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Abstract Recent parallel developments in the fields of medicine and the social sciences
are providing us with new insights and resources that have the potential for im-
proving the effectiveness of drug safety communication and decision-making.
These developments include medicine’s new look at patient safety with its em-
phasis on complex adaptive systems, education’s new appreciation for learning
as an internal change process and risk communication’s evolving recognition that
relevant knowledge may not be the exclusive property of ‘experts’.

Eight principles are drawn from this analysis: (i) there cannot be a safer drug
until there is a safer system; (ii) all stakeholders are equal partners and have an
equal voice in all deliberations; (iii) paternalism must be eliminated; (iv) the
expertise for determining acceptable benefit and risk is dispersed throughout
society; (v) patients and all stakeholders serve as both teachers and learners; (vi)
all stakeholders are involved in the identification of their learning needs, pro-
cesses and evaluation of outcomes; (vii) in a complex adaptive system all indi-
vidual actions are interconnected and; (viii) patients must be involved in the
continuous feedback and redesign of the evolving drug safety information system.
The conclusion is that we are not asking the right questions; ‘what information
should we communicate?’ and ‘how do we communicate more effectively?’
should be reframed to ask ‘how do we provide an equal voice for patients with
the other stakeholders in the determination and communication of benefit-risk
information?’ Some patients are not waiting. The International Alliance of Patient
Organizations (IAPO), the Database of Individual Patient Experience (Dipex)
and the Self-Help Group Clearinghouse are examples of international patient
driven efforts to actively participate in their own care. The author suggests that
the emerging discipline of inter-active management can contribute methodolo-
gies for creating citizenship models to generate the collective wisdom and trans-
late it into action. A future research agenda calls for creating new models of public
accountability that support these evolving systems of engaging the entire com-
munity in benefit-risk determination, communication and management.
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In a 1996 editorial in the Lancet, McNamee con-
cluded that ‘Transparency in the dissemination of
risk-benefit information is the ultimate goal, to
empower consumers to make fully informed
choices about what drugs they take’.[1] Edwards
and Hugman[2] in a commentary on communication
theory and practice observed that not only do we
need to apply the best communication practices
available but that all of the ‘involved groups’ – the
patient, in specific and society, in general – must
be educated.

The premise of the current article is that recent
developments in both medicine and the social sci-
ences can provide us with new insights and new
resources to improve the transparency of the ana-
lysis and decision-making relative to drug safety
information. In the practice of medicine, leaders
are now taking what has been characterised as a
‘new look’ at the issue of patient safety and re-
examining the factors that can lead to medical error,
including the unsafe use of medicines.[3] There are
also developments in the social sciences that par-
allel this effort. Similar ‘new looks’ are taking
place in education and in risk communication.
These emerging views and parallel concepts are
providing us with valuable insights and a ‘new
vision’ to effectively communicate drug safety and
benefit information to patients, health profession-
als and the general public.

1. The Problem

1.1 Background

One half of patients in Europe, Japan and North
America fail to take their medicines properly, ac-
cording to the 1993 Patient Information Project
Report of the International Medical Benefit/Risk
Foundation.[4] The same report discloses that the
largest gap in patient understanding is a lack of
awareness and understanding of the risks of medi-
cines. Edwards[5] traces the emerging recognition
of this problem and the attempts to address it, by
noting the interest of the Uppsala Monitoring Cen-
tre in 1994; the WHO Programme for International
Drug Monitoring in Bangkok in 1995, and the

Verona Initiative in 1996, that lead to the Erice
Declaration in 1997. Participants from 30 coun-
tries met in Erice, Sicily to outline principles that
support drug safety communications. These prin-
ciples included, for example, a recognition that
benefit-risk education is foremost a public health
issue and requires a special commitment and re-
sources; and that all evidence (to access drug ben-
efit and risk) must be openly available.[6] Edwards[5]

also notes that we should recognise the work of
the Council for International Organisation of Med-
ical Sciences (CIOMS) and in particular, Dr Win
Castle, the ‘prime mover’ of this work, for con-
ducting expert discussion groups relating to drug
safety and benefit/risk analysis.[5]

In 1999, The National Patient Safety Founda-
tion (NPSF) in the US sponsored a medication safe
use initiative – a deliberation and consensus pro-
cess – to analyse the problem of unsafe and inap-
propriate use and to develop an action plan.[7]1 The
46 participants in this dialogue included patient ad-
vocates, pharmacists, nurses, physicians, members
of the media, representatives of pharmacy corpo-
rations and pharmaceutical manufacturers, aca-
demic researchers, and officials form the US Food
and Drug Administration (FDA). The 41 step ac-
tion plan developed by this process identified two
influential action steps that the participants per-
ceived as ‘deep drivers’ to improve safe medica-
tion use: (i) recognise that the safe use of medica-
tions is a public health issue requiring a partnership
among all the stakeholders; and (ii) issue a call for
national visible leadership to investigate the safe
use of medication and the implementation of far-
reaching system change.[8]

These deep driving action steps and the conclu-
sions of this NPSF Medication Safe Use Initiative
echo and build on the principles outlined in the

1 The consensus process used is a product of the scientific
revolution in the field of systems analysis. The reader is
referred to the pioneer work of Alexander Christakis (see
also footnote no. 2). He and his colleagues are applying the
rigours of the scientific method to reinvent the dialogue
process in order to surface the wisdom of the community.
This new scientific model is called demosophia, which in
Greek means the ‘wisdom of the people’.
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Erice Declaration[6] and the Verona Initiative as
reported by Edwards and Hugman.[2]

Edwards and Hugman[2] concluded that ‘It can-
not be taken for granted that experts in pharmacol-
ogy or drug regulation are naturally also experts in
the process and techniques of effectively commu-
nicating the content of their expertise’. Making
the same observation, the Working Group on Risk
Communication of the Danish Board of Technol-
ogy noted that society faces the practical problem
that communication about risk is generally unsat-
isfactory.[9] ‘Experts deliver information and ana-
lyses at one end and interested citizens voice their
concern and dissatisfaction at the other. (Thus)
communication is often characterised by a string
of non sequiturs’.[9] The role of the patient-
consumer as partner in benefit-risk evaluation or
merit analysis, using the Edwards et al.[10] concep-
tual model, emerges as an underlying theme through-
out all of these drug safety discussions.

1.2 Economic Considerations

Treating the complications of preventable drug
related problems (as the result of patient noncom-
pliance or inappropriate prescribing or monitor-
ing) in the ambulatory setting costs the US about
$US177 billion annually (2001 values).[11] This is
reflected in admissions to hospitals (70% of cost)
and admissions to long term care facilities and
physician visits. Loss of worker productivity as a
result of medication related problems has been
conservatively estimated in the $US100 billion
range (1995 values).[12] The economic conse-
quences of noncompliance and medication misuse
can be viewed as partial indicators of the effective-
ness of our communication to patients regarding
drug benefits and risks. Smith,[13] President of
Consumer Health Information Corporation, ob-
served that the data indicate that when patients un-
derstand the information they need to take a med-
ication safely, error rates can be cut in half, and
patients have fewer adverse effects, fewer physi-
cian visits, fewer hospital admissions and a higher
quality of life.

2. New Look in Patient Safety

Medicine in the US undertook a new approach
to patient safety in 1998 as researchers, academics,
healthcare leaders and practitioners acknowledged
the problem of medical error in a leadership con-
ference, titled, ‘Enhancing Patient Safety and Re-
ducing Errors in Healthcare’.[14] Across medicine,
leaders are now calling for rapid application of the
growing body of research on human and system
performance, to healthcare. This research analyses
how complex systems fail and how everyone
within the system shares the responsibility for con-
tributing to a ‘culture of safety’.[3]

2.1 Faulty People or Faulty Systems?

A key concept of this new approach is a rec-
ognition that it is primarily faulty systems,not
faulty people, that create error or poor outcomes.
The science of complex adaptive systems (CAS)
provide one focus for analysis. A CAS is defined
as a collection of individuals that can act in
ways that are not always predictable and whose
actions are interconnected such that one indivi-
dual’s actions changes the context for the oth-
ers.[15] Medicine is learning about the nature of this
inter-connectedness from other high-performance
industries, such as aviation and nuclear power.
These industries have learned through experience
with serious system breakdowns (that attract con-
siderable media attention), that all stakeholders
must be involved in the continuous redesign of
their own complex adaptive systems.

For example, the Aviation Safety Reporting
System (ASRS) of the US Federal Aviation Ad-
ministration (FAA) is often cited as a very success-
ful model of system adaptation and improvement.
Billings,[16] a lead designer of the ASRS, observed
that the people who can tell us the most about
the system’s problems are the system’s everyday
users, in this case, pilots and air traffic controllers.
There is active community participation by pilots
and controllers in the system’s implementation,
oversight and advocacy. The ASRS has led to nu-
merous improvements for keeping our skies safe.
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Obviously pilots have a great incentive to partici-
pate in improving the system since they, them-
selves, ‘go down’ with the plane. However, when
a patient is harmed, everyone involved is also
harmed – the manufacturer, the regulator, the ad-
ministrator and the clinician. Although this may be
less apparent to the casual observer, in fact, we also
‘go down’ with the patient because the system has
failed everyone and thus all participants in the sys-
tem are at risk.

2.2 New Look in Education

The new approach to patient safety calls for the
creation of organisations that can learn from their
errors, their ‘near-misses’ as well as their success.
Learning, at both the organisational and the indi-
vidual level, is a change process that results in new
understandings and new behaviours. In 1970 Mal-
colm Knowles[17] revolutionised the field of learn-
ing theory. Knowles, characterised as the father of
adult learning, called this field of study, andrag-
ogy. He described andragogy as an evolving new
technology for helping human beings learn as op-
posed to pedagogy which ‘is premised on an ar-
chaic conception of the purpose of education,
namely, the transmittal of knowledge’. Pedagogy
assumes that learners passively absorb knowledge.
In contrast, the principles of the new technology of
andragogy assume that learning is an internal
change process. To facilitate that change process,
the principles of andragogy are that learners: (i)
recognise the learning goals as their own goals; (ii)
share a responsibility for the planning and execu-
tion of the learning experience – have a commit-
ment to it; and (iii) participate in the learning pro-
cess with a sense of progress toward their goals. In
addition, the learning experience is related to, and
builds upon, the experience of the learners. This
‘new look’ in education is best summed up as:

‘Tell me and I will forget, Show me and I may
remember, Involve me and I will understand’
(Anon.).

We can conclude that system adaptation, or
learning, at the macro-level (organisational) and at
the micro- level (individual) is dependent on

the degree of involvement of all the system stake-
holders and its end users (in this case the patient-
consumers). This observation is further enhanced
in the following discussion of risk communication.

2.3 New Look in Risk Communication

Canadians Powell and Leiss,[18] described the
emergence of good risk communication in three
phases: the first phase relies on numbers (or ‘body
counts’); phase two emphasises empathetic mes-
sage delivery; and phase three recognises the need
for a long term institutional commitment to good
communication practices. Based on an analysis of
case studies, Powell and Leiss[18] identified lessons
for effective risk communication and made the fol-
lowing key observations: (i) there is always more
to a risk than what science alone can contribute;
(ii) risk messages need to address the context of
public opinion; and consequently (iii) the limits of
science’s contribution in communicating risk and
the importance of the consumer’s role, is turning
out to be a pivotal concept in the analysis of com-
munication and patient safety.

Expanding on this point, the Working Group on
Risk Communication of the Danish Board of Tech-
nology[9] observed that risk assessment and regu-
lation are carried out in a ‘backward manner’. This
process needs to be turned around: ‘Rather than
experts starting by analysing risks, laymen should
start by formulating questions to the experts’.
Noted risk communication researchers, Fischhoff
et al.[19] have suggested there is a growing recog-
nition that the expertise needed for determining ac-
ceptable risk is dispersed throughout society. They
have further suggested that some of the worst sur-
prises in hazard management have involved events
that were not anticipated by the experts. Could
people from other disciplines with different frames
of reference, have insights that could have pre-
vented the Valdez oil spill in Alaska, the Cherno-
byl reactor meltdown, the Bhopal chemical explo-
sion? What does ‘expert’ mean in this context?
Fischhoff et al.[19] have suggested that we also in-
vite people who are not normally a part of our
policy or decision making circles – ‘the poor, the

316 Vogt

 Adis International Limited. All rights reserved. Drug Safety 2002; 25 (5)



philosophers, the artists’. ‘Even when experts may
have a near monopoly on technical facts, they need
not have a monopoly on alternative perspectives,
and may suffer from ingrained disciplinary blind-
ers.’

Arriving at a similar conclusion, Plesner[20] in
her analysis of 15 consensus conferences at the
Danish Board of Technology, noted that although
knowledge is often perceived as an exclusive prop-
erty of the experts, there is ‘scope’ for the lay pub-
lic to also acquire and share knowledge which then
becomes a community resource for problem solv-
ing. Wisdom, therefore, may arise from the gath-
ered community.2 Fischhoff[21] pointed out that
risk communication research is still in evolution.
Describing our current developmental stage, he
observed that, ‘One of the miracles of democratic
life is the ability of lay people, often with little
formal education, to master technical material
when sufficiently motivated. Unfortunately the
motivation for this self-education often comes
from a feeling of having been wronged . . . effec-
tive communication can fulfil part of the social
contract between those who create risks (as a by-
product) and those who bear them . . . a complex
network of mutually respectful relationships may
offer the best hope’.

2.4 A New Look at the Drug Use System

Another indirect measure of the lack of effec-
tiveness of our drug safety and risk benefit com-
munication is the number of recent product with-
drawals. In the US, there is a general recognition
that many of these products have a legitimate use

for some populations but that their safe use in the
marketplace cannot be guaranteed as evidenced by
the adverse event data. Analyses of these experi-
ences have prompted leaders to observe that there
will be no safe drugs until there is a safer system.
Currently in the US, the FDA, pharmaceutical
companies, healthcare providers and, to some ex-
tent, patients’ groups, are in dialogue taking a new
look at risk communication and risk management
models and viewing them as an integral part of the
pre-market drug approval process.

2.5 Rethinking the Drug Product

The International Medical Benefit/Risk Foun-
dation[4] has observed that the pharmaceutical in-
dustry’s investment in patient information and ed-
ucation (the ‘software’) is substantially less than
the high level of investment made in drug devel-
opment (the ‘hardware’). Kuperberg et al.[22] have
called for the redesign of the drug product as the
‘complete therapeutic product’. This complete
therapeutic product contains the medication with
prescriber and patient information that is practical
and prepared according to patient education guide-
lines, along with the tools and resources (the ‘soft-
ware’) to assist health professionals to effectively
involve and communicate with the patient. In the
past, pharmaceutical companies considered the
prescriber as their primary customer. Today, com-
panies recognise that they need to ‘own’ their
products through product distribution, prescribing,
and administration down to the end-user, to influ-
ence the patient’s appropriate use for increased
benefit and reduced risk. Certainly one manifesta-
tion of the manufacturers’ recognition to have a
more direct influence on the patient’s behaviour is
the escalation of direct-to-consumer (DTC) adver-
tising. US expenditure for DTC advertising has
tripled between 1996 and 2000, reaching $US2.5
billion.[23]

3. Reframing the Question of Drug
Safety Communication

There is a common thread woven throughout
these developments in medicine, education and

2 It should be noted that there is an emerging discipline
called interactive management (IM) which studies this phe-
nomenon of community and develops tools and processes to
expedite the generation of the collective wisdom and trans-
late it into action. The reader is referred to the website of the
Institute for the Advance Study in the Integrative Sciences
(IASIS) at George Mason University in Virginia (http://
www.gmu.edu/departments/t-iasis) for annotated bibliog-
raphies encompassing this field; and to http://www.CWAltd.
com for illustrations of the applications of this work in a
variety of corporate, government and voluntary agency set-
tings across an international spectrum.
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communication. It is the recognition that the ulti-
mate end-user of the healthcare system in general,
and the drug product in particular, needs to be
meaningfully and vitally involved in the develop-
ment of all decisions in which they are expected to
be participants – as the end-users of care. These
parallel observations, also point to the need to
move beyond an ‘expert centered’ or ‘silo mental-
ity’ for future models for drug safety communica-
tion as well as for the delivery of all healthcare.
The conclusion is inescapable. There cannot be a
safer healthcare system until all the stakeholders,
including patients in particular and society in gen-
eral, play an active role in the design and operation
of that system.

Therefore, we need to reframe the question. The
essential question asks not how, or even what, to
communicate but rather, how should we redesign
our system to communicate and work effectively
with patients to achieve safe drug use? How do we
build a structure and a process that moves beyond
the self-referential, expert mentality to a more
global, system approach in which we are learning
together?[19-21] Plsek[15] also raises a similar ques-
tion in his discussion of complex adaptive systems,
‘How can diverse people be brought together, in-
formation shared, and forums convened among
those to stimulate creative connections who do not
normally come together to do so?’

4. New Models

4.1 Beyond Paternalism: 
a Partnership Model

There are many worthwhile discussions and
laudable efforts currently taking place in develop-
ing new approaches to benefit-risk models; how-
ever, there still is a need for a fundamental shift in
the minds – and hearts – of the leaders involved in
these efforts.

After analysing research from the Picker Insti-
tute in Europe, released in July 2001, Kendall[24]

called for an end to the paternalistic attitude of
health professionals which, she observed, is a ma-
jor obstacle to developing partnership models. The

prescriptive remedy for the elimination of pater-
nalism, according to Kendall, is the creation of a
citizenship model where patients have both rights
and responsibilities. This means providing patients
with the resources and the motivational support to
fulfil their responsibilities as well as exercise their
rights. Healthcare professionals and patients both
‘must change, sharing responsibility, information
and decision-making’.

Kendall further observed that to effect these
changes, health professionals ‘may have to accept
that public perceptions of risk are not necessarily
‘wrong’ but merely different from their own’. As
noted previously, risk communicators are learning
that the expertise for determining and communi-
cating acceptable benefit-risk decision making is
dispersed throughout society. As with a citizenship
model, they similarly propose that society’s best
hope may lie in creating a complex network of mu-
tually respectful partnerships.[21]

4.2 Examples of Citizenship Models 
for Decision-Making

Citizenship models for decision-making is not
a new idea. Banathy,[25] in his Guided Evolution of
Societies, described the agoras or open public
spaces of ancient Greece where citizens came to-
gether to take part in deliberations and decisions
that affected their lives. Banathy observed that this
arrangement allowed the everyday citizen to play
an active role in serving the common good. ‘Athen-
ian democracy thus represented the widest possible
diffusion of political power among its citizens, the
widest ever practiced in our history’. This coming
together of the citizenry to generate community
wisdom and serve the common good (in the area of
health) is, in fact, beginning to take place on a very
large scale today.

To assist in providing the resources and motiva-
tional support for patients to meet their partnership
or citizenship responsibilities, international com-
munities of patients are emerging. For example,
the development of The International Alliance of
Patient’s Organisations (IAPO)[26] is a strong indi-
cator of the change taking place on an international
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scale, that illustrates the potential for patient par-
ticipation in healthcare decision-making and com-
munication. The IAPO mission is to build health-
care services with patients at the centre, and to
accomplish this in every country. They intend to
fulfil their mission by advocating with a strong in-
ternational voice and building their organisational
capacity. The IAPO journal, The Patient’s Network,
emphasises the patient’s role in decision-making,
as in, for example, the Medicines Concordance
movement in the UK. Concordance emphasises
negotiation and agreement. It is currently defined
as ‘an alliance in which the healthcare profession-
als recognise the primacy of the patient’s decisions
about taking the recommended medications’.[27]

Recent issues of the IAPO journal have carried ar-
ticles from patient representatives all over the
world discussing patients rights in Latin America,
HIV/AIDS treatment activism in Africa, an ana-
lysis of British Columbia’s target setting for health
goals, the US Surgeon General’s goals outlined in
Healthy People 2010, as well as an update on the
struggle for people with autoimmune disease in
Italy.

In 2001, July, a new internet database was
launched, called Dipex − the Database of Individ-
ual Patient Experience.[28] This virtual resource
enables people with disease, from around the
world, to share and compare their stories. The
Dipex creators explain that this is an attempt (the
first in the field of healthcare communications,
they say) to promote ‘a more balanced encounter
between patients and healthcare professionals by
focusing on the patients’ perspective’.[29] Another
example of patients coming together to form com-
munities for support and resource sharing is the
Self-Help Group Clearinghouse. Initially devel-
oped in the United States with a mental health em-
phasis, their database contains nearly 1000 US and
international self-help groups and worldwide clear-
ing houses covering healthcare and social ser-
vices.[30] This web-based clearinghouse helps pa-
tients find local, national, and international
member-run mutual aid self-help groups and also
provides information on how to start new groups.

These three examples of international models for
patient participation are a start. They focus on the
patient as a equal partner and provide forums for
the sharing of information, experience and resources.
The next evolutional step is the creation of a struc-
tured, deliberative process that brings all stake-
holders (all involved groups) together – manufac-
turers, regulators, practitioners, payers and patient-
consumers – for consensus building, decision-
making and concordance.

5. Conclusion

The developments in the fields of medicine and
the social sciences have surfaced insights that have
direct bearing on drug safety communication. The
following eight principles emerge as having appli-
cation for improving benefit-risk communication.
1. There cannot be a safer drug until there is a safer
system.
2. There cannot be a safer system until patients and
all stakeholders are equal partners, actively in-
volved in the design and communication of bene-
fit-risk information. Everyone has an equal voice
in the deliberations and there is a genuine respect
for listening to all involved citizens.
3. Paternalism must be eliminated.
4. The expertise needed for determining accept-
able benefit and risk is dispersed throughout soci-
ety (and not confined to ‘experts’).
5. Patients and all stakeholders serve as both
teachers and learners.
6. Patients and all stakeholders need to be involved
in the: identification of the learning needs and
goals; the educational processes and the evaluation
of the outcomes.
7. The action of one stakeholder or group changes
the context for all the others. There is a respect and
appreciation for the nature of complex adaptive
systems in which individual actions are intercon-
nected.
8. Patients, the system’s end-users, must be in-
volved in the continuous feedback and redesign of
the evolving drug safety information system(s).

In summary, to more effectively communicate
and utilise drug safety information, patients and all
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affected citizens (all involved groups) must play an
active role in the design, operation and evaluation
of that communication. Christakis, a pioneer re-
searcher in system analysis and inter-active man-
agement observes that if people are expected to
exercise their power, it is first necessary ‘to dis-
cover the wisdom of the people’[7] Our challenge
is to develop models – participatory systems, mod-
ern day agoras – that provide an opportunity for all
the stakeholders to come together to dialogue, de-
velop concordance, generate wisdom for the good
of the larger community and specifically, to deter-
mine together how to more effectively communi-
cate and utilise drug safety information.

6. Future Research Agenda

To complement the developments in medicine
and social sciences, our future research agenda will
also need a ‘new look’ at our systems of public
accountability to ensure that our organisations
move to and stay in a continuous learning mode.
Recognising that drug safety communication is a
public health issue, that relies less on regulation
and more on education, we will build new partici-
patory tools and resources. Whereupon we will
also need new models of public accountability that
reflect and support these new resources for engag-
ing the patient and the entire community in bene-
fit-risk determination, communication and man-
agement. This is the emerging new vision that will
shape our next collective challenge.
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