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Incident reporting and patient safety
Emphasis is needed on measurement and safety improvement programmes

Incident reporting should ideally communicate all
information relevant to patient safety. Local incident
reporting systems in hospitals typically use an inci-
dent form that comprises basic clinical details and a
brief description of the incident. Such systems are
ideally used as part of an overall safety and quality
improvement strategy, but in practice they may be
dominated by managing claims and complaints.’

Specialty reporting systems? and large scale sys-
tems, such as that of the UK National Patient Safety
Agency (www.npsa.nhs.uk/), allow wider dissemina-
tion of lessons learnt and emphasise the need for
parallel analysis and development of solutions. In
this week’s BMJ a case note review by Sari and col-
leagues finds that local reporting systems are poor
at identifying patient safety incidents, particularly
those involving harm,? echoing the findings of similar
studies.* Does this mean that these reporting systems
are of no value? It depends entirely on the purpose
of reporting and what is hoped to be achieved by
reporting.

The comparisons between health care and avia-
tion are often overstated, but the experience of large
scale reporting systems in aviation has proved instruc-
tive. Reflecting on 20 years of running NASA’s avia-
tion reporting system, Charles Billings made many
thoughtful comments on past success and failure and
the implications for health care.® Billings stated that
counting incidents is largely a waste of time, that
reporting systems capture a fraction of the true number
of incidents, and that the underlying population from
which the reports are drawn is seldom known.

The study by Sari and colleagues is an important
corrective to the widespread misunderstanding that
the purpose of reporting is to provide an accurate
reflection of harm to patients.

Billings warns that “Too many people thought that
incident reporting was the core and primary compo-
nent of what was needed. These people thought that
simply from the act of collecting incidents, solutions
and fixes would be generated sui generis and that this
would enhance safety.”

Of course, defining some aspects of incidents is
feasible and desirable. But Billings cautions that the
real meaning of the incidents is apparent only in
the narrative. To make real sense of an incident the
story must be interpreted by someone who knows
the work and knows the context. Thus, if healthcare
incident reports are to be of real value they should
be reviewed by clinicians and, ideally, by people

who can tease out the human factors and organisa-
tion issues. Analysing a small number of incidents
thoroughly is probably more valuable than a cursory
overview of a large number of incidents.® In health
care we are learning slowly and painfully that safety
is a tough intractable problem that will take much
more than reporting to resolve.’

It is hard to see why it may be thought that report-
ing could be a substitute for systematic data collec-
tion. One reason, perhaps, is that it seemed as if
aviation and other industries were using reporting to
establish rates of serious incidents. In fact, aviation
already had established the epidemiology of harm
in the form of comprehensive databases of accidents
and other systematically collected information.
Reporting was always complementary to systematic
data collection, providing warnings and additional
safety information.

In health care we need systematic assessment
of error and harm collected from a wider range of
sources, and hopefully a move towards active surveil-
lance of salient events. At local level this means a shift
in emphasis from analysis of cases to systematic meas-
urement of known problems and most importantly
to safety improvement programmes (www.health.org.
uk/ourawards/service/index.cfm?id=41).” At national
level, whether in the United Kingdom or elsewhere,
priority should be given to developing safety indica-
tors and measuring harm and other safety issues, a
process already begun by the National Patient Safety
Agency. When the move to electronic medical records
is achieved, records could be routinely monitored to
detect those with a high probability of an adverse
event. If such routine monitoring could be developed,
patient safety initiatives could be much more proac-
tive, with adverse events and patient outcomes being
monitored in near real time.?

Reporting will always be important, but it has
been overemphasised as a way to enhance safety.
Reporting systems can provide warnings, point to
important problems, and provide some understand-
ing of causes. They serve an important function in
raising awareness and generating a culture of safety.
However, a functioning reporting system should no
longer be equated with meaningful patient safety
activity. Organisations must move towards active
measurement and improvement programmes on a
scale commensurate with the human and economic
costs of unsafe, poor quality care.
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Protection of sex workers

Decriminalisation could restore public health priorities and human rights

Between 2 and 12 December 2006, the bodies of five
young women—Gemma Adams, Tania Nicol, Anneli
Alderton, Paula Clennell, and Annette Nicholls
(aged 19-29)—were discovered near Ipswich.*! Their
involvement in street prostitution created a media
controversy over whether labelling them as prosti-
tutes was dehumanising, as well as raising questions
about our duty to protect such women, and how this
can be best achieved.*? Sex workers and their families
have spoken of abuse and violence, and they have
added a human face to these women’s lives. This has
provoked an overdue debate, but the same stereotyp-
ing, prejudices, myths, and a failure to appreciate the
complexity and diversity of sex work and its social
contexts persist.!

Sex workers around the world continue to be mur-
dered, including about six each year in the United
Kingdom.*? Standardised mortality rates for sex work-
ers are six times those seen in the general population
(18 for murder), the highest for any group of women.
Death and violence are but part of a spectrum of
physical and emotional morbidity endured.*+*

At issue are human rights and repressive legisla-
tion in the UK, thus inviting comparisons with how
other countries protect sex workers. Governments
and health and social services have a duty of care
without discrimination.? The UK government failed
these women**?** by ignoring their voices," and
those of researchers, service providers, and organi-
sations,?*” including the BM/;*® and by promoting
discriminatory laws and practices.*® Recent policies
on prostitution (such as Paying the price)' are disturb-
ingly reminiscent of the Victorian Contagious Dis-
eases Acts,'! and specialist services state that these
have increased the vulnerability of sex workers.*?

Marginalisation and the “violence of
stigmatisation”! invite victimisation and create bar-
riers to accessing health and social care. The UK
government was warned of the consequences of its
actions from many quarters, but persisted.*’ Analysis
of 150 years of failed policies in the UK requires an
understanding of the barriers to implementing effective
broad social policies,'? which do not fit well within the
narrow remit of the Home Office.*

The moral debate on sex work is deeply divisive,
often denying both a voice and the ability to make
choices to the women at its centre."!° Radicals and
abolitionists believe that prostitution can be eradicated
and that removing criminal proscription would institu-
tionalise violence against women and their objectifica-
tion in sexual slavery. The liberal viewpoint recognises
the inevitability and legitimacy of sex work and that
choices, even when constrained, are still legitimate.

Fundamentally this is the wrong debate, because
the morality of prostitution is not the issue,"® for
morality is “not the law’s business.”"? It is state oppres-

sion, constraints of autonomy, and the resulting abuse
and exploitation of marginalised women (whatever
their occupation) that are the real moral issues, as
those who work and care for these women know all
to well.

Ethical analysis of prostitution is further obscured
by links* with other issues including people traffick-
ing, underage sexuality, substance misuse, sexually
transmitted disease, and organised crime. These
issues must be uncoupled. Even if these claims of
related social harm can be verified (and many are
disputed*®), prostitution does not cause these; it is
prohibition that turns social issues into criminal
ones.'* Prostitution requires no unique legal remedy.
The harm then is to the sex workers themselves. John
Stuart Mill, who campaigned for repeal of the UK’s
prostitution laws during the 19th century, stated that
demonstration of harm (the harm principle) should
be the basis of defining crime, and therefore the basis
of law."” Legal remedies are neither appropriate nor
effective in enforcing moral norms or resolving social
issues.’ The welfare of these women must always be
our primary concern, and the first priority in harm
reduction* '* is the removal of prostitution from crimi-
nal law.12 1610

The use of antisocial behaviour orders by the Home
Office to control prostitution has also forced women
into more dangerous locations and isolated them
from support services.* This must stop,'® together
with suspension of the relevant laws, to enable polic-
ing to focus on protection rather than prosecution.

Comparisons have been made with the Nether-
lands and Germany, but we should be cautious before
transposing models between social systems. These
approaches have not eradicated harm to workers, but
merely shifted its focus. The Swedish model, based
on abolition, which criminalises men who purchase
sex rather than women who provide it, has influenced
the UK government’s philosophy, but this model is
not grounded in reduction of harm to women,'*°
ignores the welfare of sex workers, and drives mar-
kets into more dangerous areas, as in Ipswich.

Surprisingly absent from most proposals is dis-
cussion of New Zealand’s decriminalised model."!!
Decriminalisation will not completely eliminate
street prostitution, which poses most dangers for
women,** but it will enhance women’s choices, and
help to make the streets safer, develop community
based support programmes, and improve relations
between sex workers and residents.” Policy details
will need to include discussions around issues such
as setting aside areas for working (managed zones)”*
and regulation of premises. In New Zealand and
parts of Australia sex work is an occupation with its
own health and safety standards. Public health meas-
ures must be built on evidence based best practices.
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Health and social services have an ethical obligation
to ensure universality of access to care, to minimise
harm to all, and to be advocates for those they pro-
vide care for. Criminalisation of prostitution limits
access to health and social care and contravenes
United Nations’ guidelines on human rights.*!° Only
by moving prostitution out of the criminal justice
system and focusing on public health and social care
can we provide optimum support and help to break
the cycle of violence.

The status quo in the UK is unacceptable moral
cowardice. The prime minister has opposed reform*®
and stalled demands for the protection of women;
he must show leadership and restore human rights
by decriminalising all aspects of sex work now.*!?
Legal precedent exists for suspending legislation on
prostitution in the 19th century and Helen Clark,
New Zealand’s Labour prime minister, emphasised
that her country’s decriminalisation in 2003 was not
related to sexual morality but to a duty to place the
welfare of the vulnerable and marginalised first.

Remedies for social issues surrounding prostitution
lie not in legislative measures but in social determi-
nants that limit women’s choices, such as wage dis-
parities, access to welfare, and domestic violence.!**?
Labour politicians remind us that the morality of a
society will be judged by the way it treats its most
vulnerable members,'” yet UK government policies

discriminate against the most disadvantaged. Gemma,
Tania, Anneli, Paula, and Annette were each some
mother’s daughter"” and some were mothers. Their
deaths were almost inevitable.’ They deserved better,
but we failed them.**?*8 We will honour them best
by now doing the right thing.
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Preventing falls in elderly people living in hospitals and

care homes

Inconclusive evidence means uncertainty remains

Falls are common in elderly people living in institu-
tions, and they often cause serious injuries such as hip
fracture.!? The clinical and economic costs of such
injuries are high,® and numerous guidelines have
been developed to reduce falls and related injuries.
A variety of approaches have been used in different
countries and it is not known whether these have been
effective. Current literature suggests that some inter-
ventions may be effective, based on lower levels of
evidence, and these have been combined into multi-
factorial interventions in many studies.* In this week’s
BM]J a systematic review by Oliver and colleagues
evaluates interventions to prevent falls and fractures
in people living in hospitals and care homes.?

It is important to review the effectiveness of inter-
ventions in these settings as most studies of falls have
been conducted in the community.® People in insti-
tutional settings have different risk profiles to those
living in the community because their activity is lim-
ited and they often have cognitive impairment. Also,
interventions in institutions are often dependent on
the involvement of staff rather than the individual.
The most recent Cochrane systematic review® and
clinical guidelines on preventing falls”® consider pre-

vention programmes in general and do not provide
specific guidance for institutional settings.

The review by Oliver and colleagues provides
limited evidence of the effectiveness of multifaceted
interventions in hospitals (13 studies, relative risk 0.82,
95% confidence interval 0.68 to 0.99) and of hip pro-
tectors in care homes (11 studies, 0.67, 0.46 to 0.98).
Only these two of the eight categories of intervention
in the two settings showed some evidence of effective-
ness; the others were inconclusive.

Part of the reason for the inconclusive results may
have been the variety of interventions used in the stud-
ies, which ranged from exercise programmes to hip
protectors. Institutional settings also varied between
countries. These differences in approach are reflected
in the heterogeneity of results.’

Interpretation of the review is complicated by dif-
ferences in the outcomes measured: the percentage of
people who fall, the total number of falls, the number
of falls per participant, and falls as a time dependent
variable. The best outcome measure is number of falls
because interventions are probably better at prevent-
ing multiple falls in one person than reducing the
overall number of people who fall. The meta-analyses
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in the review present data to support this.

Why did Oliver and colleagues examine demen-
tia in the meta-regression? Dementia (or cognitive
impairment) increases the risk of falls and fractures.
The prevalence of dementia in elderly people in
institutional care is high, and evidence is lacking that
programmes aimed at preventing falls are effective
in this group.'® The review shows that the presence
of dementia does not influence the effectiveness of
strategies to prevent falls and fractures in institutional
settings. In addition, the review found no evidence
that effectiveness is increased by improved adherence
(www.rdg.ac.uk/ihs/bmj_falls.htm).

Interventions to prevent falls may paradoxically
increase the risk of falls and injuries, or have other side
effects, in elderly people in hospitals and care homes.
These potential harms are not directly considered in
the review, although they have been documented else-
where. For example, one randomised controlled trial
found that the rate of falls was increased in the interven-
tion group (incidence rate ratio 1.34, 1.06 to 1.72).!

It is not clear what effect these results should have
on clinical practice. Although there is an emerging
consensus that multifaceted interventions and exercise
programmes prevent falls in community settings,'> we
cannot be confident that the same applies to prevent-
ing falls and fractures in hospitals and care homes.

Clinicians will need to apply the available evidence
in the context of the institutional setting, local policies
and guidelines, and available resources. Key inter-
ventions are those that are cornerstones of appropri—
ate care for elderly people. These include adequate
supervision, encouragement of supervised mobility
and exercise, individually prescribed aids, a safe insti-
tutional environment, avoidance of psychotropic drugs

where possible, and recognition of changes in health
status that predispose to falls, such as delirium. The
combination of these can be considered a multifacto-
rial intervention. Researchers should use the available
evidence to design focused studies that can answer
the question of how to prevent falls in institutional
care. Ideally a large multicentre study will examine a
standardised multifactorial intervention (including the
components outlined above) with falls and peripheral
fractures as key outcomes. This should be a cluster ran-
domised trial with hospital and residential care facility
strata.” Economic analyses will be required to guide
implementation. Until further research is completed,
uncertainty remains about the prevention of falls and
fractures in hospitals and nursing care facilities.
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Chronic hepatitis C

Antiviral therapy is approved by NICE but too few patients receive it

Hepatitis C infection is a treatable disease.! Generally,
people with chronic hepatitis C are relatively asymp-
tomatic but risk progression over time to cirrhosis and
its complications. Combination antiviral therapy with
pegylated interferon and ribavirin achieves sustained
virological response rates of 42-80% depending on geno-
type. In August 2006 the National Institute for Health
and Clinical Excellence (NICE) published updated
guidelines for the management of patients with this infec-
tion.® The guidance allows antiviral therapy for patients
with hepatitis C viral RNA without the need for liver
biopsy. This is a major change to the traditional prac-
tice of restricting treatment to patients with moderate or
severe disease on liver biopsy.

Specialists in the field, who are keen to increase
the uptake of treatment in eligible patients, will wel-
come the new guidance. However, they together with
people infected with the virus and those who seek to
deliver appropriate medical care will remain frustrated.

Although the new guidelines will increase the number
of people eligible for antiviral therapy, the broader
public health and service provision issues associated
with viral hepatitis have still not been recognised and
tackled adequately.

Between 200000 to 400000 people are infected with
hepatitis C virus in England and Wales.*® Lack of educa-
tion in primary care physicians has meant that fewer than
half of patients with antibodies to the virus are referred
for specialist care.® Even if patients are referred, specialist
clinics are overburdened and antiviral therapy is often
unavailable. In 2005 the Department of Health estimated
that just 47000 people had been diagnosed and only
7000 had been treated successfully.

What has been done so far to remedy this situation?
In recognition of the importance of this virus as a public
health issue the Department of Health released a hepati-
tis C strategy document for England in 2002.7 It recom-
mended strategies to prevent and minimise harm, along
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with the implementation of clinical managed networks
and specialist treatment centres. In 2004 an “action plan
for hepatitis C” set out required actions for primary care
trusts and National Health Service hospital trusts.*

In 2006 concern about the slow implementation of
this action plan prompted the All Party Parliamentary
Hepatology Group to audit hepatitis C healthcare pro-
vision in England.® It found that only 8% of primary
care trusts were approaching full implementation of the
recommendations: only 33% had tried to estimate the
number of cases in their area, 34% had a protocol for
testing and screening, and 26% had protocols for moni-
toring treatment. In secondary care, 46% of clinics and
hospitals reported considerable delays in starting antivi-
ral therapy; the time to starting treatment varied from
one week to one year. Reasons for delay included staff
shortages, budget or contractual problems, and delays
in accessing liver biopsy.

In a healthcare environment where financial pressures
and short term targets are paramount, antiviral therapy
(pegylated interferon and ribavirin) for hepatitis C virus
might seem relatively expensive. The cost of treating one
patient varies from £6000 to £8000 (€9-12000; $12-
16000) per course in the United Kingdom. However,
cases of compensated cirrhosis, decompensated cirrhosis,
and hepatocellular cancer related to the virus more than
doubled between 1995 and 2005 and are predicted to
more than double again by 2015.° Deaths from hepatitis
C almost tripled from 1997/8 to 2004/5° and hepatitis
C is one of the most common indications for liver trans-
plantation (UK Transplant, personal communication,
2006). Hepatitis C thus already places an important and
increasing clinical and financial burden on the NHS.

At present service provision for viral hepatitis is piece-
meal, disjointed, and poorly resourced.” Knowledge
within healthcare professionals remains suboptimal: 42%
of primary care providers in East London were una-
ware that treatment for hepatitis C has good treatment
outcomes.'” To change this will require a coordinated
approach by primary care commissioners, primary care
providers, and hepatology specialist services and must be

based on an accurate assessment of local disease burden.
In practice, this means improved knowledge at the pri-
mary care level and improved case ascertainment across
arange of settings, including prisons.

Integrated primary and secondary care networks that
provide counselling, appropriate testing, and seamless
care pathways to specialist assessment and treatment
should be established. Furthermore, innovative strate-
gies and environments for service provision need to be
examined for a population that does not always interface
well with traditional models of health care. Incentives
may need to be considered, given the considerable public
health problems and disease burden surrounding viral
hepatitis.

Hepatitis C is currently underdiagnosed and under-
treated. Antiviral treatment is cost effective—it decreases
the risk of progression and liver related complications."
Provision of adequate resources to fund NICE approved
therapy, as well as the infrastructure to deliver it, merits
a higher priority.

1 PatelK, MuirAJ, McHutchison JG. Diagnosis and treatment of chronic
hepatitis Cinfection. BM/ 2006;332:1013-7.

2 HadziyannisSJ, Sette H]Jr, Morgan TR, Balan V, Diago M, Marcellin P, et
al. Peginterferon-alpha2a and ribavirin combination therapy in chronic
hepatitis C: a randomized study of treatment duration and ribavirin
dose. Ann Intern Med 2004;140:346-55.

3 NationalInstitute for Health and Clinical Excellence. Peginterferon
alfa and ribavirin for the treatment of mild chronic hepatitis
C.London: NICE, August 2006. www.nice.org.uk/download.
aspx?0=TA106guidance.

4 Department of Health. Hepatitis C: action plan for England. London:
DOH, July 2004. www.dh.gov.uk/assetRoot/04/08/47/13/04084713.
pdf.

5 Health Protection Agency. Hepatitis C in England: annual report.
London: HPA, December 2006. www.hpa.org.uk/publications/2006/
hepc_2006/Hepatitis_C2.pdf.

6 IrvingWL, Smith S, CaterR, Pugh S, Neal KR, Coupland, et al. Clinical
pathways for patients with newly diagnosed hepatitis C—what actually
happens. J Viral Hepatitis 2006;13:264-71.

7 Department of Health. Hepatitis C strategy for England. London:

DoH, August 2002. www.dh.gov.uk/PublicationsAndStatistics/
Publications/PublicationsPolicyAndGuidance/
PublicationsPAmpGBrowsableDocument/fs/en?CONTENT_
ID=4103274&MULTIPAGE_ID=5026123&¢chk=C4UIni.

8  TheAll Party Parliamentary Hepatology Group. A matter of chance. An
audit of hepatitis C healthcare in England. London: Hepatitis C Trust,
May 2006. www.hepcuk.info/data/news/280_A%20MATTER%200F
%20CHANCE%2023-5-06.pdf.

Food and Drug Administration
More independent resources and ways to identify adverse events are key

The Food and Drug Administration of the United
States is now the patient on the examining table,
with no shortage of attending doctors or nostrums.
Months ago, the agency sought the advice of the
National Academy of Sciences’ Institute of Medicine
on its drug safety system. The resulting report echoed
previous suggestions that the agency should be given
more money and power and proposed altering current
industry approaches to drug development.'* The drug
industry, already smarting from tightened FDA drug
safety standards, went into defensive mode.

The Institute of Medicine report will certainly
play a key part in an upcoming debate in Congress

over renewal of legislation that empowers the FDA
to collect fees for a portion of the cost of reviewing
applications for drug approval. The current user fee
legislation expires on 30 September 2007 and must
be reauthorised by then; this will provide a vehicle
for new drug safety legislation if Congress decides it
is necessary. With the recent US election results giving
the Democratic Party control of both houses of Con-
gress, it seems certain that the user fee extension law
will include provisions to tighten drug safety law.
The current controversy is the latest in a series of
drug safety crises. We could start with the infectious
horse serum that led to the 1902 law on biologicals,
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continue to the sulfanilamide tragedy that resulted
in the 1938 law on new drugs, or look back on the
horrors of thalidomide and how they led to the 1962
drug amendments. Drug safety issues are not new, and
calamity often stimulates reform. The question is, what
form it should take. So what are the key proposals
made by the Institute of Medicine?

More resources? Flat line budgets coupled with
increased costs have effectively eroded the agen-
cy’s non-user fee base, including its drug safety pro-
gramme. The majority of funds should come from
taxpayers money as it is unreasonable to expect drug
companies to bear a disproportionate share of the cost
of monitoring product safety.

Separation of premarket evaluation of drugs from
safety after marketing? This would dilute relevant
expertise since two sets of experts would be needed
for each stage. Other mechanisms are already in place
to guard against loss of objectivity by those who origi-
nally recommend approval of a product. None the
less, the proposal that each drug review team should
include someone from the agency’s drug safety office
deserves attention and could easily be implemented.

More independence? The recommendation that the
commissioner should have a six year term seems solid,
although it would be difficult to force those who want
to pursue other opportunities to stay. For example,
Mark McClellan’s departure after only a few months
left the agency leaderless for a long period, during
which Vioxx and other drug safety issues made head-
lines. The FDA’s status as part of the vast Department
of Health and Human Services should also be re-exam-
ined. Surely the FDA is as important as other inde-
pendent regulatory agencies like the Environmental
Protection Agency and the Consumer Product Safety
Commission.

Earlier and better communication? The idea that
the FDA and drug companies should talk more, and
sooner, about trial design and endpoints is laudable.
Better understanding of regulations should help speed
approvals and ensure earlier attention to safety signals.
And European regulators need to join this dialogue. A
potential problem is that the FDA is generally reluc-
tant to be bound by its own early advice, and industry
fears that the agency will take an excessively caution-
ary approach and recommend unnecessary studies.
Both the FDA and drug companies need to find ways
to pinpoint what testing will be needed for a given
product or product class. Uncertainty about what it
takes to win approval impedes development of useful
products.

Authority for the FDA to order that manufacturers
change the labelling of their products? This proposal
is unnecessary because it underestimates the existing
leverage that the FDA has at the pre-market stage.
A company with an application pending before the
FDA is desperate to get its product on the market and

almost always gives in to agency requests on labelling.
Even for a marketed product, the FDA can yield enor-
mous power over a sponsor by threatening to publicise
any disagreements about labelling.

Authority for the FDA to fine companies that fail
to carry out the required post-market studies? This
proposal deserves a closer look, but the agency only
recently made full use of its existing and effective
authority to publicise (“name and shame”) those drug
companies that had not kept promises to carry out
post-market studies.

More authority in the area of adverse events? The
reporting system for adverse reactions is fundamen-
tally flawed. Although we cannot scrap such reporting
systems as they do provide safety signals, we should
pay more attention to well designed post-marketing
studies, sentinel studies, patient registries, and other
mechanisms that are better able to identify valid drug
safety issues. Useful ideas are found in an International
Conference on Harmonisation guidance document
developed by the FDA and its European and Japanese
counterparts (and industry in these three regions).’

More government funded studies of drugs? This
idea is not new. I believe that large scale involvement
of government in testing of drugs would be a mistake.
Government needs to operate as a check and balance
overseeing research done by others. If government is
in charge of testing, the objectivity needed at the stage
of data review will be lost.

In summary, additional resources for the FDA and
alternatives to reporting of spontaneous adverse events
would be key steps forward. The International Confer-
ence on Harmonisation should be used as a forum in
which the FDA can collaborate with industry experts
and international counterparts to develop harmonised
approaches to drug safety, truly an issue without bor-
ders. The FDA recently indicated that it is sceptical
about new initiatives from the International Confer-
ence on Harmonisation until it knows more about the
implementation of previous ones.® This position is
understandable, but the agency should avoid becom-
ing isolated from other regulators or industry experts.
The notion that the response to the drug safety crisis
is a matter for the FDA and Congress only fails to con-
sider the stake that people outside the US have in its
outcome, and the global nature of the drug industry.
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