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LONDON, Jan 18 (Reuters) - The European Union's drug regulator has not identi�ed any safety signals in the region

related to U.S. drugmaker P�zer Inc (PFE.N) and German partner BioNTech's updated COVID-19 shot, the agency said on

Vials with a sticker reading, "COVID-19 / Coronavirus vaccine / Injection only" and a medical syringe are seen in front of a displayed P�zer logo in this

illustration taken October 31, 2020. REUTERS/Dado Ruvic
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Wednesday.

On Friday, the U.S. Food and Drug Administration and the Centres for Disease Control and Prevention said that a safety

monitoring system had �agged that the shot could possibly be linked to a type of brain stroke in older adults, according to

preliminary data.
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"EMA can con�rm that to date no such signal has been identi�ed in the EU. EMA will continue to evaluate all available

data to determine whether emerging safety information could point to a similar signal in the EU," the agency told Reuters

in response to a question.

Register for free to Reuters
and know the full story

P�zer and BioNTech said in a statement on Friday that they were aware of limited reports of ischemic strokes in people 65

and older following vaccination with their updated shot.
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P�zer further noted that neither the companies nor the CDC and FDA had observed similar �ndings across other

monitoring systems and said there was no evidence to suggest an association with the use of the companies' COVID-19

vaccines.

Register now

Fe
ed

ba
ck

https://www.reuters.com/business/healthcare-pharmaceuticals/us-says-pfizers-bivalent-covid-shot-may-be-linked-stroke-older-adults-2023-01-13/
https://www.reuters.com/business/healthcare-pharmaceuticals/
https://www.reuters.com/business/healthcare-pharmaceuticals/roche-launches-new-test-detect-fast-spreading-omicron-sub-variant-2023-01-26/
https://www.reuters.com/business/healthcare-pharmaceuticals/roche-launches-new-test-detect-fast-spreading-omicron-sub-variant-2023-01-26/
https://www.reuters.com/business/healthcare-pharmaceuticals/
https://www.reuters.com/business/healthcare-pharmaceuticals/updated-covid-vaccines-prevented-illness-latest-variants-cdc-2023-01-25/
https://www.reuters.com/business/healthcare-pharmaceuticals/updated-covid-vaccines-prevented-illness-latest-variants-cdc-2023-01-25/


26-01-2023 18:46 EU drug regulator has not seen signal of possible Pfizer COVID shot stroke link | Reuters

https://www.reuters.com/business/healthcare-pharmaceuticals/eu-drug-regulator-has-not-seen-signal-possible-pfizer-covid-shot-stroke-link-2023… 3/10

Newsletter | Twice a week.

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 8, 2022

Future of Health

U.S. FDA declines to approve expanded use of Acadia's antipsychotic drug

August 5, 2022

Future of Health

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

July 29, 2022

The EMA said it was aware of the U.S. announcement, in which the FDA and CDC also said they had not found signs of a

link to stroke in other monitoring databases.

"EMA will continue to evaluate all available data to determine whether emerging safety information could point to a

similar signal in the EU," its statement read.
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