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Preliminary COVID-19 Vaccine Safety Signal for 
Strokes in Persons Aged 65 Years and Older

• On January 13, 2023, CDC and FDA posted a joint statement
◦ As part of routine, detailed surveillance of COVID-19 vaccine safety, they 

detected a preliminary indication in one monitoring system (Vaccine Safety 
Datalink-VSD) of a possible increase in the risk of stroke in people ages 65 and 
older who received the Pfizer-BioNTech COVID-19 bivalent mRNA vaccine

• Notably, no increased risk of stroke has been noted in
◦ Any safety monitoring systems worldwide after use of monovalent mRNA Covid-

19 vaccines as initial series or booster doses over the last two years
◦ For bivalent boosters, in any other safety monitoring system besides the VSD
◦ In VSD system, for persons receiving Moderna rather than Pfizer mRNA bivalent 

booster mRNA vaccine
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https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/bivalent-boosters.html
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/cdc-and-fda-identify-preliminary-covid-19-vaccine-safety-signal-persons-aged-65-years-and-older
https://www.cdph.ca.gov/Programs/OPA/Pages/PH23-004.aspx


Preliminary COVID-19 Vaccine Safety Signal for 
Strokes in Persons Aged 65 Years and Older

• The totality of the data currently suggests that it is very 
unlikely that the signal in VSD represents a true clinical risk.

• No changes in vaccine administration are recommended.

• An update on the ongoing investigation is scheduled for the FDA 
advisory Committee meeting on January 26, 2023.
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https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-january-26-2023-meeting-announcement
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/cdc-and-fda-identify-preliminary-covid-19-vaccine-safety-signal-persons-aged-65-years-and-older
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Booster Uptake Trends
as of January 23, 2023
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• Statewide 23.6% of the 
eligible population has 
received a bivalent booster

• Faster uptake among eligible 
65+ population compared to 
other age groups



CDC COVID-19 Vaccination Program: 90 Day Initiative
• Single dose vials are available for all LTCF – ask your pharmacy

◦ If you don't have a pharmacy and are not already a COVID-19 provider, then consider the CDC-sub provider 
agreement

• Sub-provider agreement
◦ For LTCF that wish to access single dose vial COVID-19 vaccine through enrolled pharmacy providers for direct 

administration by the LTCF to their residents and staff.
◦ Pfizer-BioNTech COVID-19 Vaccine for people 12 years of age and older in single-dose vials is the ONLY 

vaccine product/presentation available in this program.
◦ To qualify for this program, the LTCF:

 Must partner with a designated pharmacy enrolled as a COVID-19 Vaccine Provider
 Facility cannot be a regular fully enrolled COVID-19 Vaccine Provider

◦ The enrolled parent pharmacy partner organization is primarily responsible for making sure the LTCFs have 
proper storage and handling in place.

◦ State jurisdictions are not required to visit facilities receiving vaccine under this initiative.
◦ Pharmacy partners and enrollees should be aware of state-specific data reporting 

requirements. AB1797 requires LTCFs in CA to report doses administered.
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Long Term Care Facilities Enrolling in CDC COVID-19 Vaccination 
Program 90 Day Initiative Using the Sub-Provider Agreement

http://ab1797/
https://www.cdc.gov/vaccines/covid-19/ltcf-sub-provider-agreement.html#:%7E:text=The%20sub%2Dprovider%20agreement%20will,the%20contractor%20LTCF%20is%20already


CDC COVID-19 Vaccination Program: 90 Day Initiative
• Update on utilization of sub-provider agreement

◦ As of 1/20/23:
 104 LTCFs across the country have enrolled, but only one LTCF has been 

confirmed by its parent pharmacy partner organization
 Confirmation is when they place the first order for single dose vial from 

the pharmacy
◦ No LTCFs located in California have enrolled in the program
◦ The program only began in mid-December. Most enrollments came after 

the holidays and only one LTCF has been confirmed, so that would be 
the only possible example of success thus far.

◦ CDC sends to jurisdictions data on the facilities that sign up every week 
(Thursday or Friday)
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Long-term Care Facility COVID-19 Vaccine Toolkit

Long-term Care Facility COVID-19 Vaccine Toolkit 7

https://eziz.org/assets/docs/COVID19/LTCFToolkit.pdf


CDPH Influenza (Flu), RSV, and Other Respiratory Viruses 
Report (Week 2: January 8, 2023 – January 14, 2023)
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https://www.cdph.ca.gov/Programs/CID/DCDC/CDPH%20Document%20Library/Immunization/Week2022-2302_FINALReport.pdf


Influenza 
Resource
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https://www.influenza-defense.org/wp-content/uploads/covid_factsheet.pdf


Upcoming FDA Vaccines and Related Biological 
Products Advisory Committee (VRBPAC) Meeting

Discussion Topics: Meeting agenda
• Update on Original COVID-19 Vaccine and COVID-19 

Vaccine Bivalent Effectiveness and Safety
• Presentations by Moderna, Pfizer, and Novavax
• FDA Considerations for Potential Changes to COVID-19 

Vaccine Strain Composition

Date: Thursday, January 26, 2023
Time: 8:30 AM - 5:30 PM ET
YouTube Link: https://youtu.be/ZjULNuSYfd0
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Vaccines and Related Biological Products Advisory Committee January 26, 2023 Meeting 
Announcement

https://www.fda.gov/media/164698/download
https://youtu.be/ZjULNuSYfd0
https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-january-26-2023-meeting-announcement


Upcoming FDA Vaccines and Related Biological Products 
Advisory Committee (VRBPAC) Meeting

Voting Question
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Vaccines and Related Biological Products Advisory Committee January 26, 2023 Meeting 
Announcement

https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-january-26-2023-meeting-announcement
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