Question: Regarding physician liability
arising from medication injuries, which
of the following is most accurate?

A. Doctor is liable if drug was prescribed
for unapproved off-label use.

B. Doctor is liable for failing to warn of
significant risks.
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knowledge of medications, and they have
no legal duty to inquire about side effects.
The doctor, on the other hand, has an af-
firmative duty to warn of these side ef-
fects. In a malpractice case alleging lack of
informed consent due to failure to warn,
the defense cannot plead con-

C. Doctor is liable for failing
to warn of all complications.
D. Patient did not ask about
side effects and therefore was
contributorily negligent.

E. Liability will attach to
manufacturer for a “defec-
tive product.”

Answer: B. The informed
consent doctrine requires
that physicians discuss all ma-
terial risks, including rare but
serious risks. Choice A is incorrect be-
cause prescribing a drug for an “off-label”
use may be an acceptable practice. How-
ever, it is prudent for the doctor to doc-
ument in the records the reason for us-
ing the drug. Choice C is overly broad.
A warning is required for all material
risks (i.e., those that significantly affect
the patient’s decision to accept or reject
the recommended treatment), but a
warning is not necessary for all risks.
Patients are assumed to have little or no
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tributory negligence, so choice
D isincorrect. Finally, E is also
incorrect. The “learned inter-
mediary” doctrine stipulates
that the doctor, not the phar-
maceutical company, is liable
for medication-related injuries
as he/she is a learned profes-
sional who directly communi-
cates with the patient and who
does the actual prescribing.
This puts the doctor in the
hot seat for an adverse drug re-
action, unless the drug company has been
negligent in identifying and/or commu-
nicating the risk.

Disclosure of Material Risks

In order for patients to meaningfully
give their consent to treatment, they
should have sufficient information re-
garding the doctor’s treatment plans.
The consent must also be given volun-
tarily. The notion of patient autonomy is
so entrenched that the law imposes upon

the practitioner the duty to disclose three
fundamental aspects of treatment, easi-
ly remembered by the mnemonic PAR (P
= procedure [or medication/device], A
= alternatives, R = risks).

What constitutes a material risk is at the
heart of the controversy surrounding the
informed consent doctrine. Generally, the
patient should be informed of all serious
risks, even if unusual or rare. However, in
one court case, a 1% risk of hearing loss
required disclosure (Scott v. Wilson, 396
S.W.2d 532 [Tex. Civ. App. 1965]), where-
as in another, the court appeared to say
that a 1.5% chance of visual loss did not
(Yeats v. Harms, 393 P2d 982 [Kan. 1964]).
The California Supreme Court has stated
that “material information is that which
the physician knows or should know
would be regarded as significant by a rea-
sonable person in the patient’s position
when deciding to accept or reject the rec-
ommended medical procedure,” that “a
(material) fact must also be one which is
not commonly appreciated,” and that the
scope of disclosure may be expanded in
patients with “unique concerns or lack of
familiarity with medical procedures” (Tru-
man v. Thomas, 27 Cal.3d 285 [1980]).
There is, however, no legal requirement
to deliver a “mini-course in medical sci-
ence” (Cobbs v. Grant, 8 Cal.3d 229 [1972]).

Informed Consent: Disclosure of Risks

Warren v, Schecter is one of the most dra-
matic cases to confront the material risk
issue. The plaintiff won a $9.6 million
judgment against the doctor for his failure
to disclose risk of osteoporosis (Warren v.
Schecter, 67 Cal.Rptr.2d 573 [Cal. 1997]).
Dr. Schecter had performed gastric
surgery on Janet Warren for peptic ulcer
disease, and had warned the patient of the
risks of bowel obstruction, dumping syn-
drome, and anesthetic death. He did not
believe osteoporosis, osteomalacia, and
bone pain were risks of surgery, and so did
not discuss those risks with her. The plain-
tiff testified at trial that had Dr. Schecter
warned of the risk of metabolic bone dis-
ease, she would not have consented to
surgery. A second operation was under-
taken because she developed postopera-
tive dumping syndrome and alkaline re-
flux gastritis, and the surgeon again failed
to advise her of the risk of metabolic bone
disease. She again asserted that she would
not have consented to the second surgery
had she been duly advised.

The plaintiff subsequently developed
severe osteoporotic fractures, and filed a
malpractice lawsuit alleging that Dr.
Schecter was liable under an informed
consent theory for performing surgery
without advising her of the risk of bone
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Inaccurate Methods Often Used for Physician Cost Profiling
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urrent methods for profiling

individual physicians as to
whether they provide low-cost
or high-cost care are often inac-
curate and produce misleading
results, according to a report.

Health plans use cost profiling
to limit how many physicians
get in-network contracts and to
allot bonuses to the physicians
whose “resource use” is lower
than average. In each case, there
must be a method for deter-
mining physicians’ costs, yet the
accuracy of these methods has
never been proved, according to
John L. Adams, Ph.D., of RAND
Corp., and his associates.

“To our knowledge, the reli-
ability of physician cost profil-
ing has not been previously ad-
dressed,” they noted.

Dr. Adams and his colleagues
assessed the reliability of cur-
rent methods of cost profiling
using claims data from four
Massachusetts insurance com-
panies concerning 1.1 million
adult patients treated during
2004-2005. A total of 12,789
physicians were included in the
study. They were predominant-
ly men who were board certi-
fied, had been trained in the
United States, and had been in

practice for more than 10 years.

The physicians worked in 28
specialties, including cardiolo-
gy, endocrinology, gastroen-
terology, and obstetrics and gy-
necology. Family physicians,
general physicians, and internal
medicine physicians comprised
approximately one-third of the
sample.

The investigators estimated
the reliability of cost profiles
on a scale of 0-1, with 0 repre-
senting completely unreliable
profiles and 1 representing com-
pletely reliable profiles. They
then estimated the proportion
of physicians in each specialty
whose cost performance would
be calculated inaccurately.

Overall, only 41% of physi-
cians across all specialties had
cost profile scores of 0.70 or
greater, a commonly used
threshold of acceptable accura-
cy. Only 47% of internists, 30%
of cardiologists, 41% of family
or general physicians, 57% of
ob.gyns., 59% of gastroenterol-
ogists, and 22% of endocrinol-
ogists received scores of 0.70.

Overall, only 9% of physi-
cians in the study had scores of
0.90 or greater, indicating opti-
mal accuracy.

The proportion of physicians
who were classified as “lower

cost” but who were not in fact
lower cost ranged from 29% to
67%, depending on the special-
ty. Fully 50% of internists, 40%
of cardiologists, 39% of family
or general physicians, 36% of
ob.gyns., 32% of gastroenterol-
ogists, and 50% of endocrinol-
ogists were misclassified as
“lower-cost” providers when
they were not.

Also, 22% of internists were
misclassified as “higher cost”
when they were not in fact high-
er cost. This same misclassifica-

tion occurred for 14% of cardi-
ologists, 16% of family or gen-
eral physicians, 10% of ob.gyns.,
11% of gastroenterologists, and
19% of endocrinologists.
These findings indicate that
standard methods of cost pro-
tiling are highly unreliable, and
that many individuals and
groups are basing important de-
cisions on inaccuracies. “Con-
sumers, physicians, and pur-
chasers are all at risk of being
misled by the results produced
by these tools,” the investigators

concluded (N. Engl. J. Med.
2010;362:1014-21).

The study findings also sug-
gest that using cost profiles that
are based on these unreliable
methods will not reduce health
care spending, they added. M
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Abandon Flawed Evaluation Programs
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based on cost of care.

The RAND study shows that
physician ratings conducted by in-
surers can be wrong up to two-
thirds of the time for some groups
of physicians. Inaccurate informa-
tion can erode patient confidence
and trust in caring physicians, and

he RAND Corp. study verifies the Amer-

disrupt patients’ relationships with physicians

who have cared for them for years.
Patients should always be able to trust that
the information they receive on physicians is

valid and reliable, especially when the data are

ican Medical Association’s long-standing  used by insurers to influence or restrict pa-
contention that there are serious
flaws in health insurer programs
that attempt to rate physicians

tients’ choice of physicians.

Given the potential for irrepara-
ble damage to the patient-physician
relationship, the AMA calls on the
health insurance industry to aban-
don flawed physician evaluation
and ranking programs, and join
with the AMA to create construc-
tive programs that produce mean-
ingful data for increasing the qual-
ity and efficiency of health care.
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