or
myCAvax?

* Virtual Assistant resolves many questions but will direct you to the Provider Call Center queue for
live assistance!

» Knowledge Center houses key job aids and videos that are updated every release. Once logged
In, you can access job aids from the myCAvax homeloaqe (or at varlous Dlaces throughout the
system) using the links as shown below, © tesher? veworoos acsin e koo G or



mailto:mycavax.hd@cdph.ca.gov
mailto:MyTurn.Clinic.HD@cdph.ca.gov
mailto:providercallcenter@cdph.ca.gov

COVID-19 Therapeutics Resources T

Typeof Support

Description Updated 10.6.23

@ Clinical Guidance
)

For general Therapeutics questions, please email: COVIDRxProviders@cdph.ca.gov

General Information

CDPH COVID-19 Treatments Webpage (provides general information for healthcare providers, allocations,
distribution and ordering, drug facts sheets, and additional resources)

CDPHCOVID-19 Treatments Job Aid (questions and answers for the public on COVID-19 therapeutics)
COVID-19 Therapeutics Best Practices Checklist (testing, prescribing, dispensing, and more)
Frequently Asked Questions document for clinics, providers, and pharmacists

Locating Resources

Finding Providers and Test-to-Treat Sites
e COVID-19 Therapeutics Locator (arcgis.com)
* Testfo-Treat (hhs.gov)

/;l LHJ Therapeutics
|;|/ SharePoint

Primary source for recorded webinars, slides, datasets and HPOP reporting information. (For access, email
JEOCuser54@cdph.ca.gov)

* Therapeutic Weekly Email Update files (SharePoint)

¢ CDPH Therapeutics HPoP Account Verification & Reporting information

‘E‘ Questions

For general CDPH Therapeutics questions, please email COVIDRxProviders@cdph.ca.gov
For ordering, program inquiries, signing up new HPOP Accounts: please e-mail CDPHTherapeutics@cdph.ca.gov



mailto:COVIDRxProviders@cdph.ca.gov
mailto:CDPHTherapeutics@cdph.ca.gov
https://cdph.sharepoint.com/sites/covid-19response/LHJ/Monoclonal%20Antobody/Forms/AllItems.aspx?noAuthRedirect=1
https://cdph.sharepoint.com/sites/covid-19response/LHJ/Monoclonal%20Antobody/Forms/AllItems.aspx?noAuthRedirect=1
mailto:JEOCuser54@cdph.ca.gov
https://cdph.sharepoint.com/sites/covid-19response/LHJ/Monoclonal%20Antobody/Forms/AllItems.aspx?noAuthRedirect=1&id=%2Fsites%2Fcovid%2D19response%2FLHJ%2FMonoclonal%20Antobody%2F1%2E%20Therapeutics%20UPDATES%2C%20Reports%20%26%20Information%2FTherapeutics%20Update%20Newsletter&viewid=91f5767f%2D3a50%2D43bd%2Da3bb%2D3fac3550a51e
https://cdph.sharepoint.com/:b:/r/sites/covid-19response/LHJ/Monoclonal%20Antobody/1.%20Therapeutics%20UPDATES,%20Reports%20%26%20Information/Therapeutics%20Job%20Aids/CDPH%20Therapeutics%20HPoP%20Account%20Verification%20%26%20Reporting.pdf?csf=1&web=1&e=HeBGCf
https://covid-19-therapeutics-locator-dhhs.hub.arcgis.com/
https://aspr.hhs.gov/TestToTreat/Pages/default.aspx
https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/COVID-19/Treatments.aspx
https://www.cdph.ca.gov/Programs/OPA/CDPH%20Document%20Library/Toolkits/c19-treat/COVID-19-Treatments_Flyer.pdf
https://www.cdph.ca.gov/Programs/CID/DCDC/CDPH%20Document%20Library/COVID-19/TestToTreat-BestPractices.pdf
https://www.phcdocs.org/Portals/0/COVID-19%20Test%20to%20Treat%20FAQs%202-1-23.pdf
mailto:COVIDRxProviders@cdph.ca.gov

Questions

During today's webinar, please use the Q&A
panel to ask your questionsso CDPH
subject matter experts can responddirectly.

©

Reactions

Resource links will be
dropped into, “Chat”




Upcoming Webinar Opportunities

CDPH Immunization Updates for Providers

Next session: Friday, October 13, 2023
9AM — 10:30AM



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