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Jan 13 (Reuters) - (This Jan. 13 story has been refiled with an edited headline to clarify that the link to a stroke is possible, not
definite.)

A safety monitoring system flagged that U.S. drugmaker Pfizer Inc (PFE.N) and German partner BioNTech's updated COVID-19

shot could be linked to a type of brain stroke in older adults, according to preliminary data analyzed by U.S. health authorities.
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ischemic stroke 21 days after receiving the Pfizer/BioNTech bivalent shot, compared with days 22-44.
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An ischemic stroke, also known as brain ischemia, is caused by blockages in arteries that carry blood to the brain.

The FDA and CDC said that other large studies, the CDC's Vaccine Adverse Event Reporting System, other countries'

databases and Pfizer-BioNTech's databases had not flagged this safety issue, adding that it requires more investigation.

"Although the totality of the data currently suggests that it is very unlikely that the signal in VSD (Vaccine Safety Datalink)

represents a true clinical risk, we believe it is important to share this information with the public," the health authorities said.
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Pfizer and BioNTech said in a statement that they have been made aware of limited reports of ischemic strokes in people 65

and older following vaccination with their updated shot.
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COVID-19 vaccines," the companies added.
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This safety concern has not been identified with Moderna's (MRNA.OQ) bivalent shot and both the CDC and FDA continue to

recommend that everyone aged 6 months and older stay up-to-date with their COVID-19 vaccination.

Register for free to Reuters
and know the full story

a~ oty

Reporting by Bhanvi Satija in Bengaluru; Editing by Devika Syamnath

»/[m@)=]e]

Our Standards: The Thomson Reuters Trust Principles.

Read Next

Future of Health
Exclusive: Rotavirus childhood vaccine shortage hits four African countries
August 11, 2022

Future of Health
Climate change puts Lyme disease in focus for France's Valneva after COVID blow

August 7, 2022

Future of Health
U.S. FDA declines to approve expanded use of Acadia's antipsychotic drug
August 4, 2022

Future of Health
CanSinoBIO's inhaled COVID booster stronger against BA.1 Omicron subvariant than Sinovac shot

https://www.reuters.com/business/healthcare-pharmaceuticals/us-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13/ 311


https://www.reuters.com/business/future-of-health/
https://www.reuters.com/world/africa/exclusive-rotavirus-childhood-vaccine-shortage-hits-four-african-countries-2022-08-10/
https://www.reuters.com/world/africa/exclusive-rotavirus-childhood-vaccine-shortage-hits-four-african-countries-2022-08-10/
https://www.reuters.com/business/future-of-health/
https://www.reuters.com/business/future-of-health/climate-change-puts-lyme-disease-focus-frances-valneva-after-covid-blow-2022-08-08/
https://www.reuters.com/business/future-of-health/climate-change-puts-lyme-disease-focus-frances-valneva-after-covid-blow-2022-08-08/
https://www.reuters.com/business/future-of-health/
https://www.reuters.com/business/future-of-health/us-fda-declines-approve-expanded-use-acadias-antipsychotic-drug-2022-08-05/
https://www.reuters.com/business/future-of-health/us-fda-declines-approve-expanded-use-acadias-antipsychotic-drug-2022-08-05/
https://www.reuters.com/business/future-of-health/
https://www.reuters.com/business/healthcare-pharmaceuticals/cansinobios-inhaled-covid-booster-stronger-against-ba1-omicron-subvariant-than-2022-07-29/
https://www.reuters.com/business/healthcare-pharmaceuticals/cansinobios-inhaled-covid-booster-stronger-against-ba1-omicron-subvariant-than-2022-07-29/
https://www.reuters.com/companies/MRNA.O
https://www.thomsonreuters.com/en/about-us/trust-principles.html

1/23/23, 9:13 PM U.S. FDA, CDC see early signal of possible Pfizer bivalent COVID shot link to stroke | Reuters

Newsletter | Twice a week.
Reuters Health Rounds

Keep up with the latest medical breakthroughs, healthcare trends, pharmaceutical news and more.

More from Reuters

Sponsored Content oianomi [>
Best trading 7 Principles for California: The
technology + Successful List Of The Top
$0 commission Long-Term Financial
equities & Investing Advisor Firms
options. Sponsored by J.P. Is Out

Morgan Asset
Sponsored by Sponsored by
TradeStation Management smartasset
For a limited T AskCarrie: a4 '"  Start2023
time, earn up M Moving a Roth . j WithaHigh o 5=
Bk
to $2,000 & ; 401(k) to a G ﬂ APY. Compare Y

Future of Health

https://www.reuters.com/business/healthcare-pharmaceuticals/us-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13/ 4/11


https://www.dianomi.com/click.epl?pn=98129&offer=21863588&savid=251673&can_cookie=1&unique_id=Y89mI03gsJa33H6fa8LM-QAAAC0&said=10165&adv=12715&cf=545.1479.Reuters&smartreferer=https%3A%2F%2Fwww.reuters.com%2Fbusiness%2Fhealthcare-pharmaceuticals%2Fus-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13%2F
https://www.dianomi.com/click.epl?pn=113990&offer=26460437&savid=282807&can_cookie=1&unique_id=Y89mI03gsJa33H6fa8LM-QAAAC0&said=10165&adv=12715&cf=545.1479.Reuters&smartreferer=https%3A%2F%2Fwww.reuters.com%2Fbusiness%2Fhealthcare-pharmaceuticals%2Fus-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13%2F
https://www.dianomi.com/click.epl?pn=113838&offer=26428513&savid=282962&can_cookie=1&unique_id=Y89mI03gsJa33H6fa8LM-QAAAC0&said=10165&adv=12715&cf=545.1479.Reuters&smartreferer=https%3A%2F%2Fwww.reuters.com%2Fbusiness%2Fhealthcare-pharmaceuticals%2Fus-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13%2F
https://www.dianomi.com/click.epl?pn=113998&offer=26555282&savid=282846&can_cookie=1&unique_id=Y89mI03gsJa33H6fa8LM-QAAAC0&said=10165&adv=12715&ams=0&cf=545.1479.Reuters&smartreferer=https%3A%2F%2Fwww.reuters.com%2Fbusiness%2Fhealthcare-pharmaceuticals%2Fus-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13%2F
https://www.dianomi.com/click.epl?pn=114065&offer=26516610&savid=283124&can_cookie=1&unique_id=Y89mI03gsJa33H6fa8LM-QAAAC0&said=10165&adv=12715&cf=545.1479.Reuters&smartreferer=https%3A%2F%2Fwww.reuters.com%2Fbusiness%2Fhealthcare-pharmaceuticals%2Fus-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13%2F
https://www.dianomi.com/click.epl?pn=58390&offer=14160077&savid=280638&can_cookie=1&unique_id=Y89mI03gsJa33H6fa8LM-QAAAC0&said=10165&adv=12715&cf=545.1479.Reuters&smartreferer=https%3A%2F%2Fwww.reuters.com%2Fbusiness%2Fhealthcare-pharmaceuticals%2Fus-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13%2F
https://www.dianomi.com/whatsthis.pl?id=10165
https://www.dianomi.com/legal/privacy.epl
https://www.reuters.com/business/future-of-health/
https://www.reuters.com/business/healthcare-pharmaceuticals/cansinobios-inhaled-covid-booster-stronger-against-ba1-omicron-subvariant-than-2022-07-29/

1/23/23, 9:13 PM U.S. FDA, CDC see early signal of possible Pfizer bivalent COVID shot link to stroke | Reuters

U.S. FDA proposes shift to annual COVID vaccine shots

United States - January 23, 2023 - 2:56 PM PST
The U.S. health regulator on Monday proposed one dose of the latest updated COVID-19 shot
annually for healthy adults, similar to the influenza immunization campaign, as it aims to

simplify the country's COVID-vaccine strategy.
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