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The WHO World Alliance for
Patient Safety
A New Challenge or an Old One Neglected?

I. Ralph Edwards
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The WHO World Alliance on Patient Safety is a new, all encompassing projectAbstract
to improve medical care. Individual patients are the focus and all countries are
encouraged to develop systems in which medical error, therapeutic accidents and
failures are minimised. The potential for adverse events is present at all levels of
healthcare and in all disciplines. One working group in the Alliance is charged
with promoting and developing a ‘reporting and learning’ culture for adverse
events in all areas of medical care. Central to current thinking for this group is a
no-fault approach and to report near misses. The aim is not to provide certainty
over the individual events, but rather to draw attention to possible improvements
in systems that may prevent future problems. Adverse events relating to drug
therapy have been reported for decades to national pharmacovigilance authorities,
but this is aimed at finding problems with the drugs themselves as early as
possible. The Alliance approach in the area of drug safety, by contrast, has a
greater focus on safety in the systems of drug provision (including prescription
and dispensing) and other systematic issues relating to safe drug provision, such
as fraudulent drugs. Thus, current pharmacovigilance can be seen as representing
a part of the reporting and learning envisaged by the Alliance. The two approaches
are also complementary, but there are practical and philosophical areas of overlap
in which difficulties may occur, such as anonymised reporting in a no-fault system
and consequent impossibility for follow-up. In pharmacovigilance follow-up for
more information is regarded as essential. Whether pharmacovigilance broadens
into the area of patient safety or the latter involves completely new systems to do
its work will be a matter for each country to consider. One thing is certain,
working together both systems will improve patient care, but without cooperation
more bureaucracy will take valuable health professional time with a lesser result.

 In September 2004 in Shanghai, the first meeting heads and other closely associated parties. On 27
of the World Alliance on Patient Safety discussed its October 2004, the World Alliance for Patient Safety
proposed work programme with the WHO regional was formally launched, with its main purpose being
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to coordinate international action and avoid duplica- figure will be significantly higher than 10% of
tion of effort in coping with the escalating problem healthcare recipients. As an indication, recent WHO
of iatrogenic disease and healthcare misadventures data suggest that developing countries account for
of all kinds. approximately 77% of all reported cases of counter-

feit or substandard drugs.[7] It is also reported that atThe WHO has been working towards the launch
least half of all medical equipment in many of theseof such a venture since 2002, when the 55th World
countries is unusable or only partly usable, resultingHealth Assembly called upon all member states to
in an increased risk of harm to patients and health-take action in relation to patient safety.[1] The World
care workers.[8] Economic restrictions can mean thatHealth Assembly passed a resolution that drew at-
a lot of equipment is used to breaking point and thetention to the growing body of evidence regarding
pressures on the limited numbers of healthcareiatrogenic disease and the fact that the complexities
workers are even greater than in developed coun-of medical care everywhere in the world were such
tries.that error and technical failures were inevitable.

Attention was drawn to the cost of this iatrogenic Adverse events can occur in all settings where
disease burden, apart from the human morbidity and healthcare is provided. Most of the current evidence
mortality. It is also clear that such a cost might be comes from hospitals because the risks associated
disproportionately burdensome in countries with with hospital treatment are higher, but many such
limited resources. Patient safety is a global impera- events occur in other healthcare settings such as
tive. It has extensive implications for all WHO consulting rooms, nursing homes, pharmacies, com-
member states, for all healthcare workers and for all munity clinics and patients’ homes. Private medical
of us when we become patients. care statistics are sometimes difficult to obtain.

This paper will critically review how the Alliance
At every point in a process there is an inherent

intends to accomplish its mission to improve patient
issue about safety. Wherever a choice is made, a

safety, taking Hippocrates dictum “First, do no
wrong choice can be made; anything that is made

harm”. It will also refer to current pharmacovigi-
can contain defects; anything that is used can wear

lance practice and consider how medical care can be
out; rules may not cover every situation. Adverse

improved by a joint venture.
events may, therefore, be the result of problems in

Note that I will use the term ‘Alliance’, not only
practice, products, procedures or systems.

in the context of the global, WHO-supported group,
Current conceptual thinking on the safety of pa-but also in the context of individual national govern-

tients places the prime responsibility for adversemental efforts that might be started as a result of the
events on deficiencies in system design, organisa-work of the Alliance or fall under its aims.
tion and operation rather than on individual practi-
tioners or products. Checks and quality assurance1. The Alliance and its Current Proposals
should be built into the use system, rather than

Approximately 10% of people who receive assuming that all will be well.[9] For those who work
healthcare in industrialised countries will suffer be- on systems, adverse events are shaped and provoked
cause of preventable harm and adverse events.[2-6] by ‘upstream’ systemic factors that differ in each
The nature and scale of the problem in developing organisation. These include strategy, culture, work-
countries and countries in economic transition is not ing practices, approach to quality management, risk
known at the moment. Early indications from a pilot prevention and capacity for learning from failures.
study being carried out by the WHO suggest that the Countermeasures based on changes in the system
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Fig. 1. Currently established working groups for the WHO World Alliance for Patient Safety.

are, therefore, more productive than those that target • What can policies and regulations that govern the
the behaviour of individuals and their propensity to healthcare  system  do to improve healthcare
commit error. safety?

The WHO has established a number of working • How can we create leadership, undertake re-
groups and programmes that tackle selected system- search and develop tools to enhance the knowl-
ic issues such as taxonomy, estimating hazards, edge base about safety?
maintaining a library of solutions and the develop- • How can we identify and learn from adverse
ment of reporting and learning systems (see figure events through mandatory and voluntary report-
1). The WHO also brought together its technical ing systems?
experts to deal with the safety of blood, injections,

• What are the best mechanisms for raising stan-vaccines, drugs and medicines, pregnancy proce-
dards and expectations for improvements in safe-dures and medical devices so that their individual
ty through the actions of oversight bodies, groupexpertise could be harnessed to find global solu-
purchasers and professional associations?tions. Thus, the Alliance’s action areas set out in its

• How do we deal with questions concerning theforward plan[10] will enable us to learn more about
cost of safety measures and possible variations inwhy adverse events occur and to find solutions that
acceptable levels of risk, especially in resource-will prevent them in the future. Importantly, it will
poor settings?also strive to increase awareness and to mobilise and

sustain political commitment. Every health system in the world has the opportu-
So that the best practices can be established to nity to make care safer for the patients it treats. This

provide decision makers with options when shaping is not just a primary humanitarian priority; there is
national strategies, the Alliance will provide interna- also a large cost implication in inefficiencies and the
tional leadership to ensure that answers to the fol- additional care required for patients affected by
lowing crucial questions are sought globally. medical errors.[11] The first step to improving patient
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safety is to secure the commitment of political lead- standard for epidemiology in health. This position is
ers, health policy makers and the main professional now challenged by several newcomers that have not
bodies in each country to the goal of safer care. With sought the international buy-in that is the hallmark
the addition of technical support, skilled leadership of the WHO. To extend the WHO family of termi-
of health organisations and the input of patients and nologies to encompass the needs of patient safety
consumers there will be an unstoppable global will be a major step forward since, of necessity, this
movement for patient safety that will save many will need to include terms and definitions for de-
lives and prevent much serious harm. vices, medical activities and many other things in-

cluding all the adverse reaction terms. This work is
2. A Critical Look at Some Possible not trivial since there are not only the lexical transla-
Outcomes from the Work of the Alliance tions to be considered, but also the semantic mean-

ings in different countries. The WHO has a structure
for dealing with this challenge. Although the ICD is2.1 General
the main international disease terminology, there are

It must be a main intention of the Alliance to find others to be linked, mapped and developed. This
and promote systematic methods to optimise the overall task will be of great advantage to all who
safety and minimise the risks of medical practice at work in epidemiology and healthcare research and
all levels. Quality assurance checks and balances in assessment.
healthcare have been introduced over the years in all
areas of medicine, but these vary from place to 2.1.2 Reporting and Learning

place. One consequence of the Alliance’s work will In order for there to be solutions, there must be
be to evaluate procedures that are already used and defined problems! The ‘reporting and learning’ pro-
to see if there is a recommendable ‘gold standard’ gramme will need to bring together the national
that can be used everywhere (or perhaps it is more findings of patient safety problems, to analyse them
likely to have a small selection of such standards?). and to propose solutions that can be adapted interna-
This will provoke discussion amongst those in- tionally. This is very similar to the WHO Pro-
volved in healthcare delivery and must be a major gramme for International Drug Monitoring. One
positive outcome for the evaluation of healthcare major challenge is to convince people, particularly
delivery. health professionals, to report their own errors and

near misses or those of their colleagues. It is pro-2.1.1 A Common Language for Safety?
posed that reporting will be confidential to avoidIn order for the Alliance to achieve its goals,
disciplinary action, litigation or other retributionthere will have to be a commonly understood lan-
against individuals. Indeed the whole idea is toguage and definitions. The work of the Taxonomy
promote a solution finding rather than a blame cul-Group will be of immense importance. There are too
ture. There are potential difficulties with this confi-many groups who are currently involved in produc-
dentiality, including allowing the possibility ofing international medical terminologies and defini-
false, untraceable reporting, being unable to followtions. Only a few are quality assured and most are
up for more information when necessary and gener-validated only for developed countries. The WHO
ally having rather ‘soft’ data. Much will need to behas developed and maintained the International
debated on how best to use information of this typeClassification of Diseases (ICD) for nearly 5 de-
(see section 2.1.3).cades. Most countries have regarded this as the
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The principle of reporting ‘near misses’ is wel- own performance.[12-14] At the very least, the report-
come, since it will reinforce the ‘no blame’ aspect of ing of medical errors and near misses will provide
reporting and also puts prevention to the forefront. some tangible information and the actions taken on
Reporters who have such a proactive attitude are such information will be even more informative.
likely to be very positive in that they will have an

2.1.4 Impactoutlet for their concerns and may also have sugges-
The Alliance will need to help put into placetions on how to avoid the risk they are reporting.

some standards and procedures for the analysis ofThe challenge will be to fulfil their expectations that
the impact of patient safety work. Pharmacovigi-‘something will be done’.
lance has not been very active in assessing the
impact of its efforts except in a crude way by count-2.1.3 A ‘No Blame’ Culture?
ing the number of drugs withdrawn or changes madeA ‘no blame culture’ is a curiously paradoxical
to drug product information. A few studies haveentity in our society. One extreme view is that there
been done on the impact of letters to healthcareare no errors in human fallibility, only system errors.
professionals and have reported that ‘Dear Doctor’Clearly humans can make errors because of all kinds
letters result in very little change in prescribingof reasons, but the systems they work within should
habits. This is in contrast to the contained warningsbe capable of detecting and correcting them before
that are usually of some considerable importance tothey cause damage. On the other hand, there is a
medical practice.[15]current societal demand for doctors to be made more

individually and collectively responsible for their
2.2 Relationship with Pharmacovigilanceactions (for example, see the extensive debate over

reforms to the General Medical Council in the
2.2.1 The Background of PharmacovigilanceUK[12-14]) with the threat of disciplinary actions for

those who fail to maintain the standards of care that Modern pharmacovigilance has been in existence
are demanded by the public (however those are since the 1960s. At that time, several countries and
measured). Should our systems be made to be so the WHO decided that the pooling of spontaneous
robust that even deliberate attempts to cause harm reporting of clinical concerns about drugs by medi-
will be detected and prevented? Is that reasonable? cal practitioners and, more recently, a broader health
Is detection and punishment of deliberate misdoing professional group and consumers (or patients), was
and negligence part of a safety system? How should a useful early warning tool to detect problems with
instances of punishable errors be dealt with? drugs. The emphasis has been on finding new ad-

verse drug reactions, particularly for new drug prod-These are weighty issues, but they should be seen
ucts. Reports of suspected adverse drug reactionsas a positive outcome of the aims of the Alliance,
are analysed, the early warning signals are derivedsince I think these issues are badly dealt with in
and are sometimes subjected to further investiga-current society. In particular, doctors and other
tion. These activities may then lead to changes in thehealthcare professionals are being put under increas-
information that is enclosed with drug products, toing scrutiny for good performance and the provision
changes in formularies, to scientific articles, toof ‘evidence’ for such good performance without
warning letters and to drug withdrawals.any clear debate on what is meant by ‘good perform-

ance’ and how it is measured. In the UK, the General Drug safety has been an unusual scientific disci-
Medical Council is grappling with these issues while pline in that hypotheses have been generated from a
also being under pressure to review and revise its structured review of the spontaneous reports and not
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only from random, individual ideas as in other scien- unstructured way, which leads to delays in getting
tific endeavours. Hypotheses have been explored by definitive answers to the hypotheses raised by the
epidemiological methods to measure public health early signals.[17,18]

impact and to give confirmation of the signal. Labo-
2.2.3 Secrecy or Communication?ratory confirmation of signals has been less impor-
The media and public are often concerned, andtant. Over the years the science has grown and

rightly so, about the culture of secrecy surroundingsocieties like the International Society of Pharma-
adverse event reporting evaluation and decisioncovigilance and the International Society for
making and have a distrust of experts who are notPharmacoepidemiology have fostered this growth.
perceived to be accountable or even trustworthy.
Some would have all the information freely availa-2.2.2 Pharmacovigilance and Regulation
ble, even when considerable doubt as to its veracityThe collection of the adverse reaction reports has,
exists. However, the sensitivities of many peoplein most countries, become an increasingly important
(often vulnerable patients), who prefer simply topart of drug regulatory affairs. The emphasis is more
trust and do not wish to deal with uncertainty, mustand more on the processes for getting the reports
be considered.into confidential drug company and regulatory

It seems to me that the science of patient safety,databases. This has led to pharmacovigilance being
as envisaged by the Alliance, is the antithesis ofan esoteric practice. The cognoscenti involved, ei-
secrecy. In the presentations made by the Alliancether on the regulatory side or within the industry,
staff so far, much has been made of the need tohave operated in secrecy until recently. Even now
openly admit error and blame. Certainly the currentthere is a general view that only the select few
strong consumer involvement in the Alliance is to-should be involved in what is inappropriately often
tally committed to such an approach. There is, there-called ‘signal generation’ (as if signals are manufac-
fore, a risk that the general concerns that peopletured). The reasons given for this have been that
have about medication errors and the safety of me-early signals are not ‘proved’ and that public con-
dicinal products would indeed be fuelled by morecern will be enhanced by making these uncertainties
reports of problems that are made public. The Alli-public. Moreover, there is a fear, and in some in-
ance will need to be aware that politicians, health-stances a reality, that litigation will ensue where
care professionals and the pharmaceutical industrythere is even suspected damage from a drug and it is
in different countries may be uncomfortable withcertainly true that the legal proof of injury is based
this and that it will have to work hard with the mediaon different premises to those assumed in pharma-
to make sure that the public have reliable and bal-covigilance.[16]

anced information as is envisaged in the Erice Dec-It seems in the industry and amongst regulators
laration.[19,20] They must also be seen to be active inthat the implied corollary to this fear of litigation
investigating any safety issues and providing solu-and public panic over drug-induced injury is that the
tions.fewer people that have the knowledge of possible

The Alliance already has a precedent on its sideadverse effects of drugs, the better. This is to be
in another area. The aviation industry has, for manycontrasted with the relative non-involvement of reg-
years, used the process of open public enquiry aboutulators in initiating and supporting the essential,
incidents. It also has a confidential reporting systemmore focussed and often epidemiological work on
for faults and near misses that do not lead to anythe further elaboration of a signal. This work is often
incident, but are thoroughly investigated. This infor-done by independent research groups in a largely
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mation appears in the media and does not seem to ence, for example in the UK over the ‘black triangle’
lead to undue and inappropriate public reaction. On guidelines, suggests that most health professionals
the contrary, the aviation industry seems to enjoy the do not follow or know about them.[21] This does not
image of responsible and safe performance. Clearly bode well for separate reporting systems.
a major difference between aviation safety and pa- Another area where close cooperation between
tient or drug safety is the frequency with which pharmacovigilance and patient safety is essential, is
major catastrophes are reported in the media and the in proposed solutions over risks. The messages from
general complexity of the healthcare business. On health authority patient safety groups over how to
the other hand, it is not immediately clear why the minimise drug risks, must be compatible with regu-
various systems that support healthcare seem to latory information, particularly the summaries of
work so much less efficiently than that of the inter- product characteristics (SPC) or equivalent. The
national airline industry! Some investigation of the problem is more than just giving consistent informa-
differences and similarities of the two industries tion from government sources because the SPC has
would be interesting, but it seems that it is at least an important legal status, particularly vis-à-vis the
possible to have an open system on errors/near miss- pharmaceutical companies’ duty to warn. If the re-
es and open enquiries about disasters, without it sults of patient safety activity are new recommenda-
leading to public mistrust. tions, they will need to be discussed very quickly to

The follow up of patient case reports is core to ensure consistency of official information.
the use of spontaneous reports. Many case reports do If the coordination over solutions works well, this
not have key information for an objective, remote may lead to more practical information being given
analysis of the case and particularly the causal role to healthcare professionals on how to avoid or mini-
of drug(s). Over the years, the pharmacovigilance mise some drug safety problems. It may also be that
discipline has worked hard to improve data quality the confidential reporting will encourage reports on
and completeness, but with a generic, continuous how healthcare workers respond to the information
monitoring system there are likely to be significant they receive.
questions about important reports that arise after
independent review. The Alliance will need to read- 3. Conclusions
dress this very important issue and find methods that

The World Alliance on Patient Safety has the aimencourage and facilitate the best data capture, since
of introducing the principles of safer healthcare tofollow-up will be impossible in a confidential re-
all countries around the world. An open culture ofporting system. If there is confusion, or worse, con-
admission of concerns/faults, investigation and im-flict between drug safety reporting and general pa-
provement is advocated.tient safety reporting, it will be to the detriment of

There are bound to be inter-relationships withoverall public health.
pharmacovigilance efforts. Careful consideration of

2.2.4 Cooperation or Confusion? the actual or potential overlaps in visions and goals,
Ideally, it seems to me that there should be com- methods of operation and communication practices

mon oversight of both systems, if not a single organ- are necessary. They should be harmonised and made
isation to cover both tasks. The potential for overlap complimentary. Much good and essential improve-
in reporting is too great and the ensuing confusion ment in safe healthcare delivery and in drug safety
would possibly deter reporters. Guidance as to what can result from the imaginative and wise use of this
should be reported where, already exists, but experi- new enterprise.
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