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Authorization Updates

 The FDA authorized and ACIP recommends updated, 2023-2024

MRNA COVID-19 vaccines for use in individuals 6 months and
older.

 FDA has not authorized or approved an updated Novavax
vaccine for 2023-24. Existing Novavax may still be administered
at this time if it is determined that the individual should not wait
for the 2023-2024 Novavax COVID-19 vaccine.

« Bivalent mRNA COVID-19 vaccines are no longer authorized for
use in the United States.
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Remove all Bivalent Pfizer & Moderna Vaccines
from Inventory

Discard bivalent inventory
» Spoiled, wasted or expired COVID-19 vaccines may not be returned.

« Dispose as medical waste according to your organization’s policy.

« CDC asks that clinics also destroy packaging to decrease the possibility of
counterfeiting.

Report wasted bivalent inventory

Deduct wasted doses from each site’s inventory in ALERT IIS using the reason
“Other, not usable-reported by provider.”

Tip Sheet on How to Manually Adjust Inventory in ALERT IS
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https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDIsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMzA0MjIuNzU2MTQwMjEiLCJ1cmwiOiJodHRwczovL3d3dy5vcmVnb24uZ292L29oYS9QSC9QUkVWRU5USU9OV0VMTE5FU1MvVkFDQ0lORVNJTU1VTklaQVRJT04vQUxFUlQvRG9jdW1lbnRzL0FMRVJUSUlTTWFuQWRqc3RJbnZ0UnB0LnBkZj91dG1fbWVkaXVtPWVtYWlsJnV0bV9zb3VyY2U9Z292ZGVsaXZlcnkifQ.jRxccRcub-1cHlKtjb2u7yJSnY1YwCbtkSJlALp5dhw/s/2576125738/br/161826421011-l

Is administration of a bivalent mRNA vaccine
avaccine error?

Yes.

The CDC considers this an error as soon as the bivalent
vaccines were no longer authorized by the FDA (no grace
period).

For efficiency, if this same error occurred multiple times (e.g., a
clinic vaccinated with bivalent all day and didn’t see the new
authorization until the next day), providers can submit a single
batch report.

To make a VAERS report, visit: https://vaers.hhs.qov/
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ACIP Discussion on the Benefits of
COVID-19 Vaccines

« Updated COVID-19 vaccines provides protection against the
currently circulating variants.

« Last year’s updated vaccine was effective at preventing COVID-19
related hospitalizations and death.

« Accumulating evidence that COVID-19 vaccination reduces Post-
COVID-19 conditions (Long COVID) among both children and
adults.

« COVID-19 vaccines have a high degree of safety.
« Benefits outweigh risks in all age groups.

Oregon
From ACIP Meeting, 9/12/23: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf ( a
5 7

Authorit y


https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Moderna:
2023-2024 COVID-19 Vaccines

a COVID-19 E Spikevax Y. Spikevax
e Vaccine ™~ 4’, single dose

single

Product .- singledose .. dosevial /& pre-filled
e vial . : syringe
&) &= =)
Age Group 6 months - 11 yrs 12 yrs and older
Vial colors Cap: Dark blue Cap: Dark blue Cap: N/A
Label: Green Label: Dark blue Label: Dark blue
Dosage 25 ug 50 ug 50 ug
Injection 0.25 mL 0.5 mL 0.5 mL
volume
D|Iut.|on NO NG NG
required
Standard freezer (-50° to -15° C) until expiration date.
Refrigerator (2° to 8° C) for up to 30 days.
Storage & Room temperature up to 24 hrs.
Handling Protect from light. Do not refreeze.
Thaw vials Thaw pre-filled syringes
in refrigerator for 45 mins or in refrigerator for 1 hr or at

at room temp. for 15 mins. room temp. for 45 mins.



Pfizer:
2023-2024 COVID-19 Vaccines

r & covip-19 ’i‘ coviD-19 r =

Vaccine

(3 Comirnaty 4/ Comirnaty
Product ~—_ multidose vial ~ _;_‘ I;/alcc:jne 1—_T. single dose # 7" single dose
rwaone (3 doses after  mmme oG Iose | vial 7z pre-filled
e dilution) e via e & syringe
Age Group 6 months - 4 yrs 5—11yrs 12 yrs & older
Vial colors Cap: Yellow Cap: Blue Cap: Gray Cap: N/A
Label: Yellow Label: Blue Label: Gray Label: Gray
Dosage 3 Mg 10 pg 30 ug
Injection
jectio 0.3 mL 0.3 mL 0.3 mL
volume
Dilution
utio Yes (1.1 mL) No No
required
Ultracold freezer (-90° to -60° C) until expiration date. Refrigerate (2° to 8° C) up to 10
weeks. May be stored at room temperature up to 12 hours. Discard any remaining
vaccine after 12 hours.* Protect from light. Do not refreeze.
Storage &
Handling *For prefilled syringes: After removing tip cap and attaching needle, vaccine should be

administered immediately. If it cannot be used immediately, it must be used within 4
hours.



Overview of Recommendations

ACIP recommends that everyone 6 months and older
receive at least one dose of the updated 2023-2024
COVID-19 vaccine to be up to date.

 One dose for 25 years (including 265 years)

 Additional doses may be recommended for:
* Children 6 months through 4 years

* People with moderate or severe immunocompromise may
receive additional doses at their health care provider’s discretion
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Updated Recommendations:
6 months-4 years

Doses recommended:

= |nitial series of 2 Moderna vaccine doses OR 3
Pfizer-BioNTech vaccine doses

= At least 1 dose of 2023-2024 COVID-19 vaccine

Oregon
From ACIP Meeting, 9/12/23: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf ( a
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations:
5 years and older

Doses recommended:

* 1 dose of 2023-2024 COVID-19 vaccine,
regardless of prior vaccination history

Oregon
From ACIP Meeting, 9/12/23: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf ( a
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations
Moderately or severely immunocompromised

Doses recommended:
= |nitial COVID-19 vaccine series
= At least 1 2023-2024 COVID-19 vaccine dose

= May receive 1 or more additional 2023-2024
MRNA COVID-19 vaccine doses

Oregon
From ACIP Meeting, 9/12/23: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf ( a
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Coadministration of COVID-19 and Other
Vaccines

Simultaneous administration is recommended if there are no
contraindications.

« Eligible patients may receive COVID-19, influenza, and respiratory
syncytial virus (RSV) vaccines at the same visit.

« For children 26 months of age, simultaneous administration of
COVID-19 vaccine and nirsevimab i1s recommended.

Note: There are additional considerations if administering mpox and
COVID-19 vaccines.

From ACIP Meeting, 9/12/23: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09- ()r‘eg()l'l
12/11-COVID-Wallace-508.pdf. Additional information in the Health Alert Network (HAN), 9/5/23. ( a
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
https://emergency.cdc.gov/han/2023/han00498.asp

Additional Help for Providers

CDC’s Interim Clinical Considerations for the Use of Authorized
COVID-19 Vaccines has been updated.

Oregon’s COVID-19 Immunization Protocol has been updated and
posted.

Upcoming COCA Call, September 19, 11-Noon (PST)

Webinar link: Preparing for the Upcoming Respiratory Virus Season:
Recommendations for Influenza, COVID-19, and RSV Vaccines in Older
Adults

Coding:
— OHA’s CPT, NDC and CVX charts
— CDC’s Respiratory Season Code Set (CPT & NDC)

— Eligibility coding for Bridge Access Program Vaccines:
Use “O” for Other state-supplied.

Oregon 1 h
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https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#:~:text=Use%20of%20COVID%2D19%20Vaccines%20in%20the%20United%20States&text=Updated%20guidance%20that%20the%20following,ages%2050%20years%20and%20older
https://www.oregon.gov/oha/PH/PREVENTIONWELLNESS/VACCINESIMMUNIZATION/IMMUNIZATIONPROVIDERRESOURCES/COVIDDocuments/PharmCOVID-19.pdf
https://emergency.cdc.gov/coca/calls/2023/callinfo_091923.asp
https://emergency.cdc.gov/coca/calls/2023/callinfo_091923.asp
https://emergency.cdc.gov/coca/calls/2023/callinfo_091923.asp
https://www.oregon.gov/oha/PH/PREVENTIONWELLNESS/VACCINESIMMUNIZATION/IMMUNIZATIONPROVIDERRESOURCES/Pages/Payor.aspx
file:///C:/Users/OR0274156/OneDrive - Oregon DHSOHA/Desktop/FALL COVID VACCINES/Fall Vaccine CPT Codes 9-6-23.pdf

Manufacturer Trainings & Resources

* Pfizer
— Trainings
Visit Pfizer Medical Affairs Webinars for days and times.

— Resources
e Pfizer Formulation/ Presentation Guide
e Fact Sheet: Pfizer COVID-19 Vaccines, 6 months-11 yrs (EUA)
e Fact Sheet Translations: Pfizer COVID-19 Vaccines, 6 months-11 yrs (EUA)

« Moderna
— Trainings
* Tuesday, 9/19 at 9 am - In-depth Panel Discussion, 45 min.

* Visit Moderna Medical Team Briefings for days and times, 15 min. presentations
followed by Q & A

— Resources
®* Dear Healthcare Provider Letter
* Fact Sheet: Moderna COVID-19 Vaccines 6 months -11 yrs (EUA)
* Fact Sheet Translations: Moderna COVID-19 Vaccines, 6 months-11 yrs (EUA)
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https://www.pfizermedicalinformation.com/en-us/document/a0r68000000YRxVAAW
file:///C:/Users/OR0274156/OneDrive%20-%20Oregon%20DHSOHA/Desktop/FALL%20COVID%20VACCINES/Pfizer%20Resources/PP-CVV-USA-3109%20Formulation%20Presentation%20Guide%20-%20All%20Ages.pdf
https://www.fda.gov/media/167212/download
https://www.fda.gov/vaccines-blood-biologics/coronavirus-covid-19-cber-regulated-biologics/pfizer-biontech-covid-19-vaccine#translated
https://app.livestorm.co/moderna-na-medical/live-panel-discussion-understanding-the-updated-moderna-covid-19-vaccine-2023-2024-formulation?type=detailed&tc=em_wf0eqfd&cc=4004&mkt_tok=OTQ5LUJERy0yNzQAAAGOLndNFnf5B-uUzYdGQuCXBpPCMla1moUUHE1cXAJcYKtc_0f3aE9ldZkpSWwbFCic2eRxzNeRIBK5GD0LlCelNaimybev1-0ZX6QV85IX
https://app.livestorm.co/moderna-na-medical/msl-briefings-understanding-the-updated-moderna-covid-19-vaccine-2023-2024-formulation?type=detailed&tc=em_aex5lyn&cc=4004&mkt_tok=OTQ5LUJERy0yNzQAAAGOLndNFqmbwpC_D4d4zEE14noCxSazkCQutTIYkQcjxk0QT2LaMXKwQZJLcHKC_zDEiO5WY53afYLFhQCoS21dCydEFTuYr1DPXLMHXZci
https://www.fda.gov/media/167210/download?attachment
https://www.fda.gov/media/167209/download?attachment
https://www.fda.gov/vaccines-blood-biologics/coronavirus-covid-19-cber-regulated-biologics/moderna-covid-19-vaccine#translated

Questions?

OIP Help Desk
VEC.Help@odhsoha.oregon.qov
(800) 980-9431
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Updated 2023-2024
COVID-19 Vaccine
Flowcharts

From ACIP Meeting, 9/12/23:
https://www.cdc.gov/vaccines/acip/meetings/down
loads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations, 6 months-4 years
(Not immunocompromised)

COVID-19 vaccination
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations, 5-11 years
(not Immunocompromised)

COVID-19 vaccination

status as of
September 2023

Previously received
COVID-19 vaccine(s)

Recommendations
for 2023-2024
vaccine, by
manufacturer

1 or more
doses any
mRNA
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Moderna
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BioNTech |

/
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations, 12 years and older
(Not immunocompromised)

COVID-19 vaccination
status as of
September 2023

Previously received
COVID-19 vaccine(s)

Recommendations
for 2023-2024
vaccine, by
manufacturer
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations, 6 months-4 years
Moderately or severely immunocompromised

COVID-19 vaccination

status as of [ m — ]
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Previously received
COVID-19 vaccine(s)
v
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- 3 doses
Recommendations
vaccine, by -
manufacturer 2023 2024 2023-2024
Moderna Pfizer-
BioNTech

osmssie

,,
{1

Vaccinated
3 or more 1 dose any 2 doses any 3 or more
1 dose any 2 doses any . doses any
Moderna Moderna doses any Pfizer- Pfizer- Pfizer-
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf

Updated Recommendations, 6 - 11 years
Moderately or severely immunocompromised

COVID-19 vaccination

status as of
September 2023

Previously received
COVID-19 vaccine(s)
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for 2023-2024
vaccine, by
manufacturer
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From ACIP Meeting, 9/12/23: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Updated Recommendations, 12 years & older
Moderately or severely immunocompromised
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1dose 2d 3 or more 1 or more doses of
oses
Previously received 1 dose 2 doses any any doses ary Novavax or Janssen,
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