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Patient Complaints and Risk of Being Sued

To the Editor: Dr Hickson and colleagues1 found that physi-
cians who had received more complaints from patients were
also more likely to be sued for malpractice. I wish to report
another scenario that is related to billing and may generate com-
plaints and lawsuits.

It is not uncommon, particularly for patients with Medicare
and a secondary insurer, for 3 to 6 months to pass before they
receive the first bill from the physician’s office. The patients
may then be dismayed to find that they are said to be 90 to 150
days in arrears on payment. This common practice cannot help
but add a significant degree of annoyance and irritation and, if
there are other areas of dissatisfaction, may well trigger a law-
suit.

Billing is frequently outsourced or computerized. These pro-
grams should be changed to avoid presenting patients with late-
payment bills. Given our present system, a bill’s due date should
begin with the first billing to the patient, not the date of care.

Garth K. Graham, MD
West Chester, Pa
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tient complaints and malpractice risk. JAMA. 2002;287:2951-2957.

To the Editor: Dr Hickson and colleagues1 found that mal-
practice risk is correlated with the number of patient com-
plaints. This result agrees with those of earlier studies that show
malpractice risk is associated with shorter office visits and pa-
tients’ feelings of being rushed and ignored.2,3 Hickson et al sug-
gest that teaching physicians interpersonal skills will mitigate
the risk of lawsuits. Unfortunately, short office visits, rushing
of patients, and high levels of clinical activity are not due pri-
marily to insensitive physicians. Rather, they are often delib-
erate products of the managed care system.

Managed care is supposed to reduce medical waste by lim-
iting physician activity to financially measurable care. Unfor-
tunately, good patient communication and rapport are not re-
imbursable. Managed care organizations maximize profit by
increasing physician case load, creating a mass production–
like mentality. Physicians who spend time communicating with
patients are punished with reduced compensation, although
physicians who do not are faced with unhappy patients and
the risk of lawsuits. Managed care organizations have little rea-
son to worry about the costs of malpractice litigation, since they
are effectively shielded from liability.

Michael W. Itagaki, BA
University of Illinois College of Medicine
Urbana
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To the Editor: Dr Hickson and colleagues1 present evidence
that patient dissatisfaction can lead to lawsuits. However, this
study is flawed because it did not consider that some physi-
cians are quick to identify and eliminate from their practices
those patients who they think have a low threshold for start-
ing lawsuits. For example, some physicians with few patient
complaints may have simply minimized their exposure and sub-
sequently minimized their risk of being sued.

It is also unclear how often other family members’ anger can
instigate a lawsuit that otherwise would not have been set in
motion. When an unexpected complication occurs, a distant
relative who has not been involved in the case or who has not
seen the patient in years may suddenly become involved and
influence the momentum of the case. In my experience, they
are quick to question the physician’s ability and the quality of
the hospital and nursing staff—in short, they create discord.
The “concerned” relative has done nothing but create difficul-
ties for everyone involved and has unknowingly facilitated a
potential lawsuit. It would be interesting to have some data on
this phenomenon.

Edward Volpintesta, MD
Bethel, Conn
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In Reply: We agree with Dr Graham that billing and collec-
tion processes are often complex, untimely, and incomprehen-
sible. They may precipitate patient complaints and, some-
times, lawsuits. In a previous study, 24% of families who filed
malpractice claims said they did so only after receiving a large
bill or collection notice.1 Medical groups should appreciate that
patient dissatisfaction with care and outcomes may boil over
when the bill arrives. Not surprisingly, then, one element of
risk management involves careful attention to whatever con-
trol physicians may have over their billing processes.
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Mr Itagaki also correctly identifies another source of dissat-
isfaction—patients’ sense that office visits are too brief. These
perceptions may be due to insensitive staff or harried physi-
cians, reimbursement-related pressures, seasonal variations in
patient loads (eg, flu season), or failures to create appropriate,
realistic expectations of visit lengths. Good doctoring requires
time to involve patients, ask open-ended questions, identify needs,
and respond appropriately. Within our study, some physicians
with large patient volumes handled the task without generating
complaints. Others did not. We need to learn from the former
and be concerned for the latter, who may need training in how
and why to establish and maintain rapport across a range of cir-
cumstances. They may also need to restructure their manage-
ment systems. Armed with an understanding of dissatisfac-
tion’s consequences, medical professionals may be better equipped
to make wise practice choices, including how many patients they
can treat and how to promote reasonable expectations.

Dr Volpintesta asserts the reasonable hypothesis that cer-
tain patients have low thresholds for filing a lawsuit. The ar-
gument seems to follow that if such patients could be identi-
fied, they might be treated more carefully or dismissed from a
practice, perhaps lessening that physician’s malpractice risk.
One study identified a few patient characteristics associated with
somewhat increased risk of lawsuits, including higher educa-
tion and affluence.2 We cannot envision, however, how such
factors could reliably and validly serve as the basis for identi-
fying high-risk patients.

On the other hand, our data suggest that much might be done
to proactively reduce individual physicians’ risk of being sued.
Some physicians, whether because of interpersonal or sys-
tems failures, attract disproportionate numbers of suits3,4 and,
as we have shown, patient complaints. If patients can be en-
couraged to offer specific observations and their complaints can
be captured, reliably coded, and aggregated, the resulting com-
plaint profiles may help identify health professionals and prac-
tices5 at highest risk and suggest the reasons why. We do not
know how to reliably identify high-risk patients, but our data
suggest that, with patients’ help, we can reliably identify high-
risk physicians and practices.
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Tobacco Advertising and Freedom of Speech

To the Editor: In response to repeated US Supreme Court de-
cisions that have struck down attempts to regulate tobacco ad-
vertising, Dr Bayer and colleagues1 advocate a strategy of coun-
teradvertising coordinated by the Centers for Disease Control
and Prevention. They suggest that this campaign could be funded
by an excise tax that would raise approximately 20% each year
of what the tobacco industry spends to promote its products.2

They also propose that 50% of each print advertisement be com-
posed of health warnings and that all cigarette packs contain a
graphic picture of pathology caused by smoking.

While Bayer et al discuss this reactive role for Congress (eg,
sponsoring counteradvertising), they do not describe what Con-
gress should do to eradicate tobacco from American society.
Such measures might include banning all advertising, creat-
ing “adults only” retail outlets, or stigmatizing smoking through
countermarketing and restrictions on smoking in public places.

For Congress to initiate such policies, there must be a shift
from treating tobacco products as products that can be legally
made, promoted, and sold everywhere by private corporations
to those that cannot. Clearly, corporations, which are not men-
tioned in the US Constitution, do not have an inherent right to
produce and promote toxic products. In apparent agreement with
this view, a former Food and Drug Administration (FDA) Com-
missioner has now concluded that the public health would be
better served if Congress were to charter a not-for-profit corpo-
ration to manufacture and sell tobacco products.3 To accom-
plish this goal, I have proposed a Toxic-Tobacco Law.4 Al-
though litigious and regulatory battles against the tobacco industry
have been important elements in the war to reduce the morbid-
ity and mortality caused by tobacco, I believe that it is now time
to establish legislative strategy to eradicate tobacco use.

Terence A. Gerace, EdM, MA, PhD
Toxic-Tobacco Law Coalition
Washington, DC

1. Bayer R, Gostin LO, Javitt GH, Brandt A. Tobacco advertising in the United States:
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To the Editor: In their review of tobacco advertising and the
First Amendment, Dr Bayer and colleagues1 omit what may be
the most constitutionally plausible type of regulation—the re-
striction of advertising to a “text-only” format, as recom-
mended by the Institute of Medicine’s 1994 report entitled Grow-
ing Up Tobacco Free2 and subsequently embraced by the FDA
in its 1996 Tobacco Rule.3 Although this portion of the FDA
regulation was invalidated by the federal district court4 and never
took effect, it was struck down because it exceeded the author-
ity conferred on the FDA by Congress, not because it violated
the First Amendment.

The text-only approach allows information (eg, price and
product characteristics) to be communicated while banning im-
ages and messages designed to portray tobacco use as attrac-
tive and beneficial. These images and messages tend to encour-
age children and young people to have favorable attitudes toward
tobacco use and thereby to encourage initiation. The distinc-
tion between informational advertising and image (or life-
style) advertising is constitutionally significant for 2 reasons.
First, a total ban on advertising in any medium (billboards, print,
etc) is overly broad in relation to its most compelling objective—
discouraging youthful initiation of tobacco use. Second, the ad-
vertising restrictions recently invalidated by the Supreme Court
have all banned informational advertising. As Morrison5 points
out, the Supreme Court’s increasingly protective approach to-
ward commercial expression is rooted in skepticism about the
legitimacy of any governmental effort to suppress truthful com-
munication. A carefully drafted regulation that suppresses only
images while leaving undisturbed truthful and nonmisleading
information is very likely, in my opinion, to survive First Amend-
ment scrutiny.

Bayer et al recommend that 50% of the space in all advertise-
ments and one side of every cigarette package be used for coun-
teradvertising and corrective messages. The 1994 Institute of Medi-
cine report also urged Congress to “increase the salience and
effectiveness of health warnings on both advertising and pack-
aging,” noting that this could be accomplished by regulating the
amount of the package surface devoted to the warning, as well
as by prescribing the content and format of the message. The re-
port further encouraged consideration of so-called plain pack-
aging (in black and white text).2(p245) Aggressive package regu-
lation is a new frontier of tobacco control. Although the governing
constitutional principles are currently unclear, it is likely that a
company’s First Amendment interests in the product package as
a medium of communication are attenuated compared with or-
dinary communications media, and that the government’s regu-
latory authority is correspondingly enhanced, especially when the
regulation does no more than require warnings and other infor-
mation concerning the product. The government probably has
the authority to require large portions of the package to display
warnings and product characteristics to increase their saliency
and impact on consumers.

I am less certain, however, about the constitutionality of the
additional step, taken in Canada, of requiring the package to dis-
play antismoking images. As a tactical matter, I would discour-

age tobacco control advocates from seeking any such regulation
in the United States until the text-only approach (salient warn-
ings and product information occupying large portions of the pack-
age) has been fully utilized and constitutionally validated.

Richard J. Bonnie, LLB
Schools of Law and Medicine
University of Virginia
Charlottesville

1. Bayer R, Gostin LO, Javitt GH, Brandt A. Tobacco advertising in the United States:
a proposal for a constitutionally acceptable form of regulation. JAMA. 2002;287:
2990-2995.
2. Institute of Medicine. Growing Up Tobacco Free. Washington, DC: National
Academy Press; 1994.
3. 61 Federal Register 44396-45318 (1996) (codified at 21 CFR §801).
4. Coyne Breahm, Inc v US Food and Drug Administration, 966 FSupp 1374 (MDNC
1997).
5. Morrison A. Counteracting cigarette advertising. JAMA. 2002;287:3001-
3003.

In Reply: The ultimate challenge for public health tobacco policy
is to radically reduce the prevalence of smoking. In the next years,
doing so in a way that affects cigarette consumption across all
social strata will be critical, since over the past several decades a
steep social gradient—those with greater resources smoke less,
those with fewer resources smoke more—has emerged in the
United States. To that end the denormalization of smoking will
be essential. It was to foster such a process that we proposed our
set of counteradvertising measures designed to have a funda-
mental impact on attitudes toward smoking.

Whether, as Dr Gerace suggests, a government corporation
will serve the end of public health remains an open question.
The experience in Japan, France, and other nations, including
the former communist nations where state monopolies con-
trolled the production and distribution of cigarettes, should pro-
vide a cautionary note. Nevertheless, a government monopoly
created when smoking had already been denormalized and con-
sumption radically reduced could function very differently.

Mr Bonnie may be right that the Supreme Court would ac-
cept a ban on all but “tombstone” advertising (ie, black and white,
text-only format). But there are some reasons to believe that such
limitations could face resistance given the Court’s current pos-
ture. Redish, a proponent of commercial speech protections, tes-
tified before Congress in 1998 that, “Tombstone limitations
should be deemed to be as harmful to free speech values as are
any viewpoint-based regulations. [They] may actually be even
more pernicious than a total ban because they give the illusion
of allowing communication while in reality significantly inter-
fering with the message conveyed by that communication.”1

It is precisely because of our concerns about how the Court
would react to restrictions of any kind that we placed such em-
phasis on aggressive counteradvertising—including the use of
pictorials and evocative images on packages and in portions
of print advertisements. Bonnie worries that the Court might
reject such graphic materials. That could be the case, but we
will not know until we try. Were the Court to strike down such
counteradvertising, it would be possible to retreat to reliance
on the printed word.
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We agree with both Gerace and Bonnie that the human suf-
fering imposed by cigarette consumption in the United States
(and, we hasten to add, in poorer nations) demands that ciga-
rettes be viewed as something very different from other prod-
ucts that are bought, sold, and promoted in the marketplace.
Any innovative attempts to reduce tobacco consumption will
necessarily occur in a context of legal and social constraints
that policy makers and public health officials must confront.

Ronald Bayer, PhD
Mailman School of Public Health
Columbia University
New York, NY
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University of Maryland School of Law
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RESEARCH LETTER

Rates of Spontaneous Reporting
of Adverse Drug Reactions in France

To the Editor: Spontaneous reporting remains the most used
and efficient method of identifying new adverse drug reac-
tions (ADRs) in the postmarketing phase.1 We assessed the mag-
nitude of underreporting for serious ADRs in France by using
data from 3 field pharmacoepidemiological studies.

Methods. The 3 studies we selected for analysis2-4 were pub-
lished in peer-reviewed journals, conducted in France in 1997
through 1998, and based on a representative sample of the source
population. Each study was intended to estimate the number
of hospitalizations caused by drugs. Therefore, estimating the
magnitude of underreporting was possible by comparing the
reported ADRs to the number of cases spontaneously re-
ported to the French pharmacovigilance system during the same
period and within the same territory.

Results. In 1997, Lacoste-Roussillon et al2 studied the inci-
dence of serious ADRs observed by a representative random
sample of 200 general practitioners in the Aquitaine Region
(southwestern France). In this prospective study, the esti-
mated number of ADRs leading to hospital admission in this
area was 6236 a year (95% confidence interval [CI],
3319-10663). During the same year, 328 ADRs that were the
cause of hospitalizations were spontaneously reported to the

Regional Pharmacovigilance Center for the same source popu-
lation. Therefore, the average percentage of serious ADRs that
were actually reported is estimated to be 5.26% (95% CI,
3.08%-9.88%). Extrapolation of these data to the whole coun-
try gave an estimate of 103937 (95% CI, 51874-185953) ADR-
caused hospitalizations per year.

The second study3 was conducted in 1997 in a representa-
tive sample of inpatients in French public hospitals (depart-
ments of medicine, surgery, and geriatrics). According to this
cross-sectional study, ADRs were the cause of 143624 hospi-
talizations (95% CI, 44042-247184). In 1997, 5973 similar cases
were reported to the French pharmacovigilance system. There-
fore, the percentage of reported cases was 4.16% (95% CI,
2.42%-13.56%).

According to the third study, a prospective multicenter study
conducted in 19984 in a nationwide representative sample of
medical departments in French teaching and general hospi-
tals, the number of hospitalizations attributable to ADRs was
134159 (95% CI, 85263-182637). In 1998, 6371 cases of hos-
pitalization caused by drugs were reported to the French phar-
macovigilance system, which suggests a reporting rate of 4.75%
(95% CI, 3.49%-7.47%).

Comment. Although the 3 studies are based on different ap-
proaches, their concordance is striking: the estimate of the an-
nual number of hospital admissions caused by drugs in France
was 103937 for Lacoste-Roussillon et al,2 143624 for Imbs et
al,3 and 134159 for Pouyanne et al.4 The estimates of the report-
ing rate also appear to be relatively stable: 5.26%, 4.16%, and
4.75%, respectively. We conclude that, on average, no more than
5% of serious ADRs were actually reported, a striking figure, since
the French pharmacovigilance system has been reported to be
particularly efficient5 and in many aspects comparable to the US
system; both systems are based on voluntary reporting and have
a roughly similar number of reports per million inhabitants.6
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