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Abstract

The history and characteristics of bureaucracy” are examined with a view

to understanding the impact of the bureaucratic mindset on medicines’ reg-
ulation, the pharmaceutical industry and healthcare delivery with a focus on
risk communication, pharmacovigilance and patient safety. Controversies
and allegations relating to common, negative effects of bureaucratic reg-
ulatory and management systems are reviewed and examples of creative and
effective practice provided. Strategic directions and specific actions for reform

are proposed.?

“A Vogon would not lift a finger to save his own grandmother
from the Ravenous Bugblatter Beast of Traal without orders
signed in triplicate, sent in, sent back, lost, found, queried,
subjected to public inquiry, lost again, and finally buried in soft
peat for three months and recycled as firelighter.”I"]

Risk assessment, risk management and risk
communication are among the most important
elements of the relationship between public au-
thorities and their populations and between health-
care personnel and their patients. Whether it is
hurricanes, tsunamis, chemicals, food, road safety,
smoking, binge drinking, epidemics, infection con-
trol, surgical procedures or specific medications,
there is an overriding responsibility to protect
people from harm as far as is reasonably pos-
sible or to provide them with options that allow
them to protect themselves. The heart of risk man-
agement in healthcare is the rapid and trans-

parent recognition and assessment of risk and

the early provision of sound, relevant, intelli-

gible information about benefits and harms,

empowering:

e professionals to offer the safest best possible
options and guidance;

e patients and consumers to make discriminat-
ing, informed choices.

The risk management enterprise is almost al-
ways mediated through political and bureaucratic
processes and is, therefore, vulnerable to agendas
and pressures that compete or interfere with the
primary goal of protecting and enlightening pop-
ulations and individuals. This article, first outlining
the history and nature of bureaucracy (literally,
‘the rule of people at desks’), examines how the
bureaucratic mindset affects the communication
of risk in pharmacovigilance and patient safety
and how some of the manifest flaws can be
addressed.

1 Bureau comes from an old French word meaning baize — the material used for covering desks; bureau later
came to mean desk or office; the -cracy suffix is from the Greek for rule of, hence ‘rule by people in offices’.
2 In preparing this article, the author consulted colleagues and health workers in several countries for their
opinions and experience. Their contributions, as opinions or anecdotes, some of which appear in the text of this
article, are summarized in an Appendix, which is available online at http://links.adisonline.com/DSZ/A76.
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1. History

All complex societies, from ancient Babylon to
the present day (including, for example, Egypt,
Greece, Rome, Byzantium, India, China and the
medieval Papal administration which was one of
the most sophisticated in the world), have had
more or less elaborate systems for the execution
of government or clerical policy and functions. In
the modern world, the term ‘public administra-
tion,” is a more neutral label for the high-level
activity, and while ‘bureaucracy’ in its academic
form is a neutral, descriptive term of a particular
method of administration, it has been forever
tainted by its original and continuing negative
associations. 2!

Our concern is with three principal manifes-
tations of bureaucracy: both medicines regula-
tion and pharmaceutical manufacturing, with
their large audiences of public, patients and
professionals; and healthcare delivery systems
(hospitals, clinics, pharmacies, for example) with
individual patients as their primary concern. Al-
though no bureaucracy operates perfectly,
and some are manifestly inefficient or corrupt,
the system itself, in principle, is probably the
best hope we have for the just and equitable

provision of services and resources, as we shall
see later.

2. Reputation

The machinery and officers of religion and the
state had been subject to the satire and intense
critical commentary of major thinkers and wri-
ters since ancient times, long before the word
bureaucracy existed.**! Open mocking of offi-
caldom and previously taboo subjects flourished
in the 20th century: films such as the Marx
Brothers’ Duck Soup; hugely popular shows such
as MASH, Oh! What a lovely war, Beyond the
Fringe, That was the Week that Was and The
Men from the Ministry; and, more recently,
popular cartoon strips, not least in the exploits of
Dilbertl! and the great Asterix.[°]

If some of the major figures in literary history
railed against bureaucracy, they were not alone,
for the last two centuries also saw an upsurge
of popular, professional and academic hostility
to many of its manifestations, in healthcare and
many other fields. This attitude, the reality under-
lying it, and its implications for risk communication
and patient safety are discussed after an examin-
ation of just what bureaucracy is.

3 Bureaucracy, in its French form, bureaucratie, was probably first used by Jean Claude Marie Vincent de
Gournay in the mid-18th century. Appointed as France’s administrator of commerce, in 1751 Gournay was
outraged by what Louis IX’s Comptroller General Colbert had put in place the previous century and railed against
the multitude of government regulations he believed were suppressing business activity. His famous protest: “We
have an illness in France which bids fair to play havoc with us; this illness is called bureaumania,” was echoed in
other contemporary writings. For example, letters from Friedrich Melchior, Baron von Grimm: “We are obsessed
by the idea of regulation, and our Masters of Requests refuse to understand that there is infinity of things in a great
state with which a government should not concern itself.” (1 July 1764); and: “The real spirit of the laws in France
is that bureaucracy of which the late Monsieur de Gournay used to complain so greatly; here the offices, clerks,
secretaries, inspectors, and intendants are not appointed to benefit the public interest, indeed the public interest
appears to have been established so that offices might exist.”” (15 July 1765). The word was coined in a spirit of
protest against complex and self-serving systems, and has hardly recovered since. One of the earliest uses in
English was by Lady Sydney Morgan? in her then-celebrated novel of 1806, The Wild Irish Girl, in which she
wrote of, “‘the Bureaucratie, or office tyranny, by which Ireland has so long been governed,” adding a deep
implication of political oppression to the concept.

4 Some of the great names include Horace, Juvenal and Aristophanes in classical times; through Persian poetry
around the 10th century, to Chaucer, Boccaccio, Shakespeare, Rabelais and Erasmus; Hall and Donne in the 17th
century; then the great writers of the 18th and 19th centuries, including Pope, Swift, Defoe, Dryden, Mark Twain,
Moliere, Dickens, Tolstoy, Balzac, Gogol, and on to Kafka, Orwell, Huxley and Joseph Heller and many more in
the last century.

Adis © 2012 Springer International Publishing AG. All rights reserved. Drug Saf 2012; 35 (11)
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Dickens: Little Dorrit: Chapter 10 — Containing the Whole
Science of Government

The Circumlocution Office was (as everybody knows without
being told) the most important Department under Government.
No public business of any kind could possibly be done at any
time without the acquiescence of the Circumlocution Office.
Its finger was in the largest public pie, and in the smallest
public tart ...

... This glorious establishment had been early in the field, when
the one sublime principle involving the difficult art of governing
acountry, was first distinctly revealed to statesmen ...Whatever
was required to be done, the Circumlocution Office was
beforehand with all the public departments in the art of
perceiving - HOW NOT TO DO IT.

Charles Dickens, Little Dorrit (published in serial form
December 1855-June 1857)

3. Meaning

The writings of Max Weber® have had the
greatest influence on our modern conceptualiza-
tion of bureaucracy, primarily in democracies, at
least in its ideal, rational, ‘scientific’ form. He
identified seven core principles!” for a system that
delivered the most rational and efficient admin-
istration of a society. They included the rule-
following nature of specific roles and the division
of labour within a vertical hierarchy of authority
and reliance on written documents.

He described the bureaucratic official as having
specific characteristics, including appointment on
the basis of conduct and technical qualifications,®
the exercise of authority following impersonal
rules, and the rewards of salary and the prospect
of advancement in a lifetime career. Officials are
responsible only for the impartial execution of
assigned tasks and must sacrifice personal judg-
ement’ if it runs counter to official duties.?]

Weber’s Seven Principles of Bureaucracy
1. Official business is conducted on a continuous basis.

2. Official business is conducted with strict accordance to the
following rules:
o the duty of each official to do certain types of work is
delimited in terms of impersonal criteria;
o the official is given the authority necessary to carry out his
assigned functions;
o the means of coercion at his disposal are strictly limited and
conditions of their use strictly defined.

3. Every official’s responsibilities and authority are part of a
vertical hierarchy of authority, with respective rights of
supervision and appeal.

4. Officials do not own the resources necessary for the
performance of their assigned functions but are accountable for
their use of these resources.

5. Official and private business and income are strictly separated.
6. Offices cannot be appropriated by their incumbents
(inherited, sold, etc.).

7. Official business is conducted on the basis of written documents.

Weber recognized that such a system, rational
and efficient in principle, could be abused and
diverted in many ways, not least by becoming a
political oligarchy, unaccountable and hostile to
democracy and service to the people.®(8]

Robert Merton was another important
commentator on social structures who identified
the phenomenon of red tape and other inef-
ficiencies in real-world bureaucracies. He sug-
gested that, if the predominance of rational rules,
and their close control of all actions, favour the
reliability and predictability of the bureaucrat’s
behaviour, as Weber believed, it could equally
lead to lack of flexibility and a tendency to turn
means into ends and produce ‘goal displacement.’
Meier and O’Toole,'” for example, assert that

5 1864-1920; notable German sociologist, political economist and administrative scholar whose seminal work
was Economy and Society, published posthumously in 1922, arguably one of the greatest sociological treatises of

the 20th century.

6 The Chinese Imperial Examination System, established 1500 years ago, was the first to elevate merit above

patronage as the criterion for appointment.

7 This has the occasional inevitable consequence of ethical dilemmas for employees and conflict with the concept
of ‘professional autonomy’. This issue recurs later in this article.

8 This idea had been earlier developed in Robert Michels’ Iron Law of Oligarchy in his 1911 book, Political
Parties. Tt states that all forms of organization, regardless of how democratic they may be at the start, will

eventually and inevitably develop into oligarchies.

Adis © 2012 Springer International Publishing AG. All rights reserved.
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... bureaucracies can and will implement policies
in ways unintended by the political princi-
pals”.['! This kind of corruption was succinctly
described by Dame Janet Smith in her damning
assessment of the UK General Medical Coun-
cil (GMC) in her 2004 report on the Shipman
murders:

The GMC focussed too much on the interests of

its members, rather than safeguarding the

interests of patients.’12-13]

Amongst other important contributions to
popular thinking (and ironical judgement) about
bureaucracy were:

o Parkinson’s Law:"%' “Work expands so as to
fill the time available for its completion.”

e The Peter Principle:'''3 “In a hierarchy
every employee tends to rise to his level of
incompetence.”

o Putt’s Law:'% “Technology is dominated by
two types of people: those who understand what
they do not manage, and those who manage
what they do not understand.”

o Pournelle’s Iron Law of Bureaucracy:'! “In any
bureaucracy, the people devoted to the benefit of
the bureaucracy itself always get in control and
those dedicated to the goals the bureaucracy is
supposed to accomplish have less and less in-
fluence, and sometimes are eliminated entirely.”
The ideal model has some latent and apparent

flaws — self-containment and inflexibility being

the most serious. Ponderous responses can be
seen vividly in the extreme circumstances of crisis,

17] «

“Poor fellow, he suffers from files?2.”

Aneurin Bevan (1897-1960), British Labour politician. Quoted
in Michael Foot, Aneurin Bevan, Vol. 1, Chapter 5 (1962).
Referring to the administrator and trade unionist Sir Walter
Citrine. Citrine, Foot claimed, had a “card-index mind.”

a This is a play on the common UK English word ‘piles’
otherwise known as haemorrhoids, an affliction treated
somewhat jocularly in some circles.

when rigid organizations are shown to be incap-
able of fleet-footed reaction to fast-moving events
and of responding effectively to the urgent
communications, emotional and other needs of
multiple audiences. Even when crisis plans exist,
disasters almost always require improvization and
creativity which no bureaucratic Standard Oper-
ating Procedure (SOP) can provide for.

It is also credibly argued that bureaucracies
favour men and stereotypical male values (rule-
and control-based management), often to the
exclusion of women and female values (principle-
and trust-based approaches).['8! The style and
ethos of a bureaucracy are matters of choice, en-
tirely in the hands of those in charge.

Bureaucracy, however, in spite of its variable
manifestations, is probably the best hope we have
for serving the purposes of democratic adminis-
tration and the equitable distribution of services
and resources in the public sector (Gongalo
Sousa Pinto, private correspondence).'? It is the
dominant administrative model in the private
sector, where profit and market penetration are

9 The following comment on the GMC from another source represents a devastating analysis of an organization, with
ostensibly benign purposes, which has become a kind of monster: “The GMC displays the hallmarks of a paranoid
Third World dictatorship in how it seeks out (usually non-existent) problems; indeed, Shipman appears to have been a
timely pretext to pursuing a pre-existing authoritarian agenda. It has turned its attention to medical students, joining
forces with the Medical Schools Council to target what they consider inappropriate behaviour at an early stage.”

10 Parkinson’s argument was based on statistical analysis of the substantial growth of the UK civil service bu-
reaucracy at times when national commitments were declining, when, for example, the British navy was dramatically
reducing its fleet and manpower after World War 1, and when the Empire was being dismantled after World War 2.
11 A humorous treatise, which also introduced the ‘salutary science of hierarchiology’.

12 Here is an eloquent statement of the case for the defence: ... a bureaucratic system is essential to ensure
democratic and universal access to healthcare or any service provided by the State... Bureaucracy is in place to
ensure that the State relates to all citizens in such a just and egalitarian way, and that individuals in positions of
power ... do not take priority in that relationship... Bureaucracy also helps organize the logistics of the State or
organization in the spirit of creating SOPs, in order for the system to learn from itself while purging any errors
from its activities.” (Gongalo Sousa Pinto, private correspondence).
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the driving forces.™ It is only one of several or-
ganizational types (see boxed text below) and is
far from being the best for all situations.!'®-20]

Types of Organizations

Henry Mintzberg, one of several influential thinkers in this field

in the 1980s and 1990s, identified five types:

e The entrepreneurial organization (often a young outfit with
minimum structure and formality).

o The machine organization (bureaucracy, highly structured
and formalized, Weber's model).

o The professional organization (development of professional
standards and support of professional membership).

o The divisional (diversified) organization (often a constellation
of specialized sub-units, which may become bureaucracies in
their own right).

e ‘Adhocracy’ (all kinds of innovative, one-off, dynamic projects
outside line-management and other formal structures).

Bureaucracy itself may have several different
styles and cultures, including innovative, suppor-
tive, pure bureaucratic, acquisitive and mono-
polistic,?!l autocratic and democratic, none of
which is appropriate for all situations, and some
of which are actively hostile to effective organi-
zational functioning in the fields of health and
public service. (For one diatribe on this issue, see
Charlton.??) Rational bureaucracy in a democ-
racy (Weber’s model) may be incompatible with
other types of legitimate authority, such as tra-
ditional and charismatic leadership (in develop-
ing countries, for example). We should note that
all systems, however well-intentioned, live under
the constant threat of subversion by corruption
and patronage, and by the impact of the short-term
tenure of political masters and the shuffling of staff.

In summary, ‘bureaucracy’ is the name of a
formal system for public administration which, in
its ideal, theoretical form, can serve democracy
and groups or individuals by delivering services
that are efficient, equitable and reliable; it can

also serve the very different purposes of the pri-
vate sector. It is a system, however, vulnerable to
a host of corruptions and diversions that can
blunt or undermine its core aims and objectives.
The word itself is frequently used as a critical,
often satirical encapsulation of these weaknesses.

4. Performance

Death of compassion: how managed care and bureaucracy are
strangling the heart of medicine?3!

USA wastes more on healthcare bureaucracy than it would cost
to provide healthcare to all of the uninsured(?

Unnecessary bureaucracy is crippling NHS research!2%!
Bureaucracy run amok: can checklists kill?'426]

India’s bureaucracy is ‘the most stifling in the world’(?7]
Drug industry scandal a ‘crisis’®!

It is all too easy to find headlines and titles
such as these in the media, academic journals,
published books and blogs. The prevailing opi-
nion seems to be of universally burgeoning and
bloated bureaucracies and of complex and dis-
abling regulation, which both have a dire effect
on research, innovation, service delivery, risk
communication and patient safety.'312]

We have to be cautious about taking all this
hostility at face value: bureaucracy, including
regulation, is one of the arenas of bitter political
and professional debate, with left and right, bu-
reaucrats and their publics, amongst many other
often warring parties, having very different view
of its benefits and harms.

The position of the ‘right’ is indicated by this
remarkable opinion from a conservative blogger:

“But the reality is that market discipline is far

more effective than any law when it comes to

making you safe ... An airline doesn’t need

Federal regulations to get them to keep their

13 How the exclusive obsession with profit exposes the vulnerability of management bureaucracies to ques-
tionable, even outrageous, practices is evident from Enron to Vioxx, from selective serotonin reuptake inhibitors
to Olympus (cameras) and, of course, banks.

14 This headline was provoked by a decision of the US Office of Human Research Protections which was later
reversed as the result of massive professional protest.

15 For a passionate and heart-rending account of the multiple failings of healthcare policy and bureaucracy as
they affect general practice, see Lakasing and Francis.['?]

Adis © 2012 Springer International Publishing AG. All rights reserved. Drug Saf 2012; 35 (11)
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fleet of aircraft in tip-top condition ... The big

government types would be apoplectic at the

suggestion, but the reality is that if all FAA
regulations were repealed, it would likely have
no measurable effect on airline safety.”

This writer also applies the same prediction
with regard to the abolition of the FDA and food
safety in the US.[*%

A quite contrary view is expressed by a pro-
fessor of politics:

“Ironically, the real problem with many public

bureaucracies today is not that they are bloated

institutions who are over-staffed and spend too
much money, but that they are understaffed and
don’t have the funds to do their jobs.”3)

An example of one extreme position, which
demands very thoughtful assessment, is the col-
ourful, popular and controversial ‘Natural Health’
website of Dr Joseph Mercola, whose hostility to
the standards of drug regulation (and pharma-
ceuticals in general) spawns a daily exposition of
what he describes as fraud, corruption, distortion
of evidence and threats to health. A recent and
typical example is ‘Systemic Corruption within
the FDA Threatens Your Health’ .3l (Anti-
immunization campaigners use similarly in-
flammatory language, see section 5.)

5. Information and Risk Communication

Major issues in bureaucratic communica-
tions are the ethics of public communications
(transparency and full disclosure, especially); the
integrity of the information on which risk mes-
sages are based (who generates the information
and on what basis with what assumptions or
prejudices); and the social context in which they
are delivered (knowledge, trust, socictal beliefs,
and so on):

“The prevailing context of risk communication

is fear, or something to be dreaded, avoided and

even intervened against in order to keep us safe.

Moreover, the information models of risk

assessment are built on quantitative platforms
with measurable results. This means that they
are also built on official information bases that
have been constructed by agencies with rather
narrow agendas, much of which are self-serving
and reflective of their own institutional narra-
tives about efficiency, reliability and validity.

Ultimately, then, risk assessment models are

subject to all the pitfalls and critiques of official

information.”3?

The potential institutional distortions implied
in this comment will already be familiar to read-
ers, as will the preference for data over informa-
tion and exegesis. They form the basis of many of
the controversies about regulatory and commer-
cial practices in risk assessment and commu-
nication. A further important related issue is
attitude to risk: many commentators refer to a
prevailing risk-averse culture which they believe
is hampering medical and pharmaceutical re-
search and risk communication without demon-
strable contributions to safety.

This is from one pan-European vested per-
spective:

“Clinically initiated medical research has be-

come suffocated by excessive, complex regulation,

adding many months of delay. The directives
have not prevented poorly designed or unethical
studies, nor have they made studies safer.

Rather, they have frustrated clinicians, delayed

progress, and impeded the completion of essen-

tial trials.”33

Risk aversion has a profound effect on action
and communication associated with risk: with
most publicly-managed risks, even those of ex-
ceptionally low probability, such as the terrifying
Shipman'®'3 and Allitt'’34 cases, there is often
a public outcry and call for radical action, fol-
lowed by panicky (‘knee-jerk’) legislation, maybe
new regulations, and declarations by politicians
or business people that they will ensure ‘this never
happens again’ (a doomed hostage to fortune).
This approach exacerbates several serious prob-

16 Shipman was convicted of killing 15 patients and thought to have maybe killed a further 200.

17 The official enquiry into the attacks on 13 children was held in private, giving rise to some very negative
assessments about the intentions of the Secretary of State for Health, Virginia Bottomley, and raising the old

question of the public’s right to know.
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lems: it reinforces the public’s nervy, precau-
tionary attitudes to risk they do not choose (un-
like their reactions to voluntary risks such as
smoking, driving, extreme sports and so on); it
implies that all risks (even of very low prob-
ability) can be regulated and removed; it implies
that tolerance of risk is not a necessary aspect of
rational social life or medical therapy; it villifies
uncertainty. It suppresses open investigation,
dissemination and acceptance of good informa-
tion about risks and harms. It also underlies
expensive and wasteful defensive clinical
practice.[33-30]

Drug safety scares (for example, cerivastatin
(Baycol®), rofecoxib (Vioxx®), tegaserod (Zelmac®),
rosiglitazone (Avandia®) and, most recently, ri-
monabant (Acomplia®) have caused widespread
outrage, not least because the commercial and
regulatory bureaucracies and manufacturers of-
ten gave the impression (whatever the reality) of
being self-servingly less than honest in their
communications, and slow to reveal or react to
evidence of significant harm. Such incidents,
along with a common perception that the drug
trial and approval systems are themselves flawed,
have done much to damage public confidence in
regulation and provoked deep scepticism about
the integrity and credibility of the authorities’
risk communication practices.*”l The rise and
rise of the influential and deeply damaging anti-
immunization lobby (with nearly 3 centuries of
history'®38-39]) has been generously helped on its
way by official risk communication failures to
manage the storm of religious, political, ethnic
and superstitious assertions and myths that dog
the science. Compounded by actual incidents of
error and damage, such as the Rotarix® con-
tamination controversy and infant death from
measles vaccine in Tamil Nadu,[#%-4!1 the autho-
rities remain distant from achieving the cred-
ibility and trust that would bring some hope of
influencing public belief and behaviour.[*?! This
exposes core weaknesses of big administrations:
their only partial grasp of the ineffable complex-
ity of human nature and motivation and the

limitations of their traditional tools for mean-
ingful engagement.

In responding to a review of Health and Safety
regulation, commissioned by the UK Government
from Professor Ragnar Lofstedt,[*3] The Foun-
dation for Law, Justice and Society published a
policy briefl*¥ that encouraged regulators * ... to
take measured risks and adopt a more lenient,
evidence-based approach to risk management in
health and safety regulation.”

6. Patients Not Prototypes

Although their focus is different, this is a view
shared by many health professionals who believe
that many regulatory shibboleths do not protect
patients™! and that the lack of transparency
about risk (principally a failure to share com-
prehensive and intelligible information, including
early concerns about emerging problems), espe-
cially in drug development and regulation, expose
professionals and patients to serious subsidiary
risk.[4-#8] ‘Confidentiality’ is one of the big bu-
reaucratic guns in the war for control, repelling
all boarders: does it really serve the public inter-
est, for example, that current issues of concern on
the desks of regulators are protected from view
like battlefield intelligence? The double-barrelled
assault of ‘commercial confidentiality’ defeats all
hopes for progress and the sharing of informa-
tion. In a field that should be ripe with partner-
ship and collaboration, this vocabulary is often
put to surprisingly hostile use by regulators and
industry alike.

There is also the conundrum that approval
safety-hurdles placed too high, especially where
patients vary greatly in tolerance and response, as
with atypical antipsychotic drugs, may deprive
potentially large populations of useful therapy.
Jerome Groopman!*! points out the folly of re-
lying on guidelines that are inevitably based on
prototypes:

“They are no substitutes for individual thinking.

And they break down when cases are atypical or

complex. It’s critical to factor in that human

18 In 1722, Reverend Edmund Massey denounced inoculation as interference with the will of God to punish
sinners through disease, it “usurps God’s providential authority”, he proclaimed.

Adis © 2012 Springer International Publishing AG. All rights reserved.
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biology is highly variable, that diseases have

multiple presentations, that symptoms exist with a

range of intensity and frequency, while algo-

rithms and treatment guidelines are, of necessity,
simplifications. It is impossible to standardize
all care.”

There is not, and never can be, an SOP for
thinking, for judgement, for discriminating choi-
ces, for empathy and humanity, for creative so-
lutions, in drug safety, in regulation, in clinical
practice, risk communication or signal detection
(or any other field of human endeavour), al-
though many behave as if there could be. ‘Due
diligence’” cannot be SOPed: the belief that it can
is one of the failures of the bureaucratic mindset.
The only alternative is open public discourse
about complexity, uncertainty and the evolving
nature of science.

Dale H. Gieringerl®” characterizes a central
problem, which has huge implications for risk
assessment and communication and rational pa-
tient choice:

“A fundamental problem of the present ap-

proval system for new drugs [is] the assumption

that new drugs be approved as ‘safe and effec-
tive’ on a collective, society-wide basis. The
problem is that safety and efficacy are inher-
ently subjective concepts, whose meaning in-
evitably varies from individual to individual ...

No one has yet defined safety and efficacy."

Nevertheless, distinguished panels attempt to

make what are termed ‘scientific assessments’ in

the absence of objective basing points. In prac-
tice, safety and efficacy depend strongly on
individual circumstances such as age, sex,
genetic makeup, and a host of other medical
and personal factors that are often difficult for
regulators to know. Even more important, the
meaning of safety and efficacy depends crucially

50

on personal values and attitudes toward risk:
what seems safe to one person may well seem
unsafe to another in similar circumstances. By
imposing collective choice in drug risk, the
present system is therefore inherently contro-
versial, requiring the arbitrary imposition of
values by technocratic authority.”

This truth is most crudely obvious when a drug
is withdrawn from the market to protect people
(we do not know how many), at the same time as
it deprives a sometimes vocal minority of those
whom the drug had helped, sometimes uniquely
so. Risk management is the alternative approach,
when, as with high-risk drugs such as isotretinoin
or thalidomide, elaborate paperwork and coun-
selling safety mechanisms may be put in place to
allow access to the drug while protecting patients
at serious risk (in these cases, particularly preg-
nant women). Sadly, experience suggests that
such methods often fail, when prescribers or dis-
pensers ignore warnings (as in the notorious case
of contraindications for the use of cisapride, for
example, 251121052 or the more recent case of ki-
nase inhibitors and contraindicated drugs!>3), or
unauthorized supplies are available (as with iso-
tretinoin all over the world). Users of black
market, Internet or under-the-counter drugs are
unlikely to benefit from any of the traditional risk
communication activities of the responsible au-
thorities (and are largely invisible to them). Oc-
casionally, a drug fails to gain approval because
of lack of evidence of benefit within narrow
regulatory criteria, even when clinicians and pa-
tients assert its effectiveness and evidence de-
monstrates it; such was the case in the UK with
glyceryl trinitrate ointment for the healing of
anal fissure, for example (Andrew Herxheimer,
personal communication). Patient needs can
be trumped by other considerations and voices

19 While the substantial point is well taken, ‘safety and efficacy’ do have prescribed legal and regulatory
meanings; the problem is that those meanings do not necessarily align with variable and ill-defined meanings of the
terms in the public mind, or with public choices or priorities.

20 Research on the impact of the FDA’s 1998 campaign about the contraindicated use of cisapride came to the
conclusion: “The FDA’s 1998 regulatory action regarding cisapride use had no material effect on contraindicated
cisapride use. More effective ways to communicate new information about drug safety are needed.”

21 Similar ineffectiveness of high-profile safety protocols has been found in many environments, for example in
operating theatres where wrong-patient, wrong-site surgery remain serious problems.
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(although it is sometimes unclear as to who or
what they are).

The Perils of Passively Following Routines

Visiting a seriously ill intensive care unit (ICU) patient, a lifetime
senior nurse (author’s relative, personal communication) was
disturbed to see ward staff regularly and correctly reading and
recording data from multiple monitoring machines, but without
scanning previous data entries to detect trends, therefore
putting the patient at risk in the event of deterioration which, on
occasion, the visitor had to point out and insist on action.

An elderly man is bathed every morning in his home by visiting
carers, but they will not put cream on his bedsores because this
is not on their list of duties (Sainsbury E, personal
communication).

The issues of judgement and professional autonomy and the
contradictory impact of comprehensive rules, SOPs and regulation
are the subjects of passionate debate in the literature. For
example: ‘Writing hospital policy in the discourse of procedural
directives reduces nurses’ ability to act as autonomous, critically
thinking professionals, with implications for patient safety, nurse
autonomy and the professional status of nursing. >

7. Routines and Professional Judgement

In a Chartered Institute of Management Ac-
counts report on retail and local government risk
management practice,> a key finding was:

“Bureaucratic processes and systems can ham-

per good risk management — either as a result of

a ‘box-ticking mentality’ or because managers

and staff believe they do not need to consider

risk themselves.”

The ‘box-ticking mentality’ has been the
source of much criticism and is a typical symptom
of bureaucratic thinking and processes. In a ‘damn-
ing’ report about the UK Care Quality Commis-
sion’s I'T-based approach to spotting problems in
healthcare providers’ services,> their ‘light-touch’,
electronic box-ticking system for collecting data
is alleged to be ‘putting patients at risk’.* In a
review of the radical market reforms to the UK
National Health Service (NHS),’” a commenta-
tor notes the risks:

... we must be concerned about how quality and
performance are measured — healthcare may
become a box-ticking exercise, with services
offered because of their tariff or their amen-
ability to measurement. Corners may be cut
with essential parts of the service that are not
directly reflected in targets, resulting in health-
care that performs well on paper, but which does
not meet patients’ needs.”

But these risks are not new. The reforms
themselves arise from a health service that had, in
some respects, already lost its way through the
displacement of the goal of public service with
institutional, bureaucratic (and cost-cutting)
priorities. In a radio interview about patient care
and bureaucracy, Prime Minister David Camer-
on, described the process exactly:[*8]

“It’s not one problem in particular. It’s the

stifling bureaucracy. The lack of consequence

for failing to treat people with dignity. Even, at
times — as we saw with Mid Staffordshire*>5%-60]

— the pursuit of cost-cutting or management

targets without sufficient regard for quality of

care.”

This identifies a common bureaucratic cor-
ruption: a hermetic administrative ethos that is
unconcerned about, ignorant of, or unreceptive
to evidence of the impact of decisions on staff,
users or outsiders. The naive bureaucratic view of
risk communication (provide ‘one size fits all’
information, for example tick boxes or complex
and time-consuming forms) illustrates this im-
placable deficiency of technocratic management
of problems with profound human and social
dimensions. The big players in regulation have
no understanding of or concern about the in-
evitable powerful impact of their decisions on
politicians, scientists, journalists and patients in
countries outside the exclusive frontiers of their
domains. They provide nothing in the way of
insight or guidance for foreign fellow profes-
sionals who may be cast into controversy and

22 According to Margaret Hodge, Chair of the Public Accounts Committee, ““The Care Quality Commission has
come under fire in recent months following press exposure of problems at the Winterbourne View Hospital, the
latest inquiry into the scandal at Mid Staffordshire NHS Foundation Trust, and its own report on dignity and

nutrition at NHS hospitals.”

23 A scandal of patient neglect and abuse which rocked the UK in 2009.
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doubt by actions taken thousands of kilometres
away'24[6 1,62]

The conflict between procedure and meaning
is a serious concern in the issue of informed con-
sent — a critical risk communication process —
where the ticked box and the signature represent
fulfillment of the bureaucratic requirements but
may, at their worst, be no more than an empty
gesture by a confused but submissive subject or
patient.?51%3] When there is overwhelming and
detailed information, especially where the con-
sequences may be complex and/or uncertain, the
precautionary bureaucratic and legalistic provi-
sion of dense and lengthy documentation con-
tributes little to ethical practice in reality. This
applies to clinical trial protocols, patient in-
formation leaflets and (as we all know) to those
endless software and banking agreements whose
terms and conditions boxes we tick without any
idea what we are consenting to; specifically, what
risks we are accepting, which may or may not
have been communicated intelligibly, along with
the assumed benefits. Industry compliance with
countable regulatory communications require-
ments may be audited on timescales (the 15-day
rule, for example) rather than the quality, com-
pleteness and meaning of data.

Those who deplore regulation assert the be-
nign intentions and ethical principles of profes-
sionals and business people,?® but we know, in
medicine (and business) that not only can some
people not be trusted to behave well, but that they
are downright dangerous (see ‘Fatal heart drugs

Fatal Heart Drugs in Pakistan

Media reports (25-27 January 2012; for example, BBC News
Asial®9) tell of more than 100 deaths and 250 seriously ill
patients in Lahore after an estimated 40 000 patients were
given free cardiac medication at the government-run Punjab
Institute of Cardiology. Contamination with fatal doses of
pyrimethamine (an antimalarial) was initially suspected as the
cause. A number of arrests have been made.

Points of interest:

o The first deaths occurred some 3 weeks before the story
broke: reactions to identifying and communicating the risk
were very slow

e Government-run hospitals are required by law to buy the
cheapest available medication

Across the Pacific

Such incidents are not confined to emerging countries. In
February 2012, the FDA sent out an alert: “The FDA is warning
healthcare professionals and patients about a counterfeit
version of Avastin 400 mg/16 mL, which may have been
purchased and used by some medical practices in the United
States. The counterfeit version is labeled as Avastin,
manufactured by Roche and does not contain the medicine’s
active ingredient, bevacizumab.”¢7) Unapproved medicines
were purchased, presumably, because they were cheaper: no
amount of regulation and bureaucracy stops these things
happening.

in Pakistan’ in boxed text above). The medical
research horrors that gave rise to the Nuremberg
Code and the Declaration of Helsinki are suffi-
cient evidence of the depravity of some scientists
in the unregulated pursuit of knowledge, but even
those measures did not clean up the scene (the
Willowbrook scandal, for example®’(®*) and
there are those who believe all the Belmont Reports,

24 There is doubt even about the reliability of communications at home: recent research suggests that out of 91
Class I recalls (drugs with the potential for serious adverse consequences or death) since 2004, one in five were
absent from the US FDA'’s customary notification processes, leaving all audiences ignorant of information about
them. During 2004-11, the FDA issued 2900 announcements through its Recall Alert system, 1700 of which were
drug recalls listed in enforcement reports.

25 An eloquent discussion of the intrinsic complexity of informed consent is provided by Corrigan. This is a
particularly valuable study because it includes extensive quotations from interviews with research subjects whose
experience challenges many taken-for-granted assumptions about the process.

26 See RedState quotation above,[*] (section 4).

27 “From 1956 through 1971, residents at the Willowbrook State School for Children with Mental Retardation
were infected with live hepatitis in order to develop a vaccine. Parents gave permission for their children to
participate in this study, often because it guaranteed acceptance into the overcrowded facility.”
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Institutional Review Committees, Ethics Commit-
tees and paraphernalia of regulatory control have
still not ensured intrinsically ethical practice or the
safety of patients and research subjects.¥65 (They
also believe there have been other serious adverse
effects on the progress of science, as mentioned in
section 5; see Osanto et al.?)

Bureaucracies have a tendency to foster man-
agerialism[®®! with its emphasis on efficiency, cost
minimization, hierarchy, centralization, control
and reliance on technical fixes. Scientific and
professional leadership, sometimes local or re-
gional, is replaced by centralized managerial and
administrative direction, local intimacy is de-
stroyed and core skills are neglected or devalued.
These processes can be seen in the loss of clin-
icians from the ideally broad mix of staff in
national pharmacovigilance management, for
example; the abolition of regional pharmaco-
vigilance centres; and the pretentions of nurs-
ing degree qualifications at the expense of core
nursing skills.[®”! Such shifts have profound im-
plications for the quality, integrity and focus of
what happens within systems and to their ex-
ternal customers. 270!

8. Time-Wasting Loss to Patients

Much of the agitation about the impact of
bureaucracy on pharmacovigilance and patient
care and safety comes from a range of startling
statistics from around the world about the amount
of time health professionals spend on paper-
work;"!74 collectively, millions of hours per week
(see following boxed text).

Time spent on paperwork and allied activities
is time stolen from time with patients, either in
terms of total numbers served or in terms of time
spent with individuals; the resulting pressure and

Bogged Down in Paperwork: Research Findings!”'-74

In 2008 nursing staff across England spent more than a million
hours a week on paperwork The Royal College of Nursing
found; time it said could be better spent tending to patients.

The Australian Medical Association Red Tape survey of 2011
found that almost 10% of general practitioners (GPs) are
spending more than 9 hours of their working week dealing with
government red tape, and more than 20% are spending up

to nine hours ... The average red tape burden was 4.62 hours
a week.

In the survey, which had more than 1650 responses, one in
three pharmacists said increased paperwork and problems
with stress had affected the service they provided to patients in
the last 12 months ... More than three in five admitted the
issues had resulted in increased medication errors or near
misses, and over half said they had led to poor quality
counselling or advice to patients.

stress may lead to errors of all kinds, inadequate
communication (including difficult and time-
consuming risk communication) and a decline in
positive, interactive care, adherence and safety.

A Stunning Example of Complexity

The author has a copy of the patient assessment form for NHS
Continuing Health Care, EH/ML/018/10; Welsh Assembly
Government Circular, 015/2010.175]

The objectives are admirable, and include: “... to put much
greater effort into developing models of service which help to
prevent or delay the need for more intensive health and social
care services or facilitate a return to lower level support.” The
assessment is for patients who might require continuous
nursing or respite care for 1-6 weeks.

The entire document is 119 pages long, with 67 pages of
complex details about the history and rationale of the
regulations, with the content from page 68 to the end being the
form itself. A senior health worker completing the form,
reported that it took her 7 hours (personal communication
[anonymity requested]), about the time expected even after the
full day’s training specified for users. No risk of box-ticking
superficiality here, but is this really a reasonable and
proportionate alternative?

28 Forexample: ““... rising nurse workloads and introduction of barcode medication administration technologies
are creating a human-technology interaction that can cause risky compensatory behaviours — namely, shortcuts
and workarounds. When the Institute for Safe Medication Practices surveyed nurses’ opinions and experiences in
trying to meet the 30-minute rule, it received an overwhelming response from more than 17 500 nurses. Without
question, nurses said they believed complying with the requirement can cause more harm than good.”

29 One of the most bizarre, if minor, manifestations of this control-based approach emerged in the UK in 2011,
when nurses in the county of Kent appeared on the wards wearing red tabards bearing the words “Do not disturb;
drug round in progress.” Reassuringly, this preposterous insult to patients provoked widespread outrage.
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Bureaucracies love meetings. Meetings con-
sume vast numbers of staff hours and burn stacks
of cash. They often have similarly demotivating
and stress-inducing effects as paperwork in pur-
suit of productivity gains which range from sub-
stantial to zero. Anecdotal evidence gathered by
this author across several training pharmaco-
vigilance courses in several countries suggests a
weekly total of anything between 4 and 12 hours
spent in meetings, with one far-Eastern colleague
reporting a staggering weekly total of between 20
and 30 hours. Few people regard more than a
small percentage of this meeting time as produc-
tive, yet it is an area in which huge improvements
can be made when the dead hand of unimaginative
bureaucratic control and inertia is lifted. Unproduc-
tive time in useless meetings is an insult to staff dig-
nity and a further obstacle to patient safety. Too few
meetings are problem-solving partnerships; too
many are manifestations of paternalistic manage-
ment and process-driven obsessions.

9. Reporting Adverse Drug Reactions: The
Labyrinth

Good risk communication is dependent on
having good risk information available; pharma-
covigilance is one of the important methods of
gathering risk data. The question of adverse drug
reaction reporting forms is one that I have ad-
dressed previously’® and it continues to be a
matter for concern: is vital safety information

best collected by the mechanism of filling in
complex and time-consuming forms? The answer
is a resounding ‘no!” but the pressures to maintain
the established system are great and, it must be
said, regrettably plausible, particularly in the
light of limited resources. One observer (McEwen
J, personal communication) notes that ADR re-
porting by hospitals and family doctors in Aus-
tralia has been falling in recent years, almost
certainly as a result of its low priority and the
pressure of other forms and administrative du-
ties.*® We must find ways of reducing the burden
of reporting for busy professionals.>!

The communication of risks identified through
the non-systematic, ‘spontaneous’ process of phar-
macovigilance is a further issue of concern at ev-
ery stage of the long chain from patient, reporter,
through local and national pharmacovigilance
centres, assessors, regulators, manufacturers, and
ultimately to physicians, pharmacists and pa-
tients. Is the end result useful, credible, reliable
and timely? There are serious questions, not least
about the speed with which emerging risks are
recognized, assessed and communicated through
the bureaucratic processes.

Sadly many of these deficient systems are used
as the default model for export to developing
countries, where culture and practices make
them unsuitable and inefficient, and preclude the
search for more creative and relevant solu-
tions.>?”7) This leads to sub-optimal performance
and sometimes failure (Gongalo Sousa Pinto,
personal communication).*?

30 This is against a recent rising trend of reporting from companies and ‘others’, particularly resulting from
campaigns to encourage reporting of adverse events following immunization for HIN1 and seasonal influenza.
31 Poison centres all over the world have for years collected data on millions of cases without a single form being

completed by reporters.

32 The use of government bureaucratic domination as well as ecclesiastic bureaucratic domination was highly

effective in the overtaking of colonial properties. However, bureaucratization was an ineffective tool for the
reformation of decolonized states ... the bureaucratic form is unnatural in societies where charismatic or tradi-
tional authority still dominates.

33 An example of the difficulties of the implementation of international projects developed in Europe was the
decline of the useful and well-intended hypertension initiative managed by the Pharmaceutical Forum of the
Americas. This withered in the field, partly at least, from the imposition of very complex protocols and data
collection which healthcare workers and patients could not cope with.
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The Case of Antimicrobial Resistance

In the field of risk communication, there are few larger failures
than the long-term, continuing, extravagant and irrational use
of antibiotics in humans and animals (for example, see Lalvani
et al.l’8)). This enormous threat to the future of worldwide public
health appears not to have been grasped by politicians,
healthcare workers, patients or the public at large, and this can
be attributed only to a comprehensive failure of risk
communication throughout the world. While some admirable
efforts have been made (for example, the annual European
Antibiotic Awareness Day!”?)) ignorance, laziness and
misguided animal husbandry conspire to threaten us all. In
many developing countries antibiotics are promiscuously
available in pharmacies and on the streets, and doctors and
pharmacists, often under pressure to prescribe or dispense at
least something, collude with patient demands on a vast scale.
In other areas of public health (smoking and safe sex, for
example), we have seen that only vivid campaigns over years
(decades, in fact) are likely to affect attitudes and behaviour.
Nothing less will reduce the irrational use of antibiotics while
enforcement at borders and on the streets is so ineffective.

The model itself may not be the greatest risk, but
the irrationalities and absurdities to which it is so
amenable under short-sighted or self-seeking
management threaten us all.

Summary of Potential Benefits of Bureaucracy

1. Policies, rules, standardization, uniformity: predictability,
clarity, objectivity, equity, continuity.

2. Technical qualification and division of labour: enhanced
economies of scale, specialization and control.

3. Chain of command: control, enhanced decision making and
efficiency; reduced conflict.

4. Accountability: upwards to political or commercial masters and
outwards to patients, customers, shareholders, the public at large.
5. Employee commitment: career path, employment
safeguards, security; contribution.

6. Outcomes: effective and equitable delivery of services and

resources in line with organizational mission and with political
and public expectations, within budget.

10. Benefits

It would be perverse to suggest that bureau-
cracy has no beneficial effects; like democracy
and capitalism, we do not currently have any con-
vincingly superior models, and abolition would
have more negative than positive effects, however
flawed we feel current practice is. In experiencing
the benign effects of bureaucracy, as we all do
from time to time, the mechanisms are often in-
visible or have a very low profile: efficient and
seamless service does not draw attention to itself,
except inasmuch as it is experienced as excep-
tional. It is the problems which stand out and are
recorded. When we can go online and make an
appointment with our GP; when we receive a
short message alert for our next blood test; when
our hospital admission is a simple and fluid pro-
cess; when the pharmacist dispenses our medicine
with careful explanation and good supporting
information; when adequate stocks of vaccines
are available at times of need; when we can make
well informed, voluntary choices about our ther-
apy and its risks — we are experiencing the bene-
fits of an effective bureaucratic infrastructure to
healthcare. But there are still enormous problems
and real threats to our safety and welfare through
the very bureaucracies that can serve us so well.
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11. Reform

Charles Landry writes very well about ‘Creative
Bureaucracy’ in his blog of that name.[®” Some of
his ideas help us to conceptualize how bureaucracy
can evolve for the 21st century and how some of the
weaknesses of past models can be addressed.

He says that bureaucracies need ““... a shift to
involving users more and co-creating policies, prod-
ucts or solutions, a shift from hierarchical to network
thinking, a breakdown in traditional disciplinary
boundaries, and cultural cross-fertilization. The crea-
tive bureaucracy thesis seeks to marry two seemingly
incompatible concepts — creativity and bureaucracy —
in order to do this. Creativity focuses on resourceful-
ness, imagination and flexibility ... Many people who
work in bureaucracies are not expressing their full
talents. Can we create conditions to better harness
their imaginations, creativity and competences?”

Al Gore’s National Performance Review!®!l set
a demanding reform agenda with these goals:

e Cut ‘red tape’ and rules by half.

e Establish ‘customer service’ standards for
every department, agency and bureau.

e Give bureaucrats at the ‘street-level,” where they
interact with the people, more discretion to
respond to particular needs and circumstances.

e Eliminate waste, overlap and duplication.
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The UK Customer Service Excellence pro-
ject!® (arising out of the old Charter Mark) aims
to provide ‘a practical tool for driving customer-
focused change’ and is a positive, even radical
instrument for improving service delivery through
realigning organizational priorities and relation-
ships. The UK regulatory agency, the Medicines
and Healthcare products Regulatory Agency
(MHRA), has been involved in the Government’s
‘Red Tape Challenge’®1 asking the public to
comment on regulatory practice, pressurizing the
organization to take serious account of public
opinion and to engage with it.

‘One size fits all’ as the approach to commu-
nication is one of the prevailing bureaucratic de-
ficiencies, nowhere more so than in risk commu-
nication. It is only recently that medicines risk
communication (in package inserts, for example)
has started to take account, amongst the multi-
tude of other individual variables, of the parti-
cular languages of its multiple audiences and
of health literacy (the FDA’s Strategic Plan
for Risk Communication identified this as a pri-
mary area for reform®4). Pictograms,385:86 and
other graphical methods are starting to make in-
roads into the dominance of the printed word and
there is greater understanding of the critical part
played by expert one-to-one counselling, ex-
planation and discussion (a role in which phar-
macists need to have a much higher profile).
Both, however, remain threatened by bureau-
cratic preferences and pressure on time. Con-
siderable progress has been made in establishing
the principle of close consultation with patients
and patient groups®”-*% in producing intelligible
patient information, and some radical new ma-
terials have been published. One of the lessons of
the Twitter/Facebook age is that a myriad of micro

improvements can be generated by thoughtful mass
audiences; openness to this kind of progressive
change is the characteristic of nimble organiza-
tions,® few of which are yet in the field of reg-
ulation. The doors, however, are open.

Bureaucracies are not, by and large, good
educators or communicators, although there
have been some stunning public health cam-
paigns from time to time in various parts of the
world, notably for HIV prevention, smoking and
road safety. Among the characteristics of suc-
cessful campaigns are persistence and repetition,
often over many years, decades even. These are
not the natural characteristics of bureaucracies, %!
but they are critical to influencing public per-
ception of risk and changing behaviour. Some
regulatory authorities, ministries of health, or-
ganizations such as the US Centres for Disease
Control and Prevention (CDC), hospitals and
others have embraced new technology and media
and are producing attractive, intelligible in-
formation and access and brilliant tools, such as
the FDA’s Medwatcher®! ADR reporting and
safety alert app for iPhone and iPad, and the use
of smart phones in Kenya for infection control
data reporting.[®?! mobilePDR® [°3] the National
Institute for Health and Clinical Excellence
(NICE) Guidance app®¥ and the Diabetes UK
Tracker appl®! are examples of the effective use
of technology to put information, guidance and
the latest risk information in the hands of physi-
cians and patients at the precise moment they are
needed. There are many other examples.

Online patient communities and campaigns
have broken down the official monopoly on the —
traditionally lumbering — provision of safety and
other medicines information and the discourse
associated with therapy and safety. Some official

34 An excellent study in South Africa demonstrated how much patients liked pictograms and were able to
interpret their meaning accurately. Local adaptations of international sets were found to be much more reliable in
their interpretation than the international originals, reinforcing again the intimate knowledge of local audiences
which effective communication requires.

35 The tyranny of annual budgets and the ostensible achievement of preliminary targets (indicators of change,
for example) tend to lead to short-term commitment. Such was the case in Thailand with the brilliant safe sex
campaign of the early 1990s — as a result of which rates of condom use and HIV infections showed enormous
improvements (increase and decrease, respectively), but the campaign was abandoned in the belief that its aims
had been achieved. Since then condom use has dramatically declined, and the rates of HIV infection have soared.
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efforts have recognized and embraced the op-
portunity. Although the shop window of many
authorities is bright and engaging, it is unclear as
to whether the inner life of regulation and
pharmacovigilance has been infected by the new
dynamism, allegedly ‘putting patients first’ — a
slogan touted universally in the last decade or so,
but still a profound and unmet challenge to bu-
reaucratic arrogance and inertia in many places
in many respects.

Subversion of bureaucratic protocols and
routines is one way in which negative organiza-
tional impact on clients may be moderated: there
is a wonderful study of 30 nurse advisors in one
NHS Direct site who were interviewed, with ob-
servation of the call centre and analysis of routine
monitoring data also carried out.”%]

“The data revealed that respondents’ behaviour
was deceptive, giving the appearance of being
controlled and standardized but in reality rep-
resenting that of a professional working auton-
omously. By casting the encoded knowledge as a
source of risk, respondents were able to invoke
the use of professional judgement to manage
the risks it posed. Informal risk management
strategies and a focus on individual rather than
organizational needs enabled respondents to
subvert managerial control.”

The championing of individual needs against
the grain of bureaucratic priorities is sometimes
an ethical imperative and one is tempted to cheer
this finding to the rafters. However, enthusiasm is
somewhat dampened by the knowledge that,
more often than not, those in oppressively man-
aged organizations, identified as defying the
rules quietly or loudly (even with demonstrable,
ethical benefit), are likely to suffer serious con-
sequences. A considerable literature records the
extent to which open communication about
risk in healthcare is suppressed (in operating
theatres, for example, where even with high pro-
file protocols to anticipate and prevent error, lack
of critical engagement with the process under-
mines its effectiveness>?)) and that fear of speak-
ing up, even amongst senior people, in all kinds of
organizations, threatens safety and ethics in
many human activities.’”1 This is a high priority
for reform.
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Summary of Potential Flaws and Failures in Bureaucracy

1. Goal displacement: loss of mission and purpose; defensive
stance; organizational self-enhancement; survival.

2. Rigidity: routinization; failure to change with changing needs;
incapacity to address complex variables and needs and
exceptions; box-ticking mentality; oversimplification of
messages; downplaying of risk and uncertainty; risk of scams
and workarounds.

3. Red tape: over-reliance on complex and burdensome
paperwork or electronic equivalents; delays and barriers to
access.

4. Employee alienation: devaluation of individuality; autocratic
management; powerlessness; individual discretion proscribed.

5. Internal conflict and territoriality: ‘silo’ mentality and conflict;
diversion of energy and resources; threat to organizational
mission.

6. Accountability: limited to all but inescapable legislative
requirements and crises; non- or anti-democratic.

7. Waste: time, materials, resources, opportunities in meetings,
diversions, pet projects, irrelevances.

7. Vulnerability: patronage, nepotism, corruption, short-
termism (political appointments).

6. Outcomes: highly variable; often ponderous and slow; reflect

managerial or technocratic perspectives rather than market-focused
values; may offend standards of equity, transparency, social justice.

In bureaucracies, policy is usually imposed
from the top, whether it originates from minis-
terial directives, legislation or the board room,
with all the risks of flaws arising from autocratic,
managerial, paternalistic or hierarchical pre-
judices, except in those organizations with more
dynamic and participative cultures. Such top-
down imposition inevitably meets a range of sig-
nificant obstacles to smooth implementation,
especially when it challenges ‘the way we do things
round here,” is unpopular, is under-resourced,
appears out of touch with the demands of day-to-
day operation or is practically unenforceable.
Such has been the fate of spontaneous reporting
and regulatory warnings in many parts of the
world. The reverse process is also evident: accu-
rate and transparent information generated at
lower levels of an organization (in relation, for
example, to an emerging new risk) may be wa-
tered down or distorted as it rises up a hierarchy
and emerges, in public, as something quite dif-
ferent. The most powerful and enduring changes
tend to come from the grassroots, where the
passion and commitment generated by real-life
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challenges are fostered. Officialdom does not
always respond favourably to such initiatives
although they may demonstrate the kind of gen-
ius that policy makers sometimes lack and can
offer immense improvements.

“Government proposes, bureaucracy disposes. And the
bureaucracy must dispose of government proposals by
dumping them on us.”

P.J. O’Rourke

There are many stories of the success of this
upward pressure for change, either from inspired
local initiatives,*®126-98 (which may improve on
official policy®"33) or the adoption of radical new
thinking such as that found in TeamSTEPPS[®?!
or the CDC'’s ‘Speak Up’ campaign!'?! (where the
purpose is to encourage patients to exert construc-
tive inward or upward pressure). These often
address a range of risks to patient safety which
large organizations tend to generate: low staff
morale and high turnover; poor communications
and a suppression of divergent views or reporting
of errors; a lack of shared sense of urgency; in-
hibited, fearful or alienated patients or custo-
mers, for example. It is clear that critical thinking
and action at ground level are often essential to
correct the deficiencies or unethical drift of bu-
reaucractic organizations from their primary
aims and duties. This, as a wellspring of inspira-
tion and improvement, is often under threat and
a deeply neglected resource.

Computer-based patient records (CPR) represent
another very important advance to mitigate the
problems and risks of bureaucratic paper-based

systems!!9l for patient safety, dispersed, as they

often are, around multiple departments and health
organizations, giving rise to all kinds of risks of
duplication, adverse events, missed information
and physical loss. (The risks of CPR, however, are
not to be underestimated, especially when systems
are hurriedly planned and implemented.)!'%%

One final gift of technology for the benefit of
patient safety, and a heads-up for action by reg-
ulators and academics, is the processing of risk
information in ways which make complex statis-
tics comprehensible and meaningful. One such
example (among many) is a beautiful, animated
visualization of a Cochrane Summary of Find-
ings table,'%3 presenting the benefits and harms
of adjuvant radiotherapy after cervical cancer
surgery. (This is from a splendid website ‘Un-
derstanding Uncertainty’ full of great ways of
presenting risk and uncertainty visually and in-
telligibly.) Here is an imaginative and vivid tool
for health professionals and patients to under-
stand exactly what is known and what is not
known, in ways that will facilitate clinical deci-
sion making and authentic, informed, individual
choice. At last, the static, cherished, printed word
of bureaucracies may be in retreat!

12. A Model System

Sparkling evidence that healthcare can be
sustainable, compassionate, relatively safe and
effective can be found all over the world. We will
end with one example of an award-winning sys-
tem which appears to have avoided all the po-
tential traps of large, bureaucratic organizations,

36 In 2006, researchers at Johns Hopkins University published results of a ‘programme that instituted in nearly
every ICU in Michigan a simple five-step checklist designed to prevent certain hospital infections ... The results
were stunning. Within 3 months, the rate of bloodstream infections from ... intravenous lines fell by two-thirds.
The average ICU cut its infection rate from 4% to zero. Over 18 months, the programme saved more than 1500
lives and nearly $200 million.” The Office for Human Research Protections (OHRP) claimed that the programme
was unethical and closed it down. The New York Times commented that the OHRP are “in danger of putting
ethics bureaucracy in the way of actual ethical medical care.” Hearteningly, local and Internet protest got the
decision overturned, but one blogger commented: ‘“‘as more and more regulations — many sensible but some
asinine — are promulgated in the name of safety and quality, I hope the OHRP story kickstarts a process in which
the regulators and the regulated collaborate to ensure that the ultimate goal of better patient care is being served.”
37 “While the American College of Surgeons National Surgical Quality Improvement Program juggernaut rolls
out across the continent, Dr Goldfarb has developed a quality-tracking system that is much less expensive and
resource-intensive. It also appears to yield significant and reproducible reductions in mortality and morbidity.”
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and to have genuinely improved the health and
welfare of its constituents. Southcentral Foun-
dation!'¥ in Anchorage, Alaska, provides com-
prehensive care to nearly 60000 Alaska Natives
and American Indian people, many of whom live
in areas accessible only by plane. Southcentral’s
customers own, manage, direct and design the
system of care. Their President says: ““... we in-
tentionally design everything from our buildings
and facilities, to our services and systems, to be
responsive to the needs and values of the Native
Community. Our customers drive everything.”
And the claim seems to be substantiated by the
Foundation’s local reputation and by receiving
one of the prestigious Malcolm Baldridge Na-
tional Quality Awards, ‘the nation’s highest Pre-
sidential honor for performance excellence
through innovation, improvement and visionary
leadership.’l'®] The Southcentral story gives us
hope that big organizations can be nimble, ima-
ginative and responsive, and can meet the com-
plex demands of healthcare with vision and
humanity. The US Department of Veterans Af-
fairs!'9® is another organization belonging to this
category of excellence.

13. Conclusions

It is clear that rational, lean, ethical bureau-
cracies focused on their primary service objec-
tives, intimately in touch with their constituencies,
can deliver effective results and value for money
in the interest of individual users and society as a
whole. This includes the rapid and effective as-
sessment of risk and the delivery of comprehen-
sive, intelligible and useful risk information. It
is also clear that there are a thousand ways in
which bureaucratic processes and bureaucratized
organizations can put enormous obstacles in
the path of effective, humane, safe practice, and
transparent risk communication, and can squander
huge resources of time, money and human
motivation.

If the ultimate aims of all administration in
healthcare (and no less in pharmacovigilance) are
the intelligent reduction or management of risk
and the safety and welfare of patients, then much
has yet to be done to reform the attitudes, values

Adis © 2012 Springer International Publishing AG. All rights reserved.

and behaviour of bureaucrats, in government,
industry, regulation and management. When, as
for the nurse counsellors in the NHS, the intrinsic
characteristics of the system itself can be judged
to pose risks to safety, we can be in no doubt as to
how much sweeping reform is needed. At the
heart of reform is the simple question: “What are
we here for? How can we be sure that everything
we do, every resource we employ, every proce-
dure and communication we instigate, con-
tributes to that single, ethical, core purpose?’

Summary of Major Areas for Reform in Underperforming
Bureaucracies in Healthcare

1. Renewed clarity (or redefinition) and public declaration of
primary organizational service, commercial or mixed
purpose/mission, with staff and end-user engagement as
integral elements.

2. Assessment and reform of all processes and relationships to
align with the mission, eliminate distractions and create a
dynamic, networked, inter-disciplinary (rather than rigidly
hierarchical, departmentalized) culture; standards by which
performance will be measured.

3. Declaration of standards relating to all activities, e.g.
transparency, urgency, quality, humanity, flexibility, innovation,
creativity, openness, internal and external engagement,
minimal red tape, error reporting, and how performance will be
assessed, including user opinion.

4 Staff development and training (including senior managers) in
values, attitudes and behaviour which support the mission and a
dynamic organizational culture; appraisal tools for assessment.

5. Strengthening the resources and authority of front-line presence
for active and persistent engagement with users and audiences,
including individuals, to discover their opinions and needs and to
communicate with them in ways that meet their needs and support
and enhance their health, performance or morale.

Acknowledgements

The author would like to thank a number of friends and
colleagues around the world who contributed ideas and sug-
gestions prior to the writing and on the draft of this article:
Geoffrey Bowring (UK), Pia Caduff-Janosa (Switzerland),
Alexander Dodoo (Ghana), Brian Edwards (UK), Ralph
Edwards (Sweden), Ulrich Hagemann (Germany), Andrew
Herxheimer (UK), Jenny Hugman (UK), Laura Hugman
(UK), Jitendra Kumar (India), John McEwen (Australia),
Jayesh Pandit (Kenya), Gongalo Sousa Pinto (Portugal),
Phillip Roddis (UK), Eric Sainsbury (UK), Roy Stephenson
(UK) and Pravich Tanyasittisuntorn (Thailand).

No sources of funding were used prepare this article. The
author has no conflicts of interest that are directly relevant to
the content of this article.

Drug Saf 2012; 35 (11)



1022

Hugman

This article is part of a theme issue co-edited by Priya
Bahri, European Medicines Agency, UK, and Mira Harrison-
Woolrych, New Zealand Pharmacovigilance Centre, New
Zealand. No external funding was used to support the pub-
lication of this theme issue.

References

. Adams D. The hitchhikers guide to the galaxy; BBC Radio

4, 1978, and subsequent book formats

. Wikipedia, the free encyclopedia. Sydney, Lady Morgan

[online]. Available from URL: http://en.wikipedia.org/
wiki/Sydney, Lady Morgan#Legacy [Accessed 2012 Sep
21]

. New World Encyclopedia contributors. Bureaucracy. New

World Encyclopedia [online]. Available from URL:
http://www.newworldencyclopedia.org/entry/Bureaucracy?
oldid=685287 [Accessed 2012 Jan 22]

. Wikipedia, the free encyclopedia. Satire [online]. Available

from URL: http://en.wikipedia.org/wiki/Satire [Accessed
2012 Jan 22]

. Adams S. Dilbert [online]. Available from URL: http://search.

dilbert.com/comic/Bureaucracy [Accessed 2012 Sep 19]

. The twelve tasks of Asterix: the place that sends you mad

[online]. Available from URL: http://www.youtube.com/
watch?v=JtEkUmYecnk [Accessed 2012 Sep 21

. Weber M. The theory of social and economic organization

[translated by Henderson AM and Parsons T]. London:
Collier Macmillan Publishers, 1947

. Wikipedia, the free encyclopedia. Iron law of oligarch

[online]. Available from URL: http://en.wikipedia.org/
wiki/Iron_law_of_oligarchy [Accessed 2012 Sep 19]

. Robert King Merton, 1010-2003; American sociologist;

source essay: Bureaucratic Structure and Personality
(1957) [online]. Available from URL: http://www.socio
site.net/topics/texts/merton_bureaucratic_structure.php
[Accessed 2012 Sep 21]

. Meier KJ, O’Toole LJ, Bureaucracy in a democratic state: a

governance perspective. Baltimore (MD); Johns Hopkins
University Press, 2006: 44

. POS 101. Bureaucracy, Encyclopedia Britannica [online].

Available from URL: http://lilt.ilstu.edu/rrpope/rrpo
pepwd/articles/bureacracy2.html [Accessed 2012 Jan 22]

. Lakasing E, Francis H. Bureaucracy in general practice:

time to halt a proliferating malaise. Br J Gen Pract 2009
Sep 1; 59 (566): 696-8

. The Shipman Enquiry. Chairman: Dame Janet Smith DBE

[online]. Available from URL: http://www.shipman-inquiry.
org.uk/ [Accessed 2012 Sep 20]

. C. Northcote Parkinson. Parkinson’s law: or the pursuit of

progress. London: John Murray, 1958

. Peter LJ, Hull R. The Peter Principle. New York: William

Morrow & Co., Inc., 1969

. Putt A. Putt’s law and the successful technocrat. Spring-

field (NJ): Behrman House Publishing, 1981

. Pournelle JE. Pournelle’s iron law of bureaucracy [online].

Available from URL: http://jerrypournelle.com/archives2/
archives2mail/mail408.html#Iron [Accessed 2012 Sep 19]

. Ferguson KE. The feminist case against bureaucracy. Phi-

ladelphia (PA): Temple University Press, 1985

Adis © 2012 Springer International Publishing AG. All rights reserved.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

Mintzberg M. The structuring of organisations. Upper
Saddle River (NJ): Prentice Hall, 1978

Mintzberg H. Structure in fives: designing effective orga-
nizations. Upper Saddle River (NJ): Prentice Hall, 1992

Bardes BA, Shelley MC, Schmidt SW. American govern-
ment and politics today: the essentials. Belmont (CA):
Cengage Learning, Wadsworth Publishing, 2011

Charlton BG. The cancer of bureaucracy: how it will de-
stroy science, medicine, education; and eventually every-
thing else; Med Hypotheses 2010 Jun; 74 (6): 961-5

Thurston, Jeffrey M, Debakey ME. Death of compassion:
how managed care and bureaucracy are strangling the
heart of medicine. Waco (TX): WRS, 1995

Medical News Today. USA wastes more on health care
bureaucracy than it would cost to provide health care to
all of the uninsured [online]. Available from URL: http://
www.medicalnewstoday.com/releases/8800.php; 28 May
2004 [Accessed 2012 Jan 26]

Academy of Medical Sciences. Unnecessary bureaucracy is
crippling NHS research [press release]. 2012 Sep 21 [on-
line]. Available from URL: http://www.clinicalcytology.
co.uk/research/research.asp [Accessed 2012 Jan 26]

Wachter’s World. Bureaucracy run amok: can checklists
kill [blog; online]. Available from URL: http://community.
the-hospitalist.org/2008/01/11 /bureaucracy-run-amok-can-
checklists-kill/ [Accessed 2012 Sep 20]

Morris C. India’s bureaucracy is ‘the most stifling in the
world’. BBC News South Asia 2012 Jun 3 [online]. Avail-
able from URL: http://www.bbc.co.uk/news/10227680
[Accessed 2012 Sep 20]

Inter Press Service News Agency. Health: drug industry
scandal a ‘crisis” [online]. Available from URL: http://
ipsnews.net/africa/interna.asp?idnews=25716  [Accessed
2012 Sep 20]

RedState. Regulation: the hidden cost of our ““bureaucrats
Gone Wild”. Posted by cmndr45 [online]. Available from
URL: http://www.redstate.com/cmndr45/2011/10/13/regula
tion-the-hidden-cost-of-our-bureaucrats-gone-wild  [Ac-
cessed 2012 Sep 17]

Amy DJ. The case for bureaucracy [online]. Available from
URL: http://governmentisgood.com/articles.php?aid=20&
p=8 [Accessed 2012 Jan 26]

Is this fraud too big even for 60 minutes [online]. Available
from URL: http://articles.mercola.com/sites/articles/ar
chive/2012/03/10/chemotheraphy-is-medical-fraud.aspx?e_
¢id=20120310_DNL_art_1 [Accessed 2012 Sep 17]

Altheide D. Risk communication and the discourse of fear.
Catalan J Comm Cult Stud 2010; 2 (2): 145-58

Osanto S, van Poppel H, Burggraaf J, et al. Hurdles in
modern trial management: as overbureaucracy and com-
mercialization of clinical trials suffocate independent
academic research, it’s time for a change. Eur Urol 2009;
56 (4): 583-752 [online]. Available from URL: http://www.
europeanurology.com/article/S0302-2838(09)00640-X /full
text [Accessed 2012 Jan 26]

Foster J, Pillinger C. Chances to stop killer nurse were missed:
Allitt report highlights understaffing. The Independent
1994 Feb 12 [online]. Available from URL: http://www.
independent.co.uk/news/chances-to-stop-killer-nurse-were-

Drug Saf 2012; 35 (11)


http://en.wikipedia.org/wiki/Sydney,_Lady_Morgan#Legacy
http://en.wikipedia.org/wiki/Sydney,_Lady_Morgan#Legacy
http://www.newworldencyclopedia.org/entry/Bureaucracy?oldid=685287
http://www.newworldencyclopedia.org/entry/Bureaucracy?oldid=685287
http://www.newworldencyclopedia.org/entry/Bureaucracy?oldid=685287
http://en.wikipedia.org/wiki/Satire
http://search.dilbert.com/comic/Bureaucracy
http://search.dilbert.com/comic/Bureaucracy
http://www.youtube.com/watch?v=JtEkUmYecnk
http://www.youtube.com/watch?v=JtEkUmYecnk
http://www.youtube.com/watch?v=JtEkUmYecnk
http://www.youtube.com/watch?v=JtEkUmYecnk
http://en.wikipedia.org/wiki/Iron_law_of_oligarchy
http://en.wikipedia.org/wiki/Iron_law_of_oligarchy
http://www.sociosite.net/topics/texts/merton_bureaucratic_structure.php
http://www.sociosite.net/topics/texts/merton_bureaucratic_structure.php
http://lilt.ilstu.edu/rrpope/rrpopepwd/articles/bureacracy2.html
http://lilt.ilstu.edu/rrpope/rrpopepwd/articles/bureacracy2.html
http://www.shipman-inquiry.org.uk/
http://www.shipman-inquiry.org.uk/
http://jerrypournelle.com/archives2/archives2mail/mail408.html#Iron
http://jerrypournelle.com/archives2/archives2mail/mail408.html#Iron
http://www.medicalnewstoday.com/releases/8800.php
http://www.medicalnewstoday.com/releases/8800.php
http://www.clinicalcytology.co.uk/research/research.asp
http://www.clinicalcytology.co.uk/research/research.asp
http://community.the-hospitalist.org/2008/01/11/bureaucracy-run-amok-can-checklists-kill/
http://community.the-hospitalist.org/2008/01/11/bureaucracy-run-amok-can-checklists-kill/
http://community.the-hospitalist.org/2008/01/11/bureaucracy-run-amok-can-checklists-kill/
http://www.bbc.co.uk/news/10227680
http://ipsnews.net/africa/interna.asp?idnews=25716
http://ipsnews.net/africa/interna.asp?idnews=25716
http://ipsnews.net/africa/interna.asp?idnews=25716
http://www.redstate.com/cmndr45/2011/10/13/regulation-the-hidden-cost-of-our-bureaucrats-gone-wild
http://www.redstate.com/cmndr45/2011/10/13/regulation-the-hidden-cost-of-our-bureaucrats-gone-wild
http://governmentisgood.com/articles.php?aid=20&p=8
http://governmentisgood.com/articles.php?aid=20&p=8
http://governmentisgood.com/articles.php?aid=20&p=8
http://governmentisgood.com/articles.php?aid=20&p=8
http://articles.mercola.com/sites/articles/archive/2012/03/10/chemotheraphy-is-medical-fraud.aspx?e_cid=20120310_DNL_art_1
http://articles.mercola.com/sites/articles/archive/2012/03/10/chemotheraphy-is-medical-fraud.aspx?e_cid=20120310_DNL_art_1
http://articles.mercola.com/sites/articles/archive/2012/03/10/chemotheraphy-is-medical-fraud.aspx?e_cid=20120310_DNL_art_1
http://articles.mercola.com/sites/articles/archive/2012/03/10/chemotheraphy-is-medical-fraud.aspx?e_cid=20120310_DNL_art_1
http://www.europeanurology.com/article/S0302-2838(09)00640-X/fulltext
http://www.europeanurology.com/article/S0302-2838(09)00640-X/fulltext
http://www.europeanurology.com/article/S0302-2838(09)00640-X/fulltext
http://www.independent.co.uk/news/chances-to-stop-killer-nurse-were-missed-allitt-report-highlights-understaffing-1393483.htm
http://www.independent.co.uk/news/chances-to-stop-killer-nurse-were-missed-allitt-report-highlights-understaffing-1393483.htm

History and Performance of Bureaucracy in Risk Communication

1023

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

missed-allitt-report-highlights-understaffing-1393483.htm
[Accessed 2012 Sep 20]

Hugman B. Tort, error and talk: what can we learn from
the litigation crisis? Int J Risk Saf Med 2007; 19: 75-86

American Council on Science and Health. The high cost of
defensive medicine. February 2012 [online]. Available
from URL: http://www.acsh.org/the-high-cost-of-defen
sive-medicine/ [Accessed 2012 Sep 20]

McGoey L, Jackson E, Seroxat and the suppression of
clinical trial data: regulatory failure and the uses of legal
ambiguity. J Med Ethics 2009; 35: 107-112 [online].
Available from URL: http://jme.bmj.com/content/35/2/
107.abstract [Accessed 2012 Sep 20]

Vaccine controversies [online]. Available from URL:
http://www.enotes.com/topic/Vaccine_controversy [Ac-
cessed 2012 Sep 21] and:

Holman JE. Debunking christianity: a corrupt and scan-
dalous faith [online]. Available from http://debunking-
christianity.blogspot.com/2006/03/corrupt-and-scanda
lous-faith.html [Accessed 2012 Sep 21]

National Vaccine Information Center. Vaccine con-
tamination: pig virus DNA found in Rotarix [online].
Available from URL: http://www.nvic.org/NVIC-Vaccine-
News/April-2010/Vaccine-Contamination-Pig-Virus-DNA-
Found-in-Rota.aspx [Accessed 2012 Sep 20]

John TJ. Death of children after measles vaccination [on-
line]. Available from URL: http://medind.nic.in/ibv/t08/
16/ibvt08i6p477.pdf [Accessed 2012 Sep 20]

Lenzer J. Scandals have eroded US public’s confidence in
drug industry [online]. Available from URL: http://
www.bmj.com/content/329/7460/247.1.full [Accessed 2012
Sep 20]

Lofstedt RE. Reclaiming health and safety for all: an in-
dependent review of health and safety legislation. Pre-
sented to Parliament by the Secretary of State for Work
and Pensions by Command of Her Majesty, November
2011 [online]. Available from URL: http://www.dwp.gov.
uk/docs/lofstedt-report.pdf [Accessed 2012 Sep 20]

The Foundation for Law, Justice and Society. Oxford
policy brief recommends leniency in Health and Safety
regulation [online]. Available from URL: http://www.fljs.
org/section.aspx?id=4318 [Accessed 2012 Sep 21]

Healey D. Did regulators fail over selective serotonin
reuptake inhibitors? BMJ 2006 July 8; 333 (7558): 92-95
[online]. Available from URL: http://www.ncbi.nlm.nih.
gov/pmc/articles/PMC1489234/?tool=pubmed# __sec6 [Ac-
cessed 2012 Sep 20]

Mintzes B. Drug regulatory failure in Canada: the case of
Diane-35. Women and Health Protection, October 2004
[online]. Available from URL: http://www.whp-apsf.ca/
en/documents/diane35.html [Accessed 2012 Sep 20]

Drug laws fail to protect children, experts say. Science-
Daily, 2011 Nov 22 [online]. Available from URL: http://
www.sciencedaily.com/releases/2011/11/111122112034.htm
[Accessed 2012 Sep 20]

FDA failed public on Vioxx, scientist says. msnbc.com
News Services [online]. Available from URL: http://
www.msnbc.msn.com/id/6520630/ns/health-arthritis/t/fda-
failed-public-vioxx-scientist-says/ [Accessed 2012 Sep 20]

Adis © 2012 Springer International Publishing AG. All rights reserved.

49.

50.

S1.

52.

53.

54.

55.

56.

57.

58.

59.

60.

61.

62.

Groopman J. How doctors think [blog discussion; online].
Available from URL: http://www.slate.com/articles/arts/
the_book_club/features/2007/how_doctors_think/lone_
heroics_vs_good_medical_systems.html [Accessed 2012
Sep 20]

Gieringer DH. The safety and efficacy of new drug ap-
proval [online]. Available from URL: www.cato.org/
pubs/journal/cjSnl/cj5n1-10.pdf [Accessed 2012 Sep 17]

Smalley W, Shatin D, Wysowski DK, et al. Contra-
indicated use of cisapride: impact of food and drug ad-
ministration regulatory action. JAMA 2000 Dec 20; 284
(23): 3036-9 [online]. Available from URL: http://www.
ncbi.nlm.nih.gov/pubmed/11122591 [Accessed 2012 Sep 20]

Stahel PF, Sabel AL, Victoroff MS, et al. Wrong-site and
wrong-patient procedures in the universal protocol era.
Arch Surg 2010; 145 (10): 978-84

Berkrot B. Common medicines may cut cancer drug po-

tency: study. Reuters 2012 Mar 16 [online]. Available
from URL: http://www.reuters.com/article/2012/03/16/us-
medco-druginteractions-idUSBRE82F05520120316 [Ac-
cessed 2012 Sep 20]

Bail K, Cook R, Gardner A, et al. Writing ourselves into a
web of obedience: a nursing policy analysis. Int J Nurs
Stud 2009 Nov; 46 (11): 1457-66 [online]. Available from
URL: http://www journalofnursingstudies.com/article/
S0020-7489(09)00145-X /abstract [Accessed 2012 Sep 17]

Woods M. Reporting and managing risk: a look at current
practice at Tesco, RBS, local and central government.
Chartered Institute of Management Accountants. Re-
search executive summary series. Vol. 6, Issue 8 [online].
Available from URL: www.cimaglobal.com/Documents/
Thought_leadership_docs/R267%20Manage%20risks.pdf
[Accessed 2012 Sep 20]

Whitfield L. NAO condemns CQC ‘box ticking’ [online].
Available from URL: http://www.chi.co.uk/news/acute-
care/7371/nao-condemns-cqc-"box-ticking” [Accessed 2012
Sep 17]

UK NHS reforms: the role of engagement [online]. Avail-
able from URL: http://engagementstrategy.com/articles/
uk_nhs_reforms/ [Accessed 2012 Sep 21]

Nurses to make hourly rounds under Cameron plans. The
Guardian 2012 Jan 6 [online]. Available from URL:
http://www.guardian.co.uk/society/2012/jan/06/nurses-
hourly-rounds-cameron-hospitals [Accessed 2012 Sep 20]

The Mid Staffordshire NHS Foundation Trust. Public in-
quiry [online]. Available from URL: http://www.mid
staffspublicinquiry.com/ [Accessed 2012 Sep 20]

Sawer P. Staffordshire hospital scandal: the hidden story.
The Telegraph 2009 Mar 22 [online]. Available from
URL:  http://www.telegraph.co.uk/health/healthnews/
5030012/Staffordshire-hospital-scandal-the-hidden-story.
html [Accessed 2012 Sep 20]

Gagne J et al., Brigham and Women’s Hospital, Boston,
reported in Archives of Internal Medicine, [no citation
found — recent publication

US drug recalls common, now well publicized, study finds.
Fox News 2012 Jun 5 [online]. Available from URL:
http://www.foxnews.com/health/2012/06/05/us-drug-recalls-
common-not-well-publicized-study-finds/ [Accessed 2012
Sep 20]

Drug Saf 2012; 35 (11)


http://www.independent.co.uk/news/chances-to-stop-killer-nurse-were-missed-allitt-report-highlights-understaffing-1393483.htm
http://www.acsh.org/the-high-cost-of-defensive-medicine/
http://www.acsh.org/the-high-cost-of-defensive-medicine/
http://jme.bmj.com/content/35/2/107.abstract
http://jme.bmj.com/content/35/2/107.abstract
http://www.enotes.com/topic/Vaccine_controversy
http://debunkingchristianity.blogspot.com/2006/03/corrupt-and-scandalous-faith.html
http://debunkingchristianity.blogspot.com/2006/03/corrupt-and-scandalous-faith.html
http://debunkingchristianity.blogspot.com/2006/03/corrupt-and-scandalous-faith.html
http://www.nvic.org/NVIC-Vaccine-News/April-2010/Vaccine-Contamination-Pig-Virus-DNA-Found-in-Rota.aspx
http://www.nvic.org/NVIC-Vaccine-News/April-2010/Vaccine-Contamination-Pig-Virus-DNA-Found-in-Rota.aspx
http://www.nvic.org/NVIC-Vaccine-News/April-2010/Vaccine-Contamination-Pig-Virus-DNA-Found-in-Rota.aspx
http://medind.nic.in/ibv/t08/i6/ibvt08i6p477.pdf
http://medind.nic.in/ibv/t08/i6/ibvt08i6p477.pdf
http://www.bmj.com/content/329/7460/247.1.full
http://www.bmj.com/content/329/7460/247.1.full
http://www.dwp.gov.uk/docs/lofstedt-report.pdf
http://www.dwp.gov.uk/docs/lofstedt-report.pdf
http://www.fljs.org/section.aspx?id=4318
http://www.fljs.org/section.aspx?id=4318
http://www.fljs.org/section.aspx?id=4318
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1489234/?tool=pubmed#__sec6
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1489234/?tool=pubmed#__sec6
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1489234/?tool=pubmed#__sec6
http://www.whp-apsf.ca/en/documents/diane35.html
http://www.whp-apsf.ca/en/documents/diane35.html
http://www.sciencedaily.com/releases/2011/11/111122112034.htm
http://www.sciencedaily.com/releases/2011/11/111122112034.htm
http://www.msnbc.msn.com/id/6520630/ns/health-arthritis/t/fda-failed-public-vioxx-scientist-says/
http://www.msnbc.msn.com/id/6520630/ns/health-arthritis/t/fda-failed-public-vioxx-scientist-says/
http://www.msnbc.msn.com/id/6520630/ns/health-arthritis/t/fda-failed-public-vioxx-scientist-says/
http://www.slate.com/articles/arts/the_book_club/features/2007/how_doctors_think/lone_heroics_vs_good_medical_systems.html
http://www.slate.com/articles/arts/the_book_club/features/2007/how_doctors_think/lone_heroics_vs_good_medical_systems.html
http://www.slate.com/articles/arts/the_book_club/features/2007/how_doctors_think/lone_heroics_vs_good_medical_systems.html
http://www.ncbi.nlm.nih.gov/pubmed/11122591
http://www.ncbi.nlm.nih.gov/pubmed/11122591
http://www.reuters.com/article/2012/03/16/us-medco-druginteractions-idUSBRE82F05S20120316
http://www.reuters.com/article/2012/03/16/us-medco-druginteractions-idUSBRE82F05S20120316
http://www.journalofnursingstudies.com/article/S0020-7489(09)00145-X/abstract
http://www.journalofnursingstudies.com/article/S0020-7489(09)00145-X/abstract
http://www.ehi.co.uk/news/acute-care/7371/nao-condemns-cqc-&rsquo;box-ticking&rsquo;
http://www.ehi.co.uk/news/acute-care/7371/nao-condemns-cqc-&rsquo;box-ticking&rsquo;
http://engagementstrategy.com/articles/uk_nhs_reforms/
http://engagementstrategy.com/articles/uk_nhs_reforms/
http://www.guardian.co.uk/society/2012/jan/06/nurses-hourly-rounds-cameron-hospitals
http://www.guardian.co.uk/society/2012/jan/06/nurses-hourly-rounds-cameron-hospitals
http://www.midstaffspublicinquiry.com/
http://www.midstaffspublicinquiry.com/
http://www.telegraph.co.uk/health/healthnews/5030012/Staffordshire-hospital-scandal-the-hidden-story.html
http://www.telegraph.co.uk/health/healthnews/5030012/Staffordshire-hospital-scandal-the-hidden-story.html
http://www.telegraph.co.uk/health/healthnews/5030012/Staffordshire-hospital-scandal-the-hidden-story.html
http://www.foxnews.com/health/2012/06/05/us-drug-recalls-common-not-well-publicized-study-finds/
http://www.foxnews.com/health/2012/06/05/us-drug-recalls-common-not-well-publicized-study-finds/

1024

Hugman

63.

64.

65.

66.

67.

68.

69.

70.

71.

72.

73.

74.

75.

76.
77.

78.

Corrigan O. Empty ethics: the problem with informed
consent. Sociology Health Illn 2003; 25 (3): 768-92

Dubois JM. Hepatitis studies at the Willowbrook state
school for children with mental retardation. Ethics in
Mental Health Research [online]. Available from URL:
http://www.emhr.net/index.php?mact=casestudies,cntnt01,
default,0&cntntOlalias=Hepatitis-Studies-at-the-Willow
brook-State-School-for-Children&cntnt01what=studie&
cntntOlreturnid=15 [Accessed 2012 Sep 17]

Cipriano PF. When medication regulations collide with
common sense. Am Nurse Today Feb 2011; 6 (2)

BBC News Asia. Pakistan heart drugs: Lahore death toll
reaches 100 [online]. Available from URL: http://www.
bbc.co.uk/news/world-asia-16742832 [Accessed 2012 Sep 17]

US FDA. Avastin (bevacizumab): counterfeit product —
FDA issues letters to 19 medical practices [online].
Available from URL: http://www.fda.gov/Safety/Med
Watch/SafetyInformation/SafetyAlertsforHumanMedical
Products/ucm291968.htm?source=govdelivery [Accessed
2012 Sep 17]

Edwards JD. Managerial influences in public administra-
tion [online]. Available from URL: http://www.utc.edu/
Academic/MasterofPublicAdministration/managerialism.
htm [Accessed 2012 Sep 20]

Training for nurses [online]. Available from URL: http://
www.faxfn.org/feedback/04_education/nurse.htm [Accessed
2012 Sep 20]

Weitz J. Why this picture shows everything that’s wrong
about nursing: the tabards that tell patients ‘do not dis-
turb’. MailOnline 2011 Aug 30 [online]. Available from
URL: http://www.dailymail.co.uk/news/article-2031199/
Nursing-tabards-tell-patients-disturb.html [Accessed 2012
Sep 20]

Devlin K. Nurses spending as little as a third of their time
with patients. The Telegraph 2010 Jun 8 [online]. Avail-
able from URL: http://www.telegraph.co.uk/health/
healthnews/7812217/Nurses-spending-as-little-as-a-third-
of-their-time-with-patients.html [Accessed 2012 Jan 26]

AMA. Having GP red tape would free up more than
7 million new GP consultations a year: AMA red tape
survey 2011 [online]. Available from URL: http://ama.
com.au/node/7332 [Accessed 2012 Sep 20]

Pharmacist stress could put patients at risk. Channel 4
News 2011 May 13 [online]. Available from URL: http://
www.channel4.com/news/pharmacist-stress-could-put-pa
tients-at-risk [Accessed 2012 Jan 26]

C+D magazine [online]. Available from URL: http://
www.chemistanddruggist.co.uk/news-content/-/article_dis
play_list/11324589/but-no-improvement-in-patient-care-
quality [Accessed 2012 Sep 21]

Continuing NHS health care: new national framework for
adults [online]. Available from URL: www.wales.nhs.
uk/documents/ML-018-10.pdf [Accessed 2012 Sep 17]

Hugman B. The fatal love of forms. Drug Saf 2011; 34 (8): 705-7

Bureaucracy: criticisms of the practice of bureaucracy
[online]. Available from URL: http://science.jrank.org/
pages/8501/Bureaucracy-Criticisms-Practice-Bureaucracy.
html [Accessed 2012 Sep 20]

Lalvani PS, Jayakumar B, O’Brien TF, et al. A call for
action to combat antibiotic resistance. In: Behbehani K,

Adis © 2012 Springer International Publishing AG. All rights reserved.

79.

80.

81.

82.
83.

84.

85.

86.

87.

88.

89.

90.

91.

92.

93.

94.

and Carbell M, editors. A briefing on health issues for
G20 leaders: sustainable healthcare. Produced in asso-
ciation with the International Centre for Migration,
Health and Development. Woodbridge: Pro-Brook Pub-
lishing Limited, 2011

European antibiotic awareness day [online]. Available from
URL: http://ecdc.europa.cu/en/EAAD/Pages/Home.aspx/
[Accessed 2012 Sep 17]

Creative bureaucracy [online]. Available from URL: http://
creativebureaucracy.blogspot.com/ [Accessed 2012 Sep 20]

The bureaucratic dilemma [online]. Available from URL:
http://thisnation.com/textbook/bureaucracy-dilemma.html
[Accessed 2012 Sep 20]

http://www.customerserviceexcellence.uk.com/

Medicines and Healthcare Products regulatory Agency.
‘Red tape challenge” your view on regulatory enforce-
ment [online]. Available from URL: http://www.mhra.
gov.uk/NewsCentre/CON126048 [Accessed 2012 Sep 17]

Customer Service Excellence [online]. Available from
URL: http://www.fda.gov/AboutFDA/ReportsManuals
Forms/Reports/ucm183673.htm [Accessed 2012 Sep 20]

Dowse R, Ehlers M. Pictograms for conveying medicine
instructions: comprehension in various South African
language groups. S Afr J Sci 2004; 100: 687-93

A complete range of pictogram resources and software
[online]. Available from URL: http://www.fip.org/picto
gramsoftware [Accessed 2012 Sep 20]

CMDh. Position paper on user testing of package leaflet:
consultation with target patient groups (Compliance with
article 59 (3) of Council Directive 2001/83/ED). CMDh/
234/2011, February 2011 [online]. Available from URL:
http://www.hma.eu/218.html [Accessed 2012 Sep 20]

Department of Health. An information revolution: a con-
sultation on proposals [online]. Available from URL:
http://www.dh.gov.uk/en/Consultations/Liveconsultations/
DH_120080 [Accessed 2012 Sep 20]

The Royal Marsden Hospital. Patient information book-
lets [online]. Available from URL: http://www.royal
marsden.nhs.uk/cancer-information/patient-information/
pages/booklets.aspx [Accessed 2012 Sep 20]

Health a key to prosperity: success stories in developing
countries. Thailand achieves sustained reduction in HIV
infection rates [online]. Available from URL: http://www.
who.int/inf-new/aids1.htm [Accessed 2012 Sep 20]

iTunes: description and download information [online].
Available from URL: http://itunes.apple.com/us/app/
medwatcher-drug-safety-reporting/id391767048?mt=8 [Ac-
cessed 2012 Sep 20]

Centers for Disease Control and Prevention. Smartphones
more accurate, faster, cheaper for disease surveillance
[press release; online]. Available from URL: http://www.
cde.gov/media/releases/2012/p0312_smartphone.html [Ac-
cessed 2012 Sep 20]

Physicans” Desk Reference [online]. Available from URL:
http://www.pdr.net/mobile/mobilepdr.aspx [Accessed 2012
Sep 20]

National Institute for Health and Clinical Excellence.
Guidance at a glance on your smartphone [online].
Available from URL: http://www.nice.org.uk/newsroom/

Drug Saf 2012; 35 (11)


http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.emhr.net/index.php?mact=casestudies,cntnt01,default,0&cntnt01alias=Hepatitis-Studies-at-the-Willowbrook-State-School-for-Children&cntnt01what=studie&cntnt01returnid=15
http://www.bbc.co.uk/news/world-asia-16742832
http://www.bbc.co.uk/news/world-asia-16742832
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm291968.htm?source=govdelivery
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm291968.htm?source=govdelivery
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm291968.htm?source=govdelivery
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm291968.htm?source=govdelivery
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm291968.htm?source=govdelivery
http://www.utc.edu/Academic/MasterofPublicAdministration/managerialism.htm
http://www.utc.edu/Academic/MasterofPublicAdministration/managerialism.htm
http://www.utc.edu/Academic/MasterofPublicAdministration/managerialism.htm
http://www.faxfn.org/feedback/04_education/nurse.htm
http://www.faxfn.org/feedback/04_education/nurse.htm
http://www.dailymail.co.uk/news/article-2031199/Nursing-tabards-tell-patients-disturb.html
http://www.dailymail.co.uk/news/article-2031199/Nursing-tabards-tell-patients-disturb.html
http://www.telegraph.co.uk/health/healthnews/7812217/Nurses-spending-as-little-as-a-third-of-their-time-with-patients.html
http://www.telegraph.co.uk/health/healthnews/7812217/Nurses-spending-as-little-as-a-third-of-their-time-with-patients.html
http://www.telegraph.co.uk/health/healthnews/7812217/Nurses-spending-as-little-as-a-third-of-their-time-with-patients.html
http://ama.com.au/node/7332
http://ama.com.au/node/7332
http://www.channel4.com/news/pharmacist-stress-could-put-patients-at-risk
http://www.channel4.com/news/pharmacist-stress-could-put-patients-at-risk
http://www.channel4.com/news/pharmacist-stress-could-put-patients-at-risk
http://www.chemistanddruggist.co.uk/news-content/-/article_display_list/11324589/but-no-improvement-in-patient-care-quality
http://www.chemistanddruggist.co.uk/news-content/-/article_display_list/11324589/but-no-improvement-in-patient-care-quality
http://www.chemistanddruggist.co.uk/news-content/-/article_display_list/11324589/but-no-improvement-in-patient-care-quality
http://www.chemistanddruggist.co.uk/news-content/-/article_display_list/11324589/but-no-improvement-in-patient-care-quality
http://science.jrank.org/pages/8501/Bureaucracy-Criticisms-Practice-Bureaucracy.html
http://science.jrank.org/pages/8501/Bureaucracy-Criticisms-Practice-Bureaucracy.html
http://science.jrank.org/pages/8501/Bureaucracy-Criticisms-Practice-Bureaucracy.html
http://ecdc.europa.eu/en/EAAD/Pages/Home.aspx/
http://creativebureaucracy.blogspot.com/
http://creativebureaucracy.blogspot.com/
http://thisnation.com/textbook/bureaucracy-dilemma.html
http://www.customerserviceexcellence.uk.com/
http://www.mhra.gov.uk/NewsCentre/CON126048
http://www.mhra.gov.uk/NewsCentre/CON126048
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm183673.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Reports/ucm183673.htm
http://www.fip.org/pictogramsoftware
http://www.fip.org/pictogramsoftware
http://www.hma.eu/218.html
http://www.dh.gov.uk/en/Consultations/Liveconsultations/DH_120080
http://www.dh.gov.uk/en/Consultations/Liveconsultations/DH_120080
http://www.royalmarsden.nhs.uk/cancer-information/patient-information/pages/booklets.aspx
http://www.royalmarsden.nhs.uk/cancer-information/patient-information/pages/booklets.aspx
http://www.royalmarsden.nhs.uk/cancer-information/patient-information/pages/booklets.aspx
http://www.who.int/inf-new/aids1.htm
http://www.who.int/inf-new/aids1.htm
http://itunes.apple.com/us/app/medwatcher-drug-safety-reporting/id391767048?mt=8
http://itunes.apple.com/us/app/medwatcher-drug-safety-reporting/id391767048?mt=8
http://itunes.apple.com/us/app/medwatcher-drug-safety-reporting/id391767048?mt=8
http://www.cdc.gov/media/releases/2012/p0312_smartphone.html
http://www.cdc.gov/media/releases/2012/p0312_smartphone.html
http://www.pdr.net/mobile/mobilepdr.aspx
http://www.nice.org.uk/newsroom/news/GuidanceAtAGlanceOnYourSmartphone.jsp

History and Performance of Bureaucracy in Risk Communication

1025

95.

96.

97.

98.

99.

100.

101.

news/GuidanceAtAGlanceOnYourSmartphone.jsp [Ac-
cessed 2012 Sep 17]

Diabetes UK. iPhone diabetes tracker app [online].
Available from URL: http://www.diabetes.org.uk/How_
we_help/Diabetes-iPhone-Tracker-app/ [Accessed 2012
Sep 17]

Ruston A. Interpreting and managing risk in a machine
bureaucracy: professional decision-making in NHS Di-
rect. Health Risk Soc 2006; 8 (3): 257-71

Edwards B, Hugman B, Tobin M, et al. Embedding
‘speaking up’ into systems for safe healthcare product
development and marketing surveillance. Drug Saf 2012;
35(4): 1-7

Gawande A. A lifesaving checklist. The New York Times
2007 Dec 30 [online]. Available from URL: http://www.
nytimes.com/2007/12/30/opinion/30gawande.html?_r=1&
oref=slogin [Accessed 2012 Sep 20]

Agency for Healthcare Research and Quality. TeamSTEPPS®:
national implementation [follow the link for Im-
plementation Stories to see just how well it works; online].
Available from URL: http://teamstepps.ahrq.gov/ [Ac-
cessed 2012 Sep 20]

The Joint Commission. Speak up initiatives [online].
Available from URL: http://www.jointcommission.org/
speakup.aspx [Accessed 2012 Sep 20]

The National Academies Press. The computer-based
patient record: an essential technology for healthcare.
Conclusion and recommendations [online]. Available

Adis © 2012 Springer International Publishing AG. All rights reserved.

102.

103.

104.

105.

106.

from URL: http://www.nap.edu/openbook.php?record_id=
5306&page=176 [Accessed 2012 Sep 20]

Strohm C. Patient data breaches surge as hospitals scrimp
on security. Bloomberg Businessweek 2011 Dec 1 [online].
Available from URL: http://www.businessweek.com/
news/2011-12-01/patient-data-breaches-surge-as-hospitals-
scrimp-on-security.html [Accessed 2012 Sep 20]

Visualisation of Cochrane summary of findings table [on-
line]. Available from URL: http://understandingun
certainty.org/files/animations/CochraneAnimation/Co
chraneSlides.html [Accessed 2012 Sep 12]

Alaska Native People Shaping Health Care [online].
Available from URL: https://www.southcentralfounda
tion.com/index.ak?CFID=973387& CFTOK EN=63445436
[Accessed 2012 Sep 20]

National Institute of Standards and Technology. Four US
organizations honored with the 2011 Baldrige national
quality aware. [press release]. 2011 Nov 22 [online]. Avail-
able from URL: http://www.nist.gov/baldrige/baldrige_
recipients2011.cfm [Accessed 2012 Sep 20]

United States Department of Veterans Affairs [online]. Avail-
able from URL: http://www.va.gov [Accessed 2012 Sep 20]

Correspondence: Mr Bruce Hugman, Communications Spe-
cialist, Healthcare Writer, PO Box 246, Amphur Muang,
Chiang Rai 57000, Thailand

E-mail: mail@brucehugman.net

Drug Saf 2012; 35 (11)


http://www.nice.org.uk/newsroom/news/GuidanceAtAGlanceOnYourSmartphone.jsp
http://www.diabetes.org.uk/How_we_help/Diabetes-iPhone-Tracker-app/ 
http://www.diabetes.org.uk/How_we_help/Diabetes-iPhone-Tracker-app/ 
http://www.nytimes.com/2007/12/30/opinion/30gawande.html?_r=1&oref=slogin
http://www.nytimes.com/2007/12/30/opinion/30gawande.html?_r=1&oref=slogin
http://www.nytimes.com/2007/12/30/opinion/30gawande.html?_r=1&oref=slogin
http://www.nytimes.com/2007/12/30/opinion/30gawande.html?_r=1&oref=slogin
http://www.nytimes.com/2007/12/30/opinion/30gawande.html?_r=1&oref=slogin
http://teamstepps.ahrq.gov/
http://www.jointcommission.org/speakup.aspx
http://www.jointcommission.org/speakup.aspx
http://www.nap.edu/openbook.php?record_id=5306&page=176
http://www.nap.edu/openbook.php?record_id=5306&page=176
http://www.nap.edu/openbook.php?record_id=5306&page=176
http://www.nap.edu/openbook.php?record_id=5306&page=176
http://www.businessweek.com/news/2011-12-01/patient-data-breaches-surge-as-hospitals-scrimp-on-security.html
http://www.businessweek.com/news/2011-12-01/patient-data-breaches-surge-as-hospitals-scrimp-on-security.html
http://www.businessweek.com/news/2011-12-01/patient-data-breaches-surge-as-hospitals-scrimp-on-security.html
http://understandinguncertainty.org/files/animations/CochraneAnimation/CochraneSlides.html
http://understandinguncertainty.org/files/animations/CochraneAnimation/CochraneSlides.html
http://understandinguncertainty.org/files/animations/CochraneAnimation/CochraneSlides.html
https://www.southcentralfoundation.com/index.ak?CFID=973387&CFTOKEN=63445436
https://www.southcentralfoundation.com/index.ak?CFID=973387&CFTOKEN=63445436
https://www.southcentralfoundation.com/index.ak?CFID=973387&CFTOKEN=63445436
https://www.southcentralfoundation.com/index.ak?CFID=973387&CFTOKEN=63445436
https://www.southcentralfoundation.com/index.ak?CFID=973387&CFTOKEN=63445436
http://www.nist.gov/baldrige/baldrige_recipients2011.cfm
http://www.nist.gov/baldrige/baldrige_recipients2011.cfm
http://www.va.gov

	Protecting the People?
	Abstract
	1. History
	2. Reputation
	3. Meaning
	4. Performance
	5. Information and Risk Communication
	6. Patients Not Prototypes
	7. Routines and Professional Judgement
	8. Time-Wasting Loss to Patients
	9. Reporting Adverse Drug Reactions: The Labyrinth
	10. Benefits
	11. Reform
	12. A Model System
	13. Conclusions
	Acknowledgements
	References


