




purchase Pandemrix and continued to distribute it even after
they knew it was dangerous and untested, and before most of
the public in Ireland received it.”20 In response, the Taoiseach
said that concerns about the safety of Pandemrix and actions by
GSK deserve “immediate analysis.” The BMJ requested an
update on the investigation from the Irish Department of Health
but did not receive a direct answer.
What EMA knew—or could have known—about the
comparative safety of GSK’s pandemic vaccines is hard to
discern. It told The BMJ that “EMA does not perform
comparative benefit and risk evaluations between products
approved in the EU, or between EU products and products
approved or used outside the EU.”
But, had it wanted to, did the agency have the data to conduct
such an analysis? Despite the similarity between the two
vaccines, Arepanrix was not authorised in the EU until March
2010, late in the pandemic, and data reporting requirements for
the two vaccines differed.
“While it might have been possible to estimate reporting rates
based on usage data, which are difficult to obtain during a
pandemic, EMA does not have a methodology to compare
reporting rates between two products (note that the pandemic
influenza pharmacovigilance updates included number of
reports, not rates),” an EMA spokesperson said.
Jefferson was uncompelled. “What is the purpose of
pharmacovigilance if nobody is acting on the information? This
information took eight years to come to light through academic
work and litigation. Is this acceptable? If the information at our
disposal is partial, that is the direct consequence of secrecy,
which should not surround any public health intervention.”
Pandemrix and Arepanrix were designed for a pandemic and
were removed from global markets after the pandemic. Whatever
adverse events they may have caused, they are vaccines of the
past. But the events of 2009-10 raise fundamental questions
about the transparency of information. When do public health
officials have a duty to warn the public over possible harms of
vaccines detected through pharmacovigilance? How much detail
should the public be provided with, who should provide it, and
should the provision of such information be proactive or
passive?
If history were to repeat itself, does the public have a right to
know?

This article was amended on 21 September 2018 to correct the date in the legend
to figure 1 from 2 October to 2 December.
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Table

Table 1| Reproduction of table of adverse event reports from internal GSK report dated 2 December 2009*

TotalSwine flu split Quebec without
AS03

ArepanrixPandemrix

431925103807All adverse events

12330951138Serious adverse events

530647Fatal outcomes

AESI

184043141Anaphylaxis

140212Facial palsy

4013Guillain-Barré syndrome

2002Encephalitis

3003Demyelinating disorders

570651Convulsions

0006Neuritis

100010Vasculitis

* Included in email sent on behalf of Thomas Verstraeten, vice president of GSK Biologicals. For
full information from court affidavit see supplementary data on bmj.com.
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Figures

Fig 1 Adverse event reports (number/million doses) for GSK pandemic influenza vaccines up to 2 December 2009 (GSK
reports number of doses for Arepanrix and the non-adjuvant vaccine together)

Fig 2 Cumulative rate of adverse events (number/million doses) for pandemic influenza vaccines over time, December
2009 to March 2010
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