
 

EU regulator authorizes AstraZeneca vaccine
for all adults

January 29 2021, by Frank Jordans and Maria Cheng

  
 

  

In this Jan. 2, 2021 file photo a vial of the COVID-19 vaccine developed by
Oxford University and U.K.-based drugmaker AstraZeneca is checked as they
arrive at the Princess Royal Hospital in Haywards Heath, England. The European
Medicines Agency is expected on Friday Jan. 29, 2021 to authorize use of the
vaccine AstraZeneca developed with Oxford University. It would be the third
cleared for use in the EU, after the BioNTech-Pfizer and Moderna vaccines.
(Gareth Fuller/Pool via AP, File)
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Regulators authorized AstraZeneca's coronavirus vaccine for use in
adults throughout the European Union on Friday, amid criticism the bloc
is not moving fast enough to vaccinate its population.

The European Medicines Agency's expert committee unanimously
recommended the vaccine to be used in people 18 and over, although
concerns had been raised this week that not enough data exist to prove it
works in older people, and some countries indicated they may not give it
to the elderly.

The shot is the third COVID-19 vaccine given the green light by the
European Medicines Agency after ones by Pfizer and Moderna. The
EMA's decision requires final approval from the European Commission,
a process that occurred swiftly with the other vaccines.

Hours later, the EU gave its backing for the vaccine's use throughout its
27 nations.

"I expect the company to deliver the 400 million doses as agreed. We
will keep on doing all we can to secure vaccines for Europeans, our
neighbours & partners worldwide," tweeted EU Commission President
Ursula von der Leyen.

With trials showing about 60% efficacy, the vaccine appears to offer less
protection than ones already authorized, but experts have said any
vaccine with an efficacy rate of over 50% could help stop outbreaks.
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In this Monday, Jan. 4, 2021 file photo, 82-year-old Brian Pinker receives the
Oxford University/AstraZeneca COVID-19 vaccine from nurse Sam Foster at
the Churchill Hospital in Oxford, England. The European Medicines Agency is
expected on Friday Jan. 29, 2021 to authorize use of the vaccine AstraZeneca
developed with Oxford University. It would be the third cleared for use in the
EU, after the BioNTech-Pfizer and Moderna vaccines. (Steve Parsons/Pool
Photo via AP, File)

The agency recommended the vaccine's use by older people, despite
limited data regarding its efficacy in people over 55, citing the immune
responses seen and experience with other vaccines.

"At least some protection is expected," Bruno Sepodes, of the EMA's
expert committee, said Friday at a briefing. He acknowledged that "the
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exact level of protection cannot be estimated for the time being."

Many countries on the continent have been struggling to vaccinate
people as quickly as Britain, Israel, the U.S. and elsewhere, and it was
long hoped that the AstraZeneca shot would help speed things up at a
time when countries face surging cases in a pandemic that has taken the
lives of more than 400,000 people in the bloc.

The EU bet heavily on the shot, which is cheaper and easier to handle
than some other vaccines, with orders for 300 million doses to be
delivered after authorization and options for another 100 million doses.
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In this Jan. 11, 2021 file photo a paramedic draws a syringe of the
Oxford/AstraZeneca vaccine at the mass vaccination centre in Newcastle Upon
Tyne, England. The European Medicines Agency is expected on Friday Jan. 29,
2021 to authorize use of the vaccine AstraZeneca developed with Oxford
University. It would be the third cleared for use in the EU, after the BioNTech-
Pfizer and Moderna vaccines. (AP Photo/Scott Heppell, File)

"None of them is a magic wand on its own, but together they provide
tools and options to prevent different aspects of the disease," said Emer
Cooke, the head of the EMA.

The AstraZeneca vaccine has been authorized for use in all adults in
other countries, even though only 12% of the participants in its research
were over 55 and they were enrolled later, so there hasn't been enough
time to get results.

EMA's decision authorizes AstraZeneca's vaccine to be used across the
bloc, but individual countries can still decide how and to whom they will
give the doses they receive.

Lithuania, for instance, will not use the vaccine in older people, the
country's deputy Health Minister Zivile Simonaityte said, according to
the Baltic News Service. It was not clear, however, what age groups
would be given the shot, but Simonaityte noted that trials in people 55
and over were not "comprehensive."
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In this Jan. 11, 2021 file photo Mary Williams, right, receives an injection of the
Oxford/AstraZeneca vaccine at the mass vaccination centre in Newcastle Upon
Tyne, England. The European Medicines Agency is expected on Friday Jan. 29,
2021 to authorize use of the vaccine AstraZeneca developed with Oxford
University. It would be the third cleared for use in the EU, after the BioNTech-
Pfizer and Moderna vaccines. (AP Photo/Scott Heppell, File)

Germany may follow a similar path. The country's independent vaccine
advisory committee recommended Friday that the shot only be given to
people under 65. The final decision rests with the government, but it is
likely to follow this advice.

Thomas Mertens, the head of the German advisory committee, said the
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general approval by EMA was "confusing" in light of the data provided
by AstraZeneca but that he and his colleagues would gladly update their
recommendation if further data comes in.

Mertens stressed that the German experts were mainly concerned about
the clinical data provided by the company so far.

"The AstraZeneca study was a little more messy overall," he said.

Julian Tang, a virologist at the University of Leicester, said the German
decision to restrict the vaccine's use to younger people meant more older
people would be vulnerable to COVID-19 and that some would die
unnecessarily.
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In this Saturday, July 18, 2020 file photo a general view of AstraZeneca offices
and the corporate logo in Cambridge, England. The European Medicines Agency
is expected on Friday Jan. 29, 2021 to authorize use of the vaccine AstraZeneca
developed with Oxford University. It would be the third cleared for use in the
EU, after the BioNTech-Pfizer and Moderna vaccines. (AP Photo/Alastair
Grant, File)

"There's a tremendous cost to this," he said. "It means you have an extra
vaccine that could be used to protect people that is going unused and
more people will be at risk."

Tang described the EMA's authorization Friday as "the best decision in
the current situation, where the EU is in desperate need of a usable
vaccine."

The agency assessed four trials in the U.K., Brazil and South Africa and
said the research showed the vaccine proved to be about 60% effective
by reducing the number of people who got sick. The trials have not yet
shown whether the vaccine can stop disease transmission.

A separate study testing the AstraZeneca vaccine in the U.S. is still
underway.

As the EU has struggled to roll out the vaccine, politicians have blamed
supply problems, but other factors, like onerous paperwork and poor
planning, have also played a role. The EU has particularly lashed out at
AstraZeneca after the drugmaker said it would initially supply less
vaccine than originally anticipated. Exacerbating concerns about supplies
to the bloc, which is home to some 450 million people, Moderna told
countries including Italy and Denmark the company would be delivering
fewer vaccines than originally expected.
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In this Dec. 1, 2020, file photo the exterior of the European Medicines Agency is
seen in Amsterdam, Netherlands. The European Medicines Agency is expected
on Friday Jan. 29, 2021 to authorize use of the vaccine AstraZeneca developed
with Oxford University. It would be the third cleared for use in the EU, after the
BioNTech-Pfizer and Moderna vaccines. (AP Photo/Peter Dejong, File)
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The AstraZeneca office building in Brussels, Friday, Jan. 29, 2021. Amid a
dispute over expected shortfalls, the European Union is looking at legal ways to
guarantee the delivery of all the COVID-19 vaccine doses it bought from
AstraZeneca and other drugmakers as regulators are set to consider approving
the Anglo-Swedish company's vaccine for use in the 27-nation EU. (AP
Photo/Francisco Seco)

Spahn, the German health minister, said he understood many were
waiting impatiently for the vaccine, but cautioned that "several hard
weeks of vaccine shortage still lie before us."

Two more vaccine makers also recently announced results, with Novavax
saying this week that its shot appears 89% effective based on early
findings and Johnson & Johnson saying its long-awaited single-shot
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vaccine was 66% effective at preventing moderate to severe illness. If
those vaccines are eventually licensed, that could help alleviate the
pressure on the world's huge demand for the limited shots currently
available.

The authorization of the AstraZeneca vaccine comes amid a bitter
dispute between the drugmaker and the bloc after the company said it
would sharply reduce initial deliveries from 80 million doses to 31
million. The EU also introduced tighter rules on exports of COVID-19
vaccines that could hit shipments to nations like the United Kingdom.

The AstraZeneca vaccine has already been authorized in more than 40
countries, including Britain, India, Argentina and Mexico. The World
Health Organization is also reviewing it; a recommendation from the
U.N. health agency would allow its purchase and distribution to
developing countries from a global program known as COVAX.

© 2021 The Associated Press. All rights reserved. This material may not
be published, broadcast, rewritten or redistributed without permission.
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