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What is lurking in the shadows for pharmaco-
vigilance of the future? Participants at two recent
meetings have felt strongly enough about their
discussions to issue statements that have the
future clearly in mind.

1. Sicilian Output

Meetings in Erice, Sicily, have a track record
of wide-reaching, influential communiqués on
future concerns, not only in medicine but in other
disciplines, notably physics, where important
statements have been initiated and endorsed by
eminent scientists such as Paul Dirac.

The often quoted EriceDeclaration on pharmaco-
vigilance was 12 years ago and a critical follow-up
Erice Manifesto was issued in 2007.[1] They dealt
with necessary pathways and activities concerning
immediate future changes affecting the safety of
patients. Now, in preparation, is a statement from
the most recent Erice meeting of multidisciplinary
stakeholders concerned with aspects of the safety
of medicines (June 2009). All three Erice meetings
have been about making pharmacovigilance alive
and active to maximize patient safety but the
challenges to achieve this goal multiply. I will at-
tempt to summarize the mood and content of
the latest Erice meeting later.

2. Challenge from Accray.

First, I want to pick up on the 10th Com-
monwealth Pharmacists Association Meeting in
Accra in August.[2] This was a large meeting with
over 1500 delegates who felt strongly enough to
draw up a consensus Communiqué.[3] The theme
of the meeting was ‘Managing threats and crises’,

with a subtitle of ‘yThe vital role of pharmacy in
an unstable worldy’.

Medicine must remain relevant as the world
changes ever more rapidly. This Communiqué is
a call to pharmacists in a world where ‘Natural
and man-made threats and crises and failures of
systems are increasingly common featuresy’. It
draws their attention to using their professional
contacts and skills in a broader and more active
sense. This involvement and commitment is true
for all health professionals with any level of
involvement in the better, safer use of medicines.

The call to action is clear, ‘To be alert to the
specific current and potential threats to the
health, welfare and safety of their patients and
communities’ and ‘To take part in collaborative
planning for the reduction of risk and for the
management of disasters and crises, especially
those that are current and continuous, and those
which can be plausibly predicted.’

What can be ‘plausibly predicted’ relates to:

� Major health matters: Tuberculosis, HIV/
AIDS, malaria, pandemic viral infections,
cancer, heart disease; lifestyle diseases (e.g.
diabetes, hypertension, obesity); tobacco use;
extreme weather events, natural disasters;
control of counterfeit and illegal drug traffick-
ing; unregulated use of medicines.

� Catastrophes: Flooding, wild fires, earth-
quakes, tsunamis, shortages of food, water,
shelter; poor sanitation; lack of education;
lack of access to healthcare services and
medicines; unemployment.

� Vulnerable people: Pregnant women, children,
the elderly. Children need access to age-
appropriate dosage forms of medicines.
Health systems are encouraged to remove
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financial barriers limiting access to healthcare
and medicines, for all children.

� Behaviour: Safe sex, compliant medication
use, rational use of drugs (especially antibac-
terials), disease vector control.

� Pharmaceutical issues and actions: Counterfeit
and sub-standard medicines, medication error,
drug resistance; stockpiling of appropriate
medicines, vaccines, surgical and other supplies;
drills and training in disaster response; prepara-
tion of refuges and safe-havens.
Finally, the Communiqué also notes that

pharmacists bear primary responsibility for
meeting the medicine-related needs of popula-
tions, but the real thrust is their consideration of
unmet challenges in the world today and profes-
sional willingness to confront change where they
perceive they have much to offer.

3. y and from Erice

The previous Erice concerns, and the latest
Erice Statement consider similar rapid changes in
society and with a similar strong motivation to
re-think in the face of new challenges. The pharmaco-
vigilance focus is more limited, but pharmacov-
igilance can no longer be seen as limited to
finding new risks with medicines, confirming
them and quantifying them where possible. We
cannot ignore the common knowledge that half
of the serious adverse reactions taking people to
hospital are avoidable. We cannot ignore some of
the challenges to the safety of medicines men-
tioned in Accra.

The Statement recognizes three areas of major
change that have happened in recent years:
� the multiplicity of stakeholders who have

legitimate and active concerns about medi-
cines;

� the dramatic expansion of information tech-
nology, which makes bad and good informa-
tion available globally as well as offering new
communications possibilities;

� the broadening of our concerns about the safe
and effective use of medicines. A neglected
problem is the need for a vigorous approach
to the known harm that is caused by old
medicines. An evolving problem is the leakage

of medicines and their metabolites into the
environment.
What does the Erice Statement say concerning

these issues? The statement is due for publication
soon, and should be a short summary of the
points discussed below.

3.1 Stakeholders

Active research is necessary to find out about
stakeholders’ perceptions, requirements and inter-
actions with each other in order to engage them
as active parties with agreed roles and responsi-
bilities. Trust is of the essence and can only be
achieved through satisfactory dialogue and open-
ness. Dialogue with patients must encourage
them to be active participants, not the objects of
some message, perhaps seen only once, leaving
them confused and alone. Knowledge of stake-
holders will enable targeted messages and dialo-
gue to be developed, as well as encouraging active
partnerships.

Blame, Trust and Legal Concerns

There is a welcome and solid move towards
a no-blame culture (but maintaining account-
ability), understanding that many safety deci-
sions, particularly about early signals, are based
on uncertain probabilities gleaned from limited
evidence. Decisions to provide information,
warnings or to take other regulatory measures
cannot always wait for illusory certainty: the de-
cisions will rest on expert judgement, based on
available information, which must be fully and
openly explained in the context of avoiding ser-
ious harm to patients frommedicines. Regulators
and the pharmaceutical industry are at the fore-
front of knowledge concerning medicines and
they have the best data and information on medi-
cines’ benefits and risks. Their resources must be
used fully to support clinical practice in the
changing world, and in a much more robust and
imaginative way than in the past. Fear of litiga-
tion hampers open debate and transparency over
judgements behind decisions.

The increasing establishment of scientifically
trained reporters and researchers in the general
media (including radio, television, print media
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and as independent reporters) has meant that
they have an increasing role as critics and inter-
preters of all areas of science and medicine. The
media are a key partner in communication and
education of the public, but they are not there
for pharmacovigilance propaganda: scientific
reporters will and should comment critically on
information they receive; the responsibility of
pharmacovigilance professionals is to ensure that
they communicate openly, rationally and help-
fully with competent reporters in a proactive way.

3.2 Information Technology

Information technology is an important new
tool for many, but the vast amount of information
available on the web may be dangerously confus-
ing. Trusted, objective information must be made
available for all the various stakeholder require-
ments. One impediment to clarity of information
and good communication is the fear of litigation,
which both encourages the over-inclusion of some
items of risk (background events or very unlikely
items) and the omission of all-important in-
formation on the likelihood and extent of risk as
well as advice on alternative treatments available
or other risk limitation strategies. In my view, this
area improves all the time but there are still many
situations in which useful information is not
easily available to health professionals or the
public.

Lack of trust seems to be an impediment to the
collection of information on medicines safety as
well. Longitudinal healthcare records, securely
anonymized, have a huge potential for following
the good and bad consequences of medicines in
routine therapy. Continuing concerns raised
about confidentiality and security of such data-
bases threaten these vital sources of information.
The concerns are based on the possibility of
lapses in security or breaches of confidentiality
rather than actual experience of harm from the
use of anonymized patient data. Politicians,
the media, and those who influence them on the
balance of benefit and possible harm from the
use of patient records must avoid unreasonable
restrictions in the use of patient data. Pharmaco-
vigilance and epidemiological professionals

should continue to lobby for the responsible use
of anonymized patient data for the benefit of the
majority, but they must also make sure their
practice safeguards individuals.

3.3 Ecopharmacovigilance

Drugs of all sorts and their metabolites are
found in increasing quantities in effluent, with a
recognized impact on the environment. The threat
to humans is both direct and indirect: direct via
contamination of water and indirect via environ-
mental change. Estrogens and antimicrobials are
often cited as problem areas. Already the safe
disposal of medicines is encouraged, and environ-
mental impact analyses are part of the regulatory
requirement for new medicines, but more may
need to be done to protect our environment and
ourselves.

4. Meeting Perspectives

The world has had its fill of high level declara-
tions of intent, and a comparison of the highlights
of the two meetings is interesting. The Accra
meeting Communiqué is a paradigm-shifting call
to a new vision of service for all pharmacists, just as
the Erice Declaration of 1997 called for a new view
of pharmacovigilance.

On the other hand, the Erice Manifesto and the
future Erice Statement are largely progress reports
and indicate some improvementsmade, butmainly
the lack of change, the obstacles and new horizons
of challenge – we move slowly. Is our vision dim-
med, our ardour cooled by bureaucracy, procedure
and compromise? Where is the evidence that
pharmacovigilance has led to improvements in
public health?

What are the reasons why implementation of
splendid intent is so slow? The safety of medicines
is left behind in enthusiastic considerations of
effectiveness: the urge to deliver antiretroviral
medicines to those who need them was the
priority, not their monitoring and safe use. The
promotion of vaccines emphasizes their effec-
tiveness, not the risk, however small.

Because the risks are indeed small for each
medicinal product they are discounted, even
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though the combined effect of the adverse effects
of medicines is the fifth largest cause of mortality
in the US.

Moreover, pharmacovigilance is stuck in its
history, its concentration on finding and ‘prov-
ing’ novel adverse drug reactions. Almost all our
effort is directed towards that area of science and
technology, and little of our professional gaze is
on how to measure and improve safety in ther-
apeutics. Yes, researchers have amassed a good
deal of information about what is right and
wrong in choosing, prescribing and dispensing
medicines but we lack the determination and the
resources to apply that information to daily
practice. In fact it is not even clear who would
implement four changes that would make a big
difference:
� better training in therapeutics and pharmaco-

logy, with the safety of medicines always being
considered alongside their effectiveness in a
real equipoise;

� time for health professionals to have mean-
ingful dialogue with their patients;

� coherent information technology systems that
are designed to support an up-to-the-minute
aid to prescribing, dispensing and reporting,
with the latest warnings and regulatory in-
formation as well as more extensive useful
information and references included. In such
systems all of the patient’s medicines from
whichever prescriber would be recorded. The
systems would enhance clinical efficiency, not
add to workloads;

� better monitoring of the effectiveness of what
we do in pharmacovigilance.
The number of influential stakeholders in

the effectiveness and safety of medicines grows

dramatically. Our pharmacovigilance efforts in a
world of limited economic growth are fractured
into smaller fragments and efficiency increasingly
impaired. We must cooperate, not duplicate un-
necessarily and confuse, to achieve even the four
changes mentioned above. Those who want to
offer new ideas should consider what already
works well and build on that. The global chal-
lenges considered by the Accra meeting need
concerted action; perhaps this action will re-start
the avalanche of development – but changing
only those structures and functions that do not
work will improve the safety of medicines, parti-
cularly when we have limited resources.
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