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Covid-19: People with history of significant allergic reactions should
not receive Pfizer vaccine, says regulator

Elisabeth Mahase

People who have a history of a significant allergic
reaction to a vaccine, medicine, or food or who have
been advised to carry an adrenaline autoinjector
should not receive the Pfizer/BioNtech covid-19
vaccine, the UK’s medicine regulator has said.

The Medicines and Healthcare Products Regulatory
Agency (MHRA) is currently investigating two cases
of anaphylactoid reactions in NHS staff who received
the vaccine on 8 December. Both people—who have
recovered—had a history of severe allergic reactions
and carried adrenaline auto injectors.!

The MHRA has told people running sites that
administer the vaccine to report any suspected
adverse reactions through the yellow card scheme
website? and to ensure that they have appropriate
resuscitation facilities available.

The mRNA vaccine has so far been approved in
Canada and the UK, where people over 8o who are
attending hospital or being discharged, as well as
healthcare workers, are being prioritised. A phase III
trial found it to be as much as 95% effective 28 days
after the first dose.? The data from the trial have not
yet been published or peer reviewed.

In a statement Pfizer said, “We have been advised by
MHRA of two yellow card reports that may be
associated with allergic reaction due to
administration of the covid-19 BNT162b2 vaccine. As
a precautionary measure, the MHRA has issued
temporary guidance to the NHS while it conducts an
investigation in order to fully understand each case
and its causes. Pfizer and BioNTech are supporting
the MHRA in the investigation.”

Monitoring system

Pfizer’s information sheet on the vaccine states that
it should not be given to people if they are allergic to
the active substance or any of the other ingredients
of this medicine.” As such, people with a history of
severe allergic reaction to any component of the study
intervention were excluded from clinical trials.>

However, a briefing document from the US Food and
Drug Administration on 10 December® noted that the
trial data showed a “slight numerical imbalance of
adverse events potentially representing allergic
reactions, with more participants reporting
hypersensitivity related adverse events in the vaccine
group (137 (0.63%)) compared with the placebo group
(111 (0.51%)).”

Experts emphasised that allergic reactions can occur
with any substance but said that the quick action
taken by the MHRA showed that the monitoring
system was working.
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Peter Openshaw, past president of the British Society
for Immunology and professor of experimental
medicine at Imperial College London, said, “As with
all food and medications, there is a very small chance
of an allergic reaction to any vaccine . . . Similar to
the rollout of all new vaccines and medications, this
new covid-19 vaccine is being monitored closely by
the MHRA.

“They will now investigate these cases in more detail
to understand if the allergic reactions were linked to
the vaccine or were incidental. The fact that we know
so soon about these two allergic reactions and that
the regulator has acted on this to issue precautionary
advice shows that this monitoring system is working
well.”

Penny Ward, visiting professor in pharmaceutical
medicine at King’s College, London, said, “It is
understood that the people concerned had a history
of allergy severe enough to require them to carry an
adrenaline autoinjector; such people would be at
increased risk of an allergic reaction to novel
challenge compared to the population without a
history of severe allergy. These two reactions were
treated, and it is understood that the people affected
recovered well.”

Stephen Evans, professor of pharmacoepidemiology
at the London School of Hygiene & Tropical Medicine,
added, “For the general population this does not
mean that they would need to be anxious about
receiving the vaccination. One has to remember that
even things like Marmite can cause unexpected severe
allergic reactions.”
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