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Today we find ourselves living the pages of the history books
of the next generation. The global pandemic, long predicted
by experts in the fields of infectious diseases and global pub-
lic health, has arrived and brought the life to which we had
grown so accustomed to an abrupt halt. However, our work
must continue as the need for expertise in medicines safety
has been evident from the first days of the pandemic. What
is the role of pharmacovigilance in the pandemic situation?
More specifically, what is the role of the International Soci-
ety of Pharmacovigilance (ISoP) during the current corona-
virus 2019 (COVID-19) outbreak?

Monitoring the safety of medicines is an obvious top
priority. A collection of therapies for consideration in the
treatment of coronavirus infections has been identified and
is currently being deployed in many countries. Within the
World Health Organization (WHO)-led global Solidar-
ity trial, the use of new drugs, such as remdesivir, and of
‘repurposed’ drugs, such as hydroxychloroquine and lopi-
navir/ritonavir, are being explored for effectiveness against
COVID-19 [1]. Multiple vaccines of different types are
under development [2], and the first participants in clinical
trials have received the first injections. Reports of suspected
adverse drug reactions for these different therapies have
already reached Vigibase, the global database of individual
case safety reports, managed by the Uppsala Monitoring
Centre (personal knowledge). A true opportunity to bring
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pharmacovigilance closer to healthcare systems arises; clini-
cians, faced with treatment decisions in the absence of data
from randomised controlled trials, will use available real-life
observational data on both treatment benefits and harms.
Integration of pharmacovigilance with clinical practice is a
key area of interest to many ISoP members, often discussed
within our chapters and special interest groups (SIGs) and
at our meetings around the world. Timely review of incom-
ing data and real-time signal detection can provide impor-
tant safety information for healthcare providers. Therefore,
ensuring and supporting the collection of high-quality data
from adverse drug reaction reports in all countries will be
essential responsibilities of our daily work.

Risk communication, difficult under normal circum-
stances, will be an even greater challenge given the amount
of uncertainty that surrounds all aspects of the pandemic.
The ISoP risk communication SIG and the ISoP commu-
nications team have been discussing the role of our profes-
sional society in relaying information about the COVID-19
pandemic, particularly regarding the efficacy and safety of
medicines and vaccines for the treatment and prevention of
this novel virus. Some ISoP initiatives under development
are summarised near the end of this article. Attention will
also be required to detect false information, and we will
endeavour to provide explanations and corrections in an
effort to prevent harm.

The collective lack of experience worldwide in managing
responses from a public health perspective has been made
apparent by the differences in approaches between countries
to containment/mitigation strategies and regulatory recom-
mendations for treatment options. In our hyper-connected
world with its 24-h news coverage, the public is aware of the
lack of agreement between different governmental authori-
ties and between experts within individual countries, making
the need for transparency and honesty in the communication
of ‘uncertainties’ imperative.

Sharing and collaboration, both within and beyond our
pharmacovigilance community, will be integral. During the
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emergence of the COVID-19 pandemic, the ISoP executive
committee (EC) has been directly in touch with individual
ISoP members around the world. We know that many col-
leagues are working at the front line of clinical care or are
in close support of others in key roles, and we want to offer
the assistance of ISoP to any of you who need it, in whatever
way we can help. A great strength of ISoP is the professional
and personal support we provide to each other in the work
we are performing around the world. Support of our phar-
macovigilance colleagues in lower-income countries may be
necessary as they will need to manage the same challenges
with far more limited resources. Sharing of knowledge and
insight into regulatory decisions as well as communication
materials/social media campaigns can help to unload the
burden of the few people often employed in many smaller
national pharmacovigilance centres. Collaboration with
other scientific organisations can demonstrate of the value
of spontaneous reports as a form of real-world data. Queries
of spontaneous databases combined with real-time observa-
tional studies using data from big data networks of insurance
claims and electronic healthcare records can allow for more
efficient evidence generation to explore any medicines safety
issues that arise.

In view of the current situation, the ISoP EC has made
some important changes to our strategic plan for 2020. Most
of our face-to-face conferences and meetings this year,
including our annual meeting which this year was planned
to take place in Oman, will be rescheduled to 2021. Planning
will continue to take place during 2020 for these meetings,
and we look forward to providing you with updates in due
course (please check the ISoP website at https://isoponline
.org/).

In addition to re-planning the above events, we are con-
tinuing other important ISoP work during 2020, including
the following key initiatives:

1. Monitoring relevant publications on medicines and vac-
cines used to treat/prevent COVID-19.

2. Supporting regional pharmacovigilance societies during
the COVID-19 pandemic.

3. Developing ISoP infographics to communicate pharma-
covigilance advice to patients and healthcare profession-
als worldwide.
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4. Conducting ISoP webinars in collaboration with Drug
Safety, available at https://isoponline.org/members/
webinars/.

5. Encouraging ISoP chapters and SIGs to continue rel-
evant work and share key outputs with other [ISOP mem-
bers.

If you would like to get involved with any of the above
projects, please do not hesitate to contact us with offers to
help or with new ideas. Despite all the difficulties this year,
we are confident that our professional society will remain
committed to our mission of monitoring pharmaceutical
products to improve patient safety worldwide.
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