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Public Pharmacovigilance Communication
A Process Calling for Evidence-Based, Objective-Driven Strategies
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Abstract As a contribution to the debate on how best to communicate information
on the effective and safe use of medicines to patients, healthcare professionals
and the general public, this article proposes to distinguish between commu-
nication and transparency purposes, and to test a strategic health commu-
nication approach. Any organization aiming to improve medicines use could
adapt this approach to its remits and legal obligations.

The approach includes agreeing measurable communication objectives
through shared problem ownership of all concerned parties, evidence-based
design and a cyclic process for planning, implementation and evaluation of
communication as a public health intervention.

The evidence base, which supplements risk assessment for product- and
situation-specific communication on safety concerns, would be derived from re-
search into drug utilization, medical decision making and risk perception, as well
as from the participation of patients and healthcare professionals. It is crucial to
address the practical questions and concerns of medicine users and to find out
why unfavourable patterns of medicine use persist, in order to develop behaviour
change models for overcoming these obstacles. For this purpose, appropriate
models for facilitating the participation of medicine users in the risk management
process will need to be explored. Such two-way communication would inform
risk assessment as well as the analysis of risk minimization options, allow for
agreement upon communication objectives and enable understandable, attrac-
tive communication materials to be designed. The communication programme
should use mixed media and repetition of messages for long-term success. This
would require cooperation within healthcare and medical information systems.
An evaluation of the effectiveness of the communication should support the
sustainability of the programme and provide lessons for the future.

Given its mission, the pharmacovigilance community has the standing and
duty to expand its scale of action and take the initiative in advancing risk
management through a scientific approach to improving public commu-
nication for the safety of patients.

How best to communicate information on the e there is considerable medicine-induced patient

effective and safe use of medicines is currently a harm that may be preventable through com-
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Patient harm as a result of medication errors
and adverse reactions to medicinal products has
been recognized as a major concern in health-
care.[l7 Medication errors are preventable events
that may be related to healthcare products, proce-
dures or systems, including prescribing, dispensing,
administration and patient education.’® Knowledge
and performance deficits in healthcare profes-
sionals have been found to cause 44% of medica-
tion errors.”) An adverse reaction is a response to
a medicinal product that is noxious and unin-
tended,'%) and sometimes these reactions are due
to medication errors. About 30% of adverse reac-
tions leading to hospital admissions are considered
preventable,!''! rising to as much as 88% in the el-
derly.l' A systematic review of studies found that a
median proportion of 33% of such admissions were
due to treatment adherence problems, 31% were
due to prescribing problems and 22% were due to
patient monitoring problems.[

It is the mission of pharmacovigilance to pre-
vent adverse effects and any other problems re-
lated to the use of medicines.['3 Consequently,
the latest developments in pharmacovigilance have
focused on product-specific risk management.[4-18]
To be effective, risk minimization activities re-
quire communication with patients and health-
care professionals as well as between these two
parties.

However, a consensus on how best to com-
municate has not yet been achieved, mainly be-
cause of the complexity of the matter and the
different objectives legitimately pursued by the
various parties: regulators have to communicate
product-related decisions taken in the interest of
public health, i.e. affecting all subgroups of a
population, while healthcare professionals need
information that enables them to individualize
medications in order to improve the overall health
of their patients in a given healthcare system. The
pharmaceutical industry does not deal with just
one country and one healthcare system; it has to
take a global view and to consider business issues
while focusing on product safety and liability.
Patients with various degrees of ability and self-
empowerment need information that can be easily
obtained, understood and applied to their specific
life situations. In addition, it is academia’s role to
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research and debate evidence and uncertainty,
while the media have a dual role to disseminate
new information of interest to their customers as
well as to review critically how important pro-
cesses are conducted by various parties within
society. This dual role may lead to the combined
dissemination of health news and critical reports.

A number of factors make communicating
pharmacovigilance information complex. These
include limitations of evidence on the safety con-
cern, rapid advancement of science, variable per-
ceptions, knowledge, literacy and numeracy levels
in the population, as well as daily competition for
headlines.['?2 Health risks are difficult to un-
derstand properly in quantitative terms, even for
specialists.['>2!] How the data are perceived by
specialists and others depends, inter alia, on the
respective values of the receivers,[>31 psychological
factors?®# and the trust the receiver has in the
sender.[?]

For the purpose of consensus building, the
principles and practical guidance already made
available by international pharmacovigilance
experts in the Erice Report?®27 and in the more
detailed publication ““Dialogue in Pharmacovigi-
lance”?81 will be helpful. More recently, high-level
recommendations on communication and patient
safety have emerged from workshops with con-
cerned parties.[?*-3% These principles and recom-
mendations should be read together with latest
research findings from sociology, psychology and
neuroscience. Furthermore, there is valuable ex-
perience from public communication on environ-
mental and food risks.[31:32

Beyond consensus building, the challenge lies
in implementation. The drive to improve phar-
macovigilance communication may benefit from
a review of implementation frameworks that have
proved successful in similarly complex risk areas,
thus validating their practicability and effective-
ness for supporting the effective and safe use of
medicines.

As a contribution to the debate, this article
proposes to apply the strategic approach used in
other areas of health communication to public
pharmacovigilance communication. In this con-
text, public pharmacovigilance communication
will refer to the communication of information
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on the safety of medicines in the context of their
benefits between any organization aiming to im-
prove the use of medicines and the public or sub-
groups of the public such as groups of patients or
healthcare professionals. The proposal will be based
on a theoretical transfer of concept, discussed
critically with a view to future testing.

1. Defining Communication and
Transparency

Within the area of pharmacovigilance, the terms
communication, information and transparency
are often used and understood differently.

1.1 Communication

In communication science, various definitions
of communication exist: communication may be
characterized as having an intention or it may
also refer to non-intentional messages, such as
unconscious body language or connotations. When
a definition includes normative judgements (i.e. a
statement about what is and is not desirable or
acceptable), only messages achieving the intention
are regarded as communication. Other definitions
of communication are not necessarily concerned
with the communication outcome. Communica-
tion scientists recommend developing, for any
given situation, a specific model that best de-
scribes the situation, and defining the term com-
munication accordingly.[33

For pharmacovigilance, with its mission to
prevent medicine-related problems, an intention-
focused definition of communication seems ap-
propriate. Furthermore, experience with vaccines
has shown that a two-way model is more suitable
than a one-way model in the risk management of
medicines.’¥ In a two-way model or dialogue,
the information flow goes from sender to receiver,
as well as in the opposite direction where the
original receiver becomes the sender of informa-
tion. This model goes beyond the traditional one-
way model for public communication, in which
experts aim to educate the public.>3] Hence, com-
munication may be defined as a two-way process,
involving a sender transmitting information to a
receiver with a declared intention or expectation.
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Specific communication models need to be de-
veloped to describe each product-specific situa-
tion of pharmacovigilance communication, with
these models describing the complexity of each
situation and all parties involved, including the
media.

The term information refers to knowledge ob-
tained or given,[3%37] ie. the contents of the
communication process. In general, information
is a meaningful set of signs.[*® Communicated
information may be called a message.l®!

The intention of the sender may be termed the
communication objective, referring to a specific
action and aiming to change behaviour in the
receiver, i.e. the target audience.

Bringing the terms communication and infor-
mation together, communication can be viewed as
an information-based, message-centred process.[**!

1.2 Transparency

Transparency literally describes the quality of
allowing light to pass through an object, so that
objects behind it can be seen.’%37 In the figurative
sense, as derived from a definition approved by
the International Monetary Fund for monetary
and financial policies,*”! transparency may be
defined as processes and features that create an
environment in which information on policy and
action objectives, decisions and their rationales,
as well as terms of accountability (including their
legal, institutional and economic frameworks), are
provided to the public in an understandable, ac-
cessible and timely manner. This includes clarity
on the absence of arbitrariness and conflicts of
interests.%

1.3 Relationship Between Communication
and Transparency

While communication and transparency are
two different concepts, they are nevertheless linked.
Firstly, it has been shown that communication is
more effective in reaching its objectives when the
sender is trusted®) and that transparency creates
trust in an organization.*!! Secondly, transpar-
ency is a prerequisite for and a result of public
participation, which is an element of strategic
communication, as outlined in section 2. Thirdly,
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both communication and transparency processes
make information available, although for differ-
ent purposes. While transparency serves demo-
cratic decision making, communication aims at
behaviour change. These two different purposes
require different content and differentiated pre-
sentation of information.

2. Strategic Health Communication

In the area of health, one approach to com-
munication is known as strategic health commu-
nication. This is established practice in the US
for disease prevention, with proven positive ef-
fects.[*?] It has also been applied with some suc-
cess for purposes as challenging as the prevention
of birth-related deaths in developing countries*’]
and HIV transmission.**1 Another example is
the anti-smoking campaign in the UK in the
1990s.11

The key features of this approach are the
agreement upon the communication objective
involving all concerned parties, strategic pro-
gramme design and implementation according
to a planning cycle. Communication is seen as a
public health intervention with desired health
outcomes. !

Engaging all parties in the process reflects the
latest thinking in risk communication, which
aims to build up mutual trust by responding to
public concerns, address questions relevant to the
individuals concerned and enhance public un-
derstanding of risk assessment results, thereby
enabling individuals to make an informed choice.
This thinking is based on psychological risk per-
ception and related cognitive behaviour re-
search.[*7] The insights gained from involving all
parties forms the evidence for designing situation-
specific communication programmes.[46]

In practice, the approach combines elements
of project, quality and change management using
social marketing and participation models. Social
marketing is the use of marketing principles and
techniques to persuade a target audience to vo-
luntarily change behaviour for the benefit of in-
dividuals or groups.[*®]

The five procedural steps of strategic health
communication*®! are shown in figure 1.
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All concerned parties

1. Problem
analysis

5. Evaluation, 2. Strategic

replanning design
Communication
objective
4. Implementation 3- Material
- 1mp development

Evidence

Fig. 1. Five-step process of strategic health communication.

2.1 'SMART" Objectives

Within this five-step process, agreeing upon
the communication objective means deciding how
to remedy a health problem by means of a commu-
nication programme. The strategic health commu-
nication approach uses an established management
principle, according to which objectives should
be ‘SMART’, i.e.:

e specific in terms of the behavioural action they
call for;

e measurable for the purpose of programme
evaluation;
appropriate to remedy the problem;
realistic, taking into account the present
environment, cultures and systems with a view
to potential for change;

e time-bound, i.e. having a realistically set point
in time by which the programme should be
successfully completed in accordance with
public health needs.’!

2.2 Theories of Behaviour Change

Aiming at behaviour change involves selecting
an appropriate behaviour change model, explain-
ing why and how the communication programme
is expected to change that behaviour, based on
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informed choice. This requires determination of
the necessary changes in attitudes, knowledge
and skills for each audience segment, taking into
account their emotions, social environments, va-
lues and goals.[*®! Stimuli that are involved in
changing behaviour work in combination at the
rational, emotional and social level. How these
three levels relate to each other varies between
individuals and groups, and this is reflected in
various generic behaviour change models.?”

To give a classic example, the communication
objective could be to cut the teenage smoking rate
by 50% within 5 years. One audience segment
may have started smoking as a result of social
learning from their parents, bolstered by a desire
to belong to an adult cohort. In another audience
segment, a teenager raised in a health-conscious
environment may have chosen to smoke in order
to express independence from the family. The
obstacles to behaviour change in these two seg-
ments are different, and a communication cam-
paign would have to issue different communication
messages: for example, one message raising confi-
dence in being recognized as a member of a mature
group, even when behaving differently from that
group, and another appealing to independent-
minded personalities who nevertheless relate to
their group by indulging in contrary behaviour or
following an external opinion leader. This shows
that when developing communication messages,
it is not enough to simply translate the commu-
nication objective into a message such as ‘don’t
smoke’; the audiences must be approached in
terms that reflect their motivations, using slogans
such as ‘my best friend doesn’t smoke” and ‘I’'m
going my own way; smoking isn’t part of it’.

This example illustrates the theories of social
learning and diffusion by opinion leaders. Other
key theories of behaviour change are the theories
of reasoned action and threat management. Be-
haviour change, according to the theory of rea-
soned action, is triggered by rational processing
of information in which the information itself
may or may not be evidence-based. The theory of
threat management derives from the discipline of
risk management and uses information about
terrible potential outcomes to provoke emotions
as triggers for risk minimization action.’%
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3. Public Pharmacovigilance
Communication

When applying the strategic health communi-
cation approach to pharmacovigilance, commu-
nication to patients and healthcare professionals
is not seen as a mere risk minimization activity
at the end of the risk management process, but
rather as a two-way communication between
those responsible for planning risk management
and medicines users integrating with all stages of
the risk management process.

The following five-step process (see figure 1 and
sections 3.1-3.5) is proposed for communication on
the safety of medicines in the context of their bene-
fits between any organization aiming to improve the
use of medicines and the public or subgroups such
as groups of patients or healthcare professionals.

3.1 Analysis of the Safety Concern as a
Communication Challenge

The first step aims to understand the commu-
nication challenge of the relevant safety concern
and should deliver situation and audience analy-
ses. This means reviewing the preliminary risk as-
sessment as well as the scientific and mass media,
and engaging in a direct dialogue with patients
and healthcare professionals.

A review of the scientific media relates to re-
search on drug utilization, healthcare, medical
decision making, patient safety and risk percep-
tion, as well as cognitive, behaviour, communica-
tion and media science.

A situation analysis will help to understand
the following:

e Who are the users of the medicine concerned in
terms of patients and healthcare professionals?

e How is the medicine used within various health-
care systems and settings?

e Which social and medical aspects may be in-
volved?

e How is the safety concern discussed in the
scientific and the mass media?

e Which risk management options are feasible
and how likely are they to be communicated
effectively?

e Which populations and organizations should
be part of the communication process?
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The analysis should address prescribing, indi-
cations, contraindications, off-label use, dosage,
length of treatment, typical concomitant medi-
cations, dispensing, administration, misuse and
abuse, as well as medication errors or inconven-
iences that undermine the effective and safe use of
the medicine. Examples of cultural aspects requir-
ing consideration are the different attitudes var-
ious societies have towards pain management!-32
and differences of concerns patients from various
religious backgrounds express over psychotropic
medicines.[>3

An audience analysis regarding the medicine’s
users should apply audience segmentation and
focus on the following:

e What risk perceptions do the various medicine
users have and how have these been formed?

¢ What information needs in terms of the bene-
fits and risks of the medicine do the medicines
users have?

e What information is already available to each
audience segment?

e Which cultural aspects might apply to the
various audience segments?

e What behaviour changes are needed to mini-
mize risks and what might be the obstacles that
deter the various medicine users from enga-
ging in favourable behaviour change?

e Which media do the various medicine users
prefer?

Information needs and risk perceptions are
interrelated and differ amongst and between pa-
tients and healthcare professionalsl®*33! by, for
example, culture, education/specialization, attitude,
age, health status and rating of the expected
treatment benefit.’% It is important not to offend
the audience through inaccurate knowledge of
their perceptions”! or lose the audience’s atten-
tion through repeating widely known information
instead of filling information gaps.[*®! Perceptions
and underlying beliefs and values of non-experts
and those bearing a risk are not irrational per se
and often they are more complex than those of
specialists.[>]

Within two-way communication, the results of
the situation and audience analyses will inform
the benefit-risk assessment so that medicine use
patterns, practical questions, as well as concerns
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and risk perceptions of medicine users may be
addressed in the assessment, and the conclusions
may be used as a basis for communication.

The situation and audience analyses may fur-
ther serve as an evidence base to analyse risk
minimization action options and respective com-
munication objectives in terms of their risk mini-
mization potential. This potential will be enhanced
by designing acceptable, feasible risk minimiza-
tion activities that can be easily integrated into
medical practice and patient routines.

3.2 Strategic Design of Public
Pharmacovigilance Communication

The benefit-risk assessment and option ana-
lysis conclude with a recommended risk minimi-
zation action and communication objective. The
risk minimization action may relate to, for exam-
ple, a contraindication or a dosage restriction, and
necessitate further advice on identifying risk fac-
tors, patient monitoring, dose tapering or switch-
ing to alternative medication. Taking into account
the situation and audience analyses, a communica-
tion plan for how to achieve the objective should
be available at the end of the second step of the
communication process (figure 1). The plan should
describe the communication model, the behaviour
change model, the strategic design and the en-
visaged implementation. This includes allocated
responsibilities, types of communication materi-
als, channels and timelines for their dissemination,
and the plan for monitoring the effectiveness of
the programme.

3.2.1 Product- and Situation-Specific

Communication Models and Strategies

Unfortunately, no generic communication strat-
egy is available; the same strategy, when applied
to a different audience, healthcare system or cul-
ture, may produce different outcomes.[° Ex-
perience with terfenadine, cisapride, bromfenac,
troglitazone and acitretin has shown that the
strategy needs to be specific if risk communica-
tion is to be successful.l®!l The underlying com-
munication model for a safety concern on, for
example, a routine vaccination of children and
teenagers will be different than for a vaccination
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campaign during a severe pandemic; it will be
different again for a pregnancy prevention pro-
gramme for a medicine used in young women
than for cancer treatment in older patients. In
each situation, the target audiences, their health-
care environments and media preferences will be
different, different public bodies will be involved,
schools may or may not play a role, and the mass
media will have a different focus.

3.2.2 Obstacles to Behaviour Change

The behaviour change model should describe
how to overcome the obstacles to behaviour
change in each audience segment. Obstacles exist
even where there is high motivation for good
quality healthcare. The obstacles may, for ex-
ample, be amplified risk perceptions and un-
addressed fears, as in the area of vaccination, %
or structural and social, as with obstacles to
changing prescribing behaviour.

The following obstacles to changing prescrib-
ing behaviour have become evident through re-
search into quality of healthcare:[3]

e deficiencies in knowledge of up-to-date com-
parative benefit-risk profiles of medicines;

e Jack of time to switch patients to a new
treatment;

e perceived patient expectations to issue a
prescription of a particular medicine as proof
of being taken seriously and receiving appro-
priate treatment;

e fear of losing the trust of the patient if the
currently prescribed medicine is abandoned;

e general difficulties in changing behaviour and
maintaining it.

For healthcare professionals, reasoned action
backed up by opinion leaders/idea champions is
probably an effective behaviour change model,
given that research has shown that local opinion
leaders may successfully promote evidence-based
practice.[° For communication with patients, it
is likely that the appropriate behaviour change
model will often be derived from the theories of
reasoned action and social learning. Because
prescribing behaviour may depend on perceived
patient expectations, it is proposed that commu-
nication programmes should target healthcare
professionals and patients in parallel.
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3.2.3 Addressing the Concerns of the Public

Concerns that might lead to inappropriate
behaviour can only be overcome if the audience is
taken seriously and their knowledge and emo-
tions are acknowledged.[® According to findings
from neuroscience, humans only seem to make
decisions and take action when motivated at the
emotional level.°%81 An analysis of the public
debate surrounding the hypothesized link be-
tween the measles-mumps-rubella vaccine and
autism in the UK from 1998 to 2005 claims that if
public fears had been addressed there might have
been a smaller decrease in vaccination coverage
and the measles outbreaks might have been pre-
vented.[®! In order to provide a response to such
vaccination fears, clear statements acknowledg-
ing public concerns and providing case narratives
from disease outbreak victims have been pro-
posed.[®1 This corresponds to threat management
as a behavioural change model.

3.2.4 Mixed Media Approach

Communication channels, material types and
timelines for dissemination can be selected for a
mixed media approach in order to reach all au-
dience segments according to their media prefer-
ences, and may benefit from the synergistic and
mutually reinforcing effects of the same message
reaching the targeted individuals repeatedly and
in various contexts.[4¢]

Communication channels are not limited to
mail, websites and so-called new media, but also
encompass other ways of informing groups through,
for example, conferences and educational events.

Communication materials may take the form
of written text and pictures, or be of the audio-
visual type. Thus far, summaries of product char-
acteristics or similar product datasheets, package
leaflets, direct healthcare professional communi-
cations (commonly known as ‘Dear Doctor letters’),
drug bulletins and, more recently, video clips have
been used in the area of medicines safety. For chil-
dren and teenagers, video games about chemo-
therapies, explaining the importance of treatment
adherence and explaining adverse reactions, have
been tested successfully.[’” Communication ma-
terials may include announcements to the media
(press releases) and materials that may be provided
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to healthcare professionals to support interper-
sonal communication with patients or carers (tear-
off sheets). For medicinal products with specific
high risks, risk management plans may require,
for the purpose of risk minimization, compre-
hensive sets of documents with training materials
for healthcare professionals, as well as educa-
tional materials and treatment consent forms for
patients.

There is currently little evidence regarding
the types of communication interventions that
are successful in improving healthcare practices
and the circumstances under which they best op-
erate.’l:72] Studies aiming at best practices for
knowledge translation in healthcare have shown
that while no single method is capable of achiev-
ing more than moderate success, a combination
of interventions, such as information dissemination
supported by opinion leaders,[*¥ continuing edu-
cation events’?] and educational outreach visits,[’4
followed up by reminders and participation options
with self-directed behaviour change, are more likely
to be successful on a broader scale.[>76]

Launching combined and repeated interven-
tions will require cooperation with academia,
organizations providing continuing education for
healthcare professionals, healthcare quality man-
agers, healthcare professional organizations, or-
ganizations responsible for health education of
the general public and patient organizations.

3.3 Development of Pharmacovigilance
Communication Material

During the third step (figure 1), the communi-
cation objective is translated into messages and
the communication materials, in accordance with
the communication plan, are developed by com-
munication experts with user participation. Sub-
sequent user testing and improvements should
ensure the acceptability, understandability, attrac-
tiveness and effectiveness of all communication
materials.[40]

Through application of the ‘SMART’ criteria,
the communication objective needs to clearly
specify the action called for so that it may be
translated into messages that patients and health-
care professionals can follow as easily as possible.
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Ideally, this means, for example, providing
laboratory value thresholds that require patients
to be switched to alternative treatments or crite-
ria for diagnosing adverse reactions with clear
advice on how to manage them. It is important
to avoid, whenever possible, unspecific or even
message-diluting statements such as the follow-
ing, found in recent communications to health-
care professionals: “monitor patients as clinically
appropriate”, “careful consideration to the risks
of the medicine should be given when prescrib-
ing” and “monitor all patients, in particular those
over 65 years of age.”” Such messages are open to
the interpretation of the receiver and it is difficult
to define parameters to measure whether they are
followed.

3.4 Implementation of Public
Pharmacovigilance Communication

During this fourth step (figure 1), implementa-
tion of the communication plan should be mon-
itored and recorded to ensure that all interventions
are taking place as planned and that unforeseen
problems are promptly addressed, possibly by
means of programme adjustments.*¢ All parties
should stay in touch so that they may react ap-
propriately to any event, such as emerging new
safety data, a debate on the safety of the medicine
in the media or uptake of the communication
materials in a different way from that intended.

3.5 Evaluation of Public Pharmacovigilance
Communication

Evaluation measures how well a programme
achieves its communication objective and ex-
plains why it is effective or not. All parties should
be made aware of the evaluation report so that
programmes may be re-designed if necessary and
maintenance programmes planned with a view
to securing sustainable achievements. In order
to maintain the desired behaviour, communica-
tion effectiveness must be monitored over time.
The evaluation should also support future com-
munication interventions.*®! Hence, with this
fifth step (figure 1), a new planning cycle may be
entered.

Drug Saf 2010; 33 (12)



Strategic Pharmacovigilance Communication

1073

The evaluation may take place on three levels,
investigating whether:

1. implementation was in line with the commu-
nication plan;

2. the communication objectives were achieved
in terms of behaviour change;

3. the communication programme improved
health outcomes in accordance with the agreed
objective.

At level 1 the effectiveness of the programme
management is monitored, at level 2 one evalu-
ates the effectiveness of the communication itself
and at level 3 one validates the appropriateness of
the regulatory action, including the related public
pharmacovigilance communication.

The methods used for evaluating at level 2 are
those used in drug utilization research and qual-
ity management of healthcare, in particular stud-
ies on prescribing practices using prescription
databases. Also, medicine user surveys may do-
cument knowledge gains and the formation of new
behavioural intentions. The methods for evalu-
ating at level 3 are those developed by pharmaco-
epidemiology for studying causal relationships of
patient outcomes.

4. Discussion

There are a number of challenges in applying
the strategic health communication approach to
pharmacovigilance.

4.1 Applicability to Different Organizations

This article, which addresses the pharmaco-
vigilance community as a whole, does not discuss
the different roles and responsibilities or specific
tasks of the various parties in relation to the pro-
posed communication process. These will depend
on local legislation, policies and practices. For
example, pharmaceutical companies are legally
obliged to submit risk reviews in various formats
and proposals for risk minimization, but deci-
sions on risk minimization actions lie with the
regulatory authorities. Also, there may be legal
restrictions on pharmaceutical companies regard-
ing how they may approach medicine users. On a
smaller scale, the proposed communication pro-
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cess could be used by a hospital to promote the
safer use of medicines. Consequently, any imple-
mentation must be adjusted to the respective
organization.

4.2 Participation Models for Involving Users
of Medicines

A direct dialogue with patients and healthcare
professionals may be engaged by various means,
such as surveys, meetings with representatives or
internet-based calls to the public.[*”1 Appropriate
participation models must be explored and will
also depend on the organization leading the
communication process. A crucial criterion for
appropriateness will be representativeness.

4.3 Situations Requiring Confidentiality

Specific participation models ensuring con-
fidentiality will be necessary for emerging safety
concerns that are not yet in the public domain
and require well planned communication to pre-
vent scares and detrimental behaviour in medicine
users. This may be facilitated by involving a lim-
ited number of concerned party representatives.
If, in such situations, any party breaches con-
fidentiality during the communication planning
stage, the strategic, proactive communication pack-
age must be replaced by reactive communication.
Reactive communication is likely to be of lower
quality and, in any case, will appear defensive,
carrying with it a high probability of destroying
public trust in those responsible for risk man-
agement; it should therefore be avoided whenever
possible. Communication planning should not
delay the availability of information to the pub-
lic, but rather support timeliness.

4.4 Timing in Situations of Urgency

When a safety concern warrants urgent com-
munication for health protection, it could be ar-
gued that the participation of medicine users and
performing situation, option and audience ana-
lyses delay the release of important information.
However, if participation and collection of the
relevant data could become a continuum in phar-
macovigilance, and the analysis of the collated
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information a routine in risk assessment, delays
might not occur or may be justified by the in-
creased quality of risk management. Risk assess-
ment and agreement upon risk minimization ac-
tivities are often subject to urgency, but urgent
messages are also important messages and, if
communicated poorly, are public health risks in
themselves. This was sadly demonstrated by the
‘pill scare’ of 1995, resulting in increased rates of
unwanted pregnancies and abortions in the UK.["7]
Therefore, thought should be given within the
pharmacovigilance community to building an in-
frastructure for urgent situations. For example,
participation of medicine users could possibly be
limited to a task force, involving only very few
but competent representatives who are trusted by
the population they represent.

4.5 Situations of Uncertainty

An important point in the debate about best
communication practices for patient safety relates
to whether public communication should take
place at a time of uncertainty over a new con-
cern or whether evidence should be awaited.[3!
Where there is clear evidence of a risk and effec-
tive risk minimization action can be taken, com-
munication objectives fulfilling the ‘SMART’
criteria are obviously required. The most promi-
nent example here is the teratogenic risk of tha-
lidomide, necessitating pregnancy prevention.

Specific, measurable communication objec-
tives are less obvious in situations of uncertainty
when evidence is limited — a common situation in
pharmacovigilance. In such situations, it may be
decided to continue data collection, restrict use
of the product or withdraw it on precautionary
grounds, or raise risk awareness in healthcare
professionals and patients without providing de-
tailed guidance for risk minimization. In the lat-
ter case, the strategic communication approach
cannot be exploited to the full given the absence
of a call to medicine users to engage in specific
action. Consequently, the pharmacovigilance
community should discuss whether and how to
provide as much detailed guidance as possible to
medicine users in situations of uncertainty. Public
participation is particularly required in situations
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of uncertainty because, in these situations, per-
ceptions, values and trust are crucial.[’87°]

4.6 Development of Behaviour Change
Models

The development of behaviour change models
for improving medicines use will be a new topic
within pharmacovigilance and will necessitate
cooperation with social and healthcare scientists,
as well as psychologists, in order to learn about
decision making on therapeutic choices and ob-
stacles to behaviour change.

4.6.1 An Example Relating to Prescribers

Although the risk posed by benzodiazepines in
terms of increased accident rates is well estab-
lished,®%1 it is still unclear why, despite the lack of
any benefit, widespread over-prescribing for pro-
longed use continues.¥!-82] One reason could be
that prescribers perceive the risk as low. Social care
workers are aware of cases where prescribers of
medication for mental health problems do not
seem to have considered the increased risk of
patient falls in the home and where improved
inter-professional coordination between health
and social care is required for risk minimizing
actions.®3 If that proved to be a common omis-
sion on the part of prescribers, a communication
programme targeting prescribers with a slogan such
as ‘Benzodiazepines? How many stairs are there in
my patient’s house?” could be worthwhile.

Another possible reason may be that physicians
feel under pressure from patients to continue
prescribing. A recent study in the Netherlands
found that general practitioners felt more inclined
to educate patients about the lack of efficacy and
risks of long-term benzodiazepine use when they
also saw benzodiazepine use as disadvantageous,
expected their patient education to have a posi-
tive impact, perceived more social pressure to
educate and felt they were more capable of edu-
cating patients.®!] The study indicates that a
communication programme is more likely to be
effective if it increases risk awareness in prescri-
bers, builds up a professional norm and strength-
ens prescribers’ confidence in their own ability to
educate patients.
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4.6.2 An Example Relating to Pharmacists

A Dutch study on the effectiveness of the risk
management plan for isotretinoin showed that
<10% of pharmacists complied with their obliga-
tions regarding pregnancy prevention, although
64% agreed with their role in the risk manage-
ment plan.®4 One reason for this could be that
they simply forgot their obligations, in which case
computer-based risk management systems should
be helpful. It is, however, also important to find
out whether there are other reasons. Our own
experience shows that pharmacists do not always
feel comfortable raising personal questions of a
young female or may be afraid of embarrassing
her in front of other customers when asking her
into the confidential counselling space. An appeal
to the professionalism and interpersonal skills of
the pharmacist could build self-confidence and
help overcome these social obstacles, with re-
minders such as ‘Isotretinoin requires pregnancy
prevention. Talk to her, care for her.’

4.7 Communication of Meaningful
Information for Therapeutic Decision Making

Some healthcare professionals may reject the
idea of being targeted for behaviour change as
they may see this as an attempt to interfere with
their responsibilities in therapeutic decision mak-
ing. However, this is not the intention of strategic
communication. Rather, it aims to disseminate
meaningful information that makes informed
therapeutic choice and individualization of ther-
apy possible. The very consideration of this infor-
mation already constitutes behavioural change,
and it is up to the individual healthcare profes-
sional to judge whether and how the information
applies to individual benefit-risk balances and to
discuss this with their patients.

4.8 Cooperation with the Patient Safety
Community

Close cooperation with the patient safety com-
munity is required, given the overlap in scope
with pharmacovigilance. Patient safety as an ac-
tion area is inter alia concerned with medical
error analysis and prevention, and its scope in-
cludes medication errors regardless of whether
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they cause patient harm or not.[® Interaction
between these two communities may even man-
ifest itself as integration with patient safety in-
itiatives, pursuing reduction and mitigation of
unsafe acts within the healthcare system, as well
as best practices that have been shown to lead to
optimal patient outcomes. 8¢

4.9 Impact of Scientific and Mass Media

The public debate surrounding the hypothe-
sized link between the measles-mumps-rubella
vaccine and autism in the UK, which resulted in
severely decreased vaccination coverage and measles
outbreaks, illustrates the impact of the media on
health behaviour in the population.[®”1 However,
little research has been done on the type of infor-
mation the public expects from the media or what
might lead to a positive impact.[®] In any case,
health journalists normally have no interest in
disseminating false information as this damages
their reputation,® although they may experience
difficulties in the competition for headlines when
presenting information in a well balanced man-
ner.”% A lack of training opportunities has been
identified as one of the barriers to high-quality
health information in the media.”!! The pharma-
covigilance community might therefore consider
providing training and engaging in relevant re-
search, but it should also acknowledge that a key
objective of the media is to provide a critical re-
view of societal processes.

5. Conclusions

In order to prevent adverse reactions, med-
ication errors and other medicine-related prob-
lems, this article proposes learning from health
communication and transferring strategic con-
cepts to the communication of pharmacovigi-
lance information to the public or subgroups,
such as groups of patients and healthcare pro-
fessionals. Any organization aiming to secure the
effective and safe use of medicines could adapt
these concepts to its remits and legal obligations.

The strategic approach includes agreeing com-
munication objectives through shared problem
ownership of all concerned parties, evidence-based
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design and a cyclic process for planning, implemen-
tation and evaluation. Strategic communication
is seen as a public health intervention aiming at
informed choice and behaviour change in order
to produce desired health outcomes.

Shared ownership of a medicine-related pro-
blem and its solution can be achieved through
participation of medicine users in all steps of risk
management. Such two-way communication would
inform risk assessment and risk minimization
action options analysis with the concerns and
information needs of patients and healthcare pro-
fessionals, engage their respective organizations
in the implementation of risk minimization ac-
tivities, overcome paternalism and create trust
between all parties. Appropriate participation
models will need to be explored.

Further evidence for developing product- and
situation-specific communication programmes
would be derived from research into drug utiliza-
tion, medical decision making and risk perception.

The desired behaviour change in medicine
users would be defined as a measurable commu-
nication objective. The article posits that evidence
on how to overcome obstacles to behaviour change
and successfully implement safe prescribing and
medicine use by patients would support decision
making on risk minimizing action and designing of
communication programmes.

With reference to behaviour change models
and social marketing, mixed and repeated com-
munication interventions should be promoted to
secure the long-term sustainability of behaviour
change. This change would then be a result of the
participatory process rather than the transmis-
sion of a single communication document.

An evaluation of the effectiveness of the com-
munication should support the sustainability of
the programme and provide lessons for the future.

Because of the considerable patient harm due
to avoidable medication errors and adverse reac-
tions, it seems worthwhile testing whether public
pharmacovigilance communication might benefit
from this proposed scientific approach. Feasibi-
lity testing, adaptation and implementation will
require multidisciplinary research and coopera-
tion within healthcare and medical information
systems. This cooperation should build on the

© 2010 Adis Data Information BV. All rights reserved.

motivation of healthcare professionals to provide
good-quality care and patients’ increasing en-
gagement in medical decision making.

Given its mission, the pharmacovigilance com-
munity has the standing and duty to expand its
scale of action and take the initiative in seeking
solutions to medicine-related problems, and in
advancing risk management through improved
public communication for the safety of patients.

Acknowledgements

This article is based on an oral presentation given at the
International Society of Pharmacovigilance (ISoP) meeting in
Buenos Aires in 2008. The views expressed are the personal view
of the author and may not be understood or quoted as being
made on behalf of or reflecting the position of the European
Medicines Agency or one of its committees or working parties.

The author is grateful to the lecturing team of the Center
for Communication Programs at Johns Hopkins Bloomberg
School of Public Health, led by Professor B.V. Lozare, for
their comprehensive and encouraging teaching which inspired
this article. Furthermore, the author conveys their thanks
to Dr Frédéric Bouder, now at the University of Maastricht,
for reviewing the manuscript prior to submission, to Kevin
Halliwell for the language editing and to Beatrice Fayl for sug-
gesting presentational improvements and creating the figure.

No sources of funding were used to prepare this article and
the author has no conflicts of interest to declare.

References
1. Beijer HIM, Blaey de CJ. Hospitalisations caused by adverse
reactions (ADR): a meta-analysis of observational studies.
Pharm World Sci 2002; 24: 46-54

2. Council of Europe (CoE) Expert Group on Safe Medication
Practices. Creation of a better medication safety culture in
Europe: building up safe medication practices. Strasbourg:
Council of Europe, 2007

3. Institute of Medicine of the National Academies. Preventing
medication errors. Washington, DC: National Academies
Press, 2006

4. Leendertse AJ, Egberts ACG, Stoker LJ, et al. Frequency of
and risk factors for preventable medication-related hospi-
tal admissions in the Netherlands. Arch Intern Med 2008;
168: 1890-6

5. Muehlberger N, Schneeweiss S, Hasford J. Adverse drug reac-
tion monitoring — cost and benefit considerations: part I.
Frequency of adverse drug reactions causing hospital admis-
sions. Pharmacoepidemiol Drug Saf 1997; 6 Suppl. 3: S71-7

6. Pouyanne P, Haramburu F, Imbs JL, et al. Admissions to
hospital caused by adverse drug reactions: cross-sectional
incidence study. BMJ 2000; 320: 1036

7. Boseley S. Adverse drug reactions cost NHS £2bn. The
Guardian 2008 Apr 3 [online]. Available from URL: http://
www.guardian.co.uk/society/2008/apr/03/nhs.drugsandal
cohol [Accessed 2010 Aug 25]

Drug Saf 2010; 33 (12)



Strategic Pharmacovigilance Communication

1077

20.

21.
22.

23.

24.

25.

26.

. National Coordinating Council for Medication Error Re-

porting and Prevention (NCCMERP). NCCMERP tax-
onomy: medication error. Rockville (MD): NCCMERP,
1989 [online]. Available from URL: http://www.nccmerp.
org/aboutMedErrors.html [Accessed 2009 Jul 13]

. Phillips J, Beam S, Brinker A, et al. Retrospective analysis of

mortalities associated with medication errors. Am J Health
System Pharm 2001; 58: 1835-41

. Uppsala Monitoring Centre. Adverse reaction [definition;

online]. Available from URL: http://www.who-umc.org/
DynPage.aspx?id=22673 [Accessed 2009 May 4]

. Goettler M, Schneeweiss S, Hasford J. Adverse drug reac-

tion monitoring-cost and benefit considerations: part II.
Cost and preventability of adverse drug reactions leading
to hospital admission. Pharmacoepidemiol Drug Saf 1997;
6 Suppl. 3: S79-90

. Howard RL, Avery AJ, Slavenburg S, et al. Which drugs cause

preventable admissions to hospital? A systematic review.
Br J Clin Pharmacol 2006; 63: 136-47

. World Health Organization. The importance of pharmaco-

vigilance. Geneva: World Health Organization, 2002

. European Commission. Volume 9A of the rules governing

medicinal products in the European Union: guidelines on
pharmacovigilance for medicinal products for human use.
Brussels: European Commission, 2007 (revised 2008)

. Food and Drug and Administration. Guidance for industry:

development and use of risk minimization action plans.
Rockville (MD): Food and Drug Administration, 2005

. Food and Drug and Administration. Guidance for industry:

good pharmacovigilance practices and pharmacoepide-
miologic assessment. Rockville (MD): Food and Drug
Administration, 2005

. Food and Drug and Administration. Guidance for industry:

premarketing risk assessment. Rockville (MD): Food and
Drug Administration, 2005

. International Conference on Harmonisation of Technical

Requirements for Registration of Pharmaceuticals for
Human Use. ICH topic E2E: pharmacovigilance planning
(PvP). Geneva: ICH Secretariat, 2003

. Czarnecki A. Intelligent risk communication: can it be im-

proved? Drug Saf 2008; 31: 1-6

Edwards R, Hugman B. The challenge of effectively commu-
nicating risk-benefit information. Drug Saf 1997; 17: 216-27

Gigerenzer G. Reckoning with risk. London: Penguin, 2002

Waller PC, Evans SJTW, Beard K. Drug safety and the media.
Br J Clin Pharmacol 2005; 61: 123-6

Adams J. Risk. London: University College London Press,
1995

Fischhoff B, Slovic P, Lichtenstein S, et al. How safe is safe
enough? A psychometric study of attitudes towards tech-
nological risks and benefits. Policy Sci 1978; 9: 127-52

Slovic P. Perceived risk, trust and democracy. In: Cvetkovich G,
Lofstedt RE, editors. Social trust and the management of
risk. London: Earthscan, 1999: 42-52

Uppsala Monitoring Centre. Effective communication in
pharmacovigilance: the Erice report (report on the Inter-
national Conference on Developing Effective Communi-
cations in Pharmacovigilane held in Erice, 24-27 September
1997, organised by the UMC, the World Health Organi-
zation, the University of Verona, the International School

© 2010 Adis Data Information BV. All rights reserved.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44.

of Pharmacology, the Ettore Majorana Centre for Scien-
tific Culture and supported by EQUUS Communications).
Uppsala: Uppsala Monitoring Centre, 1997

Erice Statement 2009: communication, medicines and pa-
tient safety. Br J Clin Pharmacol 2010; 69: 207-8

Uppsala Monitoring Centre. Dialogue in pharmacovigi-
lance. Uppsala: Uppsala Monitoring Centre, 2002

Campbell WH, Califf RM. Improving communication of
drug risks to prevent patient injury: proceedings of a work-
shop. Pharmacoepidemiol Drug Saf 2003; 12: 183-94

Wrobel P, European Platform for Patients’ Organisations,
Science and Industry. Workshop on patients’ safety: best
practices on communicating risks and the value of safety to
patients with chronic diseases. Brussels: EPPOSI, 2008

Bennett P, Calman K, editors. Risk communication and
public health. Oxford: Oxford University Press, 1999

Ng KL, Hamby DM. Fundamentals for establishing a risk
communication programme. Health Phys 1997; 73: 473-82

Littlejohn SW. Theories of human communication. 7th ed.
Belmont (CA): Wadsworth/Thomson Learning, 2002

Bouder FE. A comparative analysis of risk perception re-
lated to human health issues. In: Richter IK, Berking S,
Miiller-Schmid R, editors. Risk society and the culture of
precaution. New York: Palgrave MacMillan, 2006

Rimon JG. Strategic communication in public health: the
way forward. Training course on “Leadership in Strategic
Health Communication” provided by Johns Hopkins
Bloomberg School of Public Health, Center for Commu-
nication Programs; 2007 Jun 4-22; Baltimore (MD)

Hornby AS, editor. Oxford advanced learner’s dictionary of
current English. Oxford: Oxford University Press, 1974

Merriam-Webster dictionary [online]. Available from URL:
http://www.merriam-webster.com/dictionary [Accessed 2008
Aug 9]

IT Wissen, Das groBie Online-Lexikon fiir Informations-
technologie [online]. Available from URL: http://www.
itwissen.info/definition/lexikon/message-Nachricht-MSG.
html [Accessed 2009 Apr 10]

International Monetary Fund Executive Board. Code of
good practices on transparency in monetary and financial
policies. Washington, DC: International Monetary Fund,
2000 [online]. Available from URL: http://stats.oecd.org/
glossary/detail.asp?ID=4474 [Accessed 2008 Jul 25]

Transparency International [online]. Available from URL:
http://www.transparency.org [Accessed 2009 Apr 10]

Bennett P. Understanding responses to risk: some basic
findings. In: Bennett P, Calman K, editors. Risk commu-
nication and public health. Oxford: Oxford University
Press, 1999: 3-19

National Prevention Information Network. Campaigns and
initiatives: health communication strategies [online]. Avail-
able from URL: http://www.cdenpin.org/scripts/campaign/
strategy.asp [Accessed 2009 Jun 19]

Communication impact [newsletter]. Issue no. 24. Baltimore
(MD): Health Communication Partnership at Johns Hop-
kins Bloomberg School of Public Health, Center for Com-
munication Programs, 2008 Jan

Howson J. HIV/AIDS: an overview for strategic health com-
munication [workshop]. Training course on ‘“Leadership
in Strategic Health Communication” provided by Johns

Drug Saf 2010; 33 (12)



1078

Bahri

45.

46.

47.

48.

49.

50.

51.

52.

53.

54.

55.

56.

57.

58.

59.

60.

61.

Hopkins Bloomberg School of Public Health, Center for
Communication Programs; 2007 Jun 4-22; Baltimore (MD)

Aston K. Communication: yes, but does it work? In: WHO
Regional Office for Europe. The pen is as mighty as the
surgeon’s scalpel: improving health communication im-
pact. London: The Nuffield Trust on behalf of WHO Re-
gional Office for Europe, 1999: 29-33

Health Communication Partnership. The new P-process:
steps in strategic communication. Baltimore (MD): Health
Communication Partnership at Johns Hopkins Bloomberg
School of Public Health, Center for Communication Pro-
grams, 2003

Renn O. Risk governance: coping with uncertainty in a
complex world. London: Earthscan, 2008

Kotler P, Roberto N, Lee N. Social marketing: improving
the quality of life. Thousand Oaks (CA): Sage, 2002

Williams J. Strategy development for communication de-
velopment [lecture]. Training course “Leadership in Stra-
tegic Health Communication” provided by Johns Hopkins
Bloomberg School of Public Health, Center for Commu-
nication Programs; 2007 Jun 4-22; Baltimore (MD)

Storey D. Social and behavior change communication: a so-
cial ecology approach to strategic communication [lecture].
Training course “‘Leadership in Strategic Health Commu-
nication” provided by Johns Hopkins Bloomberg School
of Public Health, Center for Communication Programs;
200 Jun 4-22; Baltimore (MD)

Zenz M. Germany: status of cancer pain and palliative care.
J Pain Symptom Management 1993; 8: 416-8

Zenz M, Zenz T, Tryba M, et al. Severe undertreatment
of cancer pain: a 3-year survey of the German situation.
J Pain Symptom Management 1995; 10: 187-91

Fainzang S. Discourse on safe drug use: symbolic logics and
ethical aspects. Drug Saf 2010; 33: 623-9

Bongard V, Ménard-Taché S, Bagheri H, et al. Perception of
the risk of adverse drug reactions: differences between
health professionals and non health professionals. Br J Clin
Pharmacol 2002; 54: 433-6

Nichols V, Thériault-Dubé¢ I, Touzin J, et al. Risk perception
and reasons for noncompliance in pharmacovigilance: a qual-
itative study conducted in Canada. Drug Saf 2009; 32: 579-90

Slovic P, Kraus N, Lappe H, et al. Risk perception of pre-
scription drugs: report on a survey in Canada. Can J Public
Health 1991; 82 (3): S15-20, S38-44

Fischhoff B, Bostrom A, Jacobs Quadrel M. Risk perception
and communication. In: Detels R, McEwen J, Reaglehole R,
et al., editors. Oxford textbook of public health. 4th ed.
Oxford: Oxford University Press, 2002

Morgan MG, Fischhoff B, Bostrom A, et al. A mental models
approach to HIV/AIDS. In: Morgan MG, Fischhoff B,
Bostrom A, editors. Risk communication: a mental models
approach. Cambridge: Cambridge University Press, 2004:
160-78

Frewer LJ. Public perceptions and risk communication. In:
Bennett P, Calman K, editors. Risk communication and
public health. Oxford: Oxford University Press, 1999: 20-32

Lofstedt RE. Risk management in post-trust societies.
New York: Palgrave Macmillan, 2005

Goldman SA. Communication of medical product risk: how
effective is effective enough? Drug Saf 2004; 27: 519-34

© 2010 Adis Data Information BV. All rights reserved.

62.

63.

64.

65.

66.

67.

68.

69.

70.

71.

72.

73.

74.

75.

76.

71.

78.

79.

Ball LK, Evans G, Bostrom A. Risky business: challenges in
vaccine risk communication. Pediatrics 1998; 101: 453-8

Bahri P. Parametrisierung von Rezeptdaten als Beitrag zur
Qualitdtssicherung der Arzneimittelverordnung [thesis,
with summary in English: Parametrisation of prescription
data as contribution to quality assurance of drug prescrib-
ing practice]. Berlin: Humboldt-Universitit zu Berlin, 1998

Doumit G, Gattellari M, Grimshaw J, et al. Local opinion
leaders: effects on professional practice and health care
outcomes. Cochrane Database Syst Rev 2007; (1): CD000125

Sandman PM. Responding to community outrage: strategies
for effective risk communication. Fairfax (VA): American
Industrial Hygiene Association, 1993

Goleman D. Emotional intelligence. London: Bloomsbury,
1996

Phelps EA. Emotion and cognition: insights from studies of
the human amygdala. Ann Rev Psychol 2006; 57: 27-53

Roth G. Nachwort: Denken und Handeln. In: Sentker A,
Wigger F, editors. Schaltstelle Gehirn: Denken Erkennen,
Handeln [Zeit Wissen edition]. Heidelberg: Spektrum
Akademischer Verlag & Zeitverlag Gerd Bucerius, 2009:
262-72

Burgess DC, Burgess MA, Leask J. The MMR vaccination
and autism controversy in United Kingdom 1998-2005:
inevitable community outrage or a failure of risk commu-
nication? Vaccine 2006; 24: 3921-8

Uehlecke J. Kampf gegen die Killerzellen. Zeit 2008 Jan 3;
No. 2 [online]. Available from URL: http://www.zeit.de/
2008/02/C-Serious-Games [Accessed 2010 Aug 25]

Cheater F, Baker R, Gillies C, et al. Tailored interventions
to overcome identified barriers to change: effects on pro-
fessional practice and health care outcomes. Cochrane
Database Syst Rev 2005; (3): CD005470

Farmer AP, Légaré F, Turcot L, et al. Printed educational
materials: effects on professional practice and health care
outcomes. Cochrane Database Syst Rev 2008; (3): CD004398

Forsetlund L, Bjerndal A, Rashidian A, et al. Continuing
education meetings and workshops: effects on professional
practice and health care outcomes. Cochrane Database
Syst Rev 2001; (1): CD003030

O’Brien MA, Rogers S, Jamtvedt G, et al. Educational
outreach visits: effects on professional practice and health
care outcomes. Cochrane Database Syst Rev 2007; (4):
CD000409

Grimshaw JM, Shirran L, Thomas R, et al. Changing pro-
vider behavior: an overview of systematic reviews of inter-
ventions. Med Care 2001; 39 (8 Suppl. 2): 112-45

Thomson O’Brien MA, Oxman AD, Davis DA, et al. Edu-
cational outreach visits: effects on professional practice
and healthcare outcomes [Cochrane review]. Available in
The Cochrane Library [database on disk and CD ROM].
Updated quarterly. The Cochrane Collaboration; issue 3.
Oxford: Oxford Update Software, 2003

Furedi A. The public health implications of the 1995 “pill
scare”. Hum Reprod Update 1999; 5: 621-6

Renn O, Klinge A. Systemic risks: a new challenge to risk
management. EMBO Reports 2004; 5: S41-6

Stirling A. The precautionary approach to risk appraisal.
Toronto (ON): Nuclear Waste Management Organization,
2003

Drug Saf 2010; 33 (12)



Strategic Pharmacovigilance Communication

1079

80.

81.

82.

83.

84.

85.

86.

Herings RMC. Geneesmiddelen als determinant van onge-
vallen. Utrecht: Universiteit Utrecht, 1994

Brecht Ten Wolde G, Dijkstra A, Empelen Van P, et al. Psy-
chological determinants of the intention to educate patients
about benzodiazepines. Pharm World Sci 2008; 30: 336-42

Lagnaoui R, Depont F, Fourrier A, et al. Patterns and cor-
relates of benzodiazepine use in the French general popu-
lation. Eur J Clin Pharmacol 2004; 60: 523-9

McCormack B, Taylor BJ, McConville J, et al. Guidance
document for the Northern Ireland Single Assessment Tool
(NISAT) for the health and social care of older people.
Belfast: Department of Health, Social Services and Public
Safety, 2008

Mantel-Teeuwisse A, Straus S, Leufkens H, et al. Com-
munity pharmacists’ adherence to the isotretinoin preg-
nancy program in the Netherlands. 7th Annual Meeting of
the International Society of Pharmacovigilance; 2007 Oct
21-24; Bournemouth

World Health Organization (WHO). World Alliance for
Patient Safety: forward programme 2005. Geneva: World
Health Organisation, 2005

Frank JR, Brien S, editors, on behalf of The Safety Com-
petencies Steering Committee. The safety competencies:

© 2010 Adis Data Information BV. All rights reserved.

87.

88.

89.

90.
91.

enhancing patient safety across the health professions.
Ottawa (ON): Canadian Patient Safety Institute, 2008

Economic and Social Research Council. Towards a better
map: science, the public and the media. Swindon: Eco-
nomic and Social Research Council, 2003

Mebane FE. The importance of news media in pharmaceu-
tical risk communication: proceedings of a workshop.
Pharmacoepidemiol Drug Saf 2005; 14: 297-306

When science hits the headlines. Public discussion with pa-
nelists: Mellor F (Imperial College London), Mendoza N
(Science Media Centre), Perry J (The Sun), Vaughan D
(British Antarctic Survey)]. London: Dana Centre, 2006
Nov 9

Goldacre B. Bad science. London: Fourth Estate, 2009

Lowrey W, Evans W, Gower KK, et al. Effective media
communication of disasters: pressing problems and
recommendations. BMC Public Health 2007; 7: 97-104

Correspondence: Dr Priya Bahri, European Medicines
Agency, 7 Westferry Circus, Canary Wharf, London
E14 4HB, UK.

E-mail: priya.bahri@ema.europa.eu

Drug Saf 2010; 33 (12)



	Public Pharmacovigilance Communication
	Abstract
	1. Defining Communication and Transparency
	1.1 Communication
	1.2 Transparency
	1.3 Relationship Between Communication and Transparency

	2. Strategic Health Communication
	2.1 ’SMART’ Objectives
	2.2 Theories of Behaviour Change

	3. Public Pharmacovigilance Communication
	3.1 Analysis of the Safety Concern as a Communication Challenge
	3.2 Strategic Design of Public Pharmacovigilance Communication
	3.2.1 Product- and Situation-Specific Communication Models and Strategies
	3.2.2 Obstacles to Behaviour Change
	3.2.3 Addressing the Concerns of the Public
	3.2.4 Mixed Media Approach

	3.3 Development of Pharmacovigilance Communication Material
	3.4 Implementation of Public Pharmacovigilance Communication
	3.5 Evaluation of Public Pharmacovigilance Communication

	4. Discussion
	4.1 Applicability to Different Organizations
	4.2 Participation Models for Involving Users of Medicines
	4.3 Situations Requiring Confidentiality
	4.4 Timing in Situations of Urgency
	4.5 Situations of Uncertainty
	4.6 Development of Behaviour Change Models
	4.6.1 An Example Relating to Prescribers
	4.6.2 An Example Relating to Pharmacists

	4.7 Communication of Meaningful Information for Therapeutic Decision Making
	4.8 Cooperation with the Patient Safety Community
	4.9 Impact of Scientific and Mass Media

	5. Conclusions
	Acknowledgements
	References


