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CLINICAL JURISPRUDENCE COLUMN

Patient with a breast mass:
Why did she pursue litigation?

Oa delay in diagnosing breast cancer is a leading cause
of malpractice claims against gynecologists

Joseph S. Sanfilippo, MD, MBA, and Steven R. Smith, JD

After routine mammography resulits,
DCIS found

A 49-year-old woman (G2 P2002) with a history
of fibrocystic breast disease presented with a
left breast mass that she found a month ago
on self-examination. The patient faithfully had
obtained routine mammograms since age 40.
This year, after reporting the mass and with spot
films obtained as recommended by the radiolo-
gist, a new cluster of microcalcifications was
identified on the report: “spot compression”

In this quarterly column, these medical and
legal experts and educators present a case-
based* discussion and provide clear teaching
points and takeaways for your practice.
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*The “facts” of this case are a composite, drawn from
several cases to illustrate medical and legal issues.
Eliminated from this statement of the case are all of the
issues related to breast implants and product liability.
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assessment identified a 3-cm mass and noted
“s/p breast augmentation.”

The radiologist interpreted the spot films to
be benign. His report stated that “15% of breast
cancers are not detected by mammogram and
breast self-exam is recommended monthly from
40 years of age.”

The gynecologist recommended a 6-month
follow up. When the patient complied, the radiol-
ogist’s report again noted calcifications believed
to be nonmalignant. Six months later, the patient
presented with bloody nipple discharge from her
left breast with apparent “eczema-like” lesions
on the areola. The patient noted that her “left
implant felt different.”

The patient’s surgical history included
breast augmentation “years ago.” Her family
history was negative for breast cancer. Her med-
ications included hormone therapy (conjugated
estrogens 0.625 mg with medroxyprogesterone
acetate 2.5 mg daily) for vaginal atrophy. Other
medical conditions included irritable bowel syn-
drome (managed with diet), anxiety and mood
swings (for which she was taking sertraline),
decreased libido, and irregular vaginal bleeding
(after the patient refused endometrial sampling,
she was switched to oral contraceptives to
address the problem). In addition, her hyperten-
sion was being treated with hydrochlorothiazide.

At the gynecologist’s suggestion, a derma-
tology consultation was obtained.

The dermatologist gave a diagno-
sis of Paget disease with high-grade ductal
carcinoma-in-situ (DCIS). The interval from
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TaBLE Breast cancer screening recommendations®”’

Recommendations
Organization Age range Screening mammography V BSE
ACOGS® >40y Annual Recommended; consider for high-risk
patients
USPSTF? >40y Insufficient evidence to assess risks vs Insufficient evidence to assess risks vs
benefits benefits, including harms. Recommends
against teaching BSE.
<50y Individualized and should include patient’s
values regarding risks and benefits
50-74y i Biennial
>75y Insufficient evidence to assess risks vs

i benefits

Abbreviations: ACOG, American College of Obstetricians and Gynecologists; BSE, breast self-examination; USPSTF, US Preventive Services Task Force.
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screening mammogram to DCIS diagnosis had
been 8 months. The dermatologist referred
the patient to a breast surgeon. A discussion
ensued between the breast surgeon and the
dermatologist concerning the difficulty of mak-
ing a diagnosis of breast cancer in a woman with
breast augmentation.

The patient underwent modified radical
mastectomy, and histopathology revealed DCIS
with clear margins; lymph nodes were negative.

The patient filed a malpractice suit
against the gynecologist related to the delayed
breast mass evaluation and management.
She remained upset that when she called the
gynecologist’s office to convey her concerns
regarding the left nipple discharge and implant
concerns, “she was blown off.” She felt there
was a clear “failure to communicate on criti-
cal matters of her health.” She alleged that the
gynecologist, not the dermatologist, should
have referred her to a breast surgeon.

WHAT’S THE VERDICT?

In the end, the patient decided not to pursue
the lawsuit.

Medical considerations

Breast cancer is the most common female
malignancy, with 232,340 cases occurring
annually in the United States. It is the second
leading cause of cancer-related death in US
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women.! For this case discussion, we review
the role of breast cancer screening, including
breast self-examination and mammography.

Is breast self-examination
recommended?

Recently, medical care has evolved from
“breast self-examination” (BSE) to “breast
self-awareness.”> The concept of BSE and
concerns about it stem in part from “the
Shanghai study.” In this prospective ran-
domized trial, 266,064 female textile work-
ers were randomly assigned to “rigorous
and repetitive training in BSE” versus no
instruction and no BSE performance. The
former group had twice as many breast
biopsies than the latter group (2,761 biop-
sies in the BSE group vs 1,505 in the control
group). There was no difference in the num-
ber of breast cancers diagnosed among the
groups—=864 in the BSE group and 896 in
the control group (relative risk [RR], 0.97;
95% confidence interval [CI], 0.88-1.06;
P = .47). Other studies also support lack of
efficacy regarding BSE.*

The potential for psychological harm,
unnecessary biopsy, and additional imag-
ing in association with false-positive findings
is a concern? (TABLE). The American College
of Obstetricians and Gynecologists (ACOG)
states, “breast self-examination may be
appropriate for certain high-risk populations
and for other women who chose to follow

obgmanagement.com



this approach.”>*¢ The US Preventive Services
Task Force (USPSTF) guidelines say that there
is “insufficient evidence to assess risks vs
benefits, including harms,” and recommends
against teaching BSE.” The American Cancer
Society puts BSE in the “optional” category.>®

Is there a middle of the road strategy?
Perhaps. The concept of breast-awareness
was developed so that women understand
how their breasts look and feel.>* The con-
cept does not advocate monthly BSE. The
Mayo Clinic reported that, of 592 breast can-
cers, 57% were detected following abnormal
screening mammography, 30% by BSE and
14% by clinical examination by a clinician.
Furthermore, 38% of women with a palpable
abnormality had a normal mammogram
within the preceding 13 months.® McBride
and colleagues aptly addressed this: “Health-
care providers can educate their patients
that breast awareness, in essence, is a two-
step process. First, it requires that women be
familiar with their breasts and aware of new
changes and, second, have an understand-
ing of the implications of these changes
which includes informing their health care
provider promptly.”® The concept of “know
what is normal for you” as conveyed by The
Susan G. Komen Foundation succinctly
encourages communication with patients.>!!

Mammography

The latest technique in mammography is
digital or 3D mammography, also known as
tomosynthesis. The technique is similar to
2D mammography with the addition of digi-
tal cameras. A study published in the radiol-
ogy literature noted that the 2 methods were
equivalent.”” One possible advantage of 3D
mammography is that the 3D images are
stored in computer files and are more eas-
ily incorporated into the electronic medical
record.

What about mammography after
breast augmentation?

While breast augmentation is not associated
with an increase in breast cancer,”® mam-
mography following breast augmentation
can be more difficult to interpret and may

obgmanagement.com
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result in a delay in diagnosis. In a prospec-
tive study of asymptomatic women who
were diagnosed with breast cancer, 137 had
augmentation and 685 did not. Miglioretti
and colleagues noted that the sensitivity of
screening mammography was lower in the
augmentation cohort.” To enhance accu-
racy, breast implant displacement views (in
which the breast tissue is pulled forward
and the implant is displaced posteriorly to
improve visualization) have been recom-
mended.” A retrospective review provides
data reporting no effect on interpretation of
mammograms following augmentation.'®
The American Cancer Society recommends
the same screening for women with implants
as withoutimplants, starting at age 40 years."”

Paget disease of the breast

Paget disease of the breast was first described
by Sir James Paget in 1874. He also defined
Paget disease of extramammary tissue, bone,
vulva, and penis. Paget disease of the breast
is a rare type of cancer in which the skin and
nipple are involved frequently in association
with DCIS or invasive breast cancer. The skin
has an eczema-like appearance. Character-
istic Paget (malignant) cells are large with
clear cytoplasm (clear halo) and eccentric,
hyperchromatic nuclei throughout the der-
mis. Assessment includes mammography
and biopsy with immunohistochemical
staining. Treatment varies by case and can
include lumpectomy or mastectomy and
chemotherapy and/or radiation therapy.
Medications, including tamoxifen and anas-
trazole, have been recommended. Prognosis
depends on nodal involvement. The dis-
ease is more common in women older than
age 50.'

Legal issues: What was the
gynecologist’s obligation?

The question remains, did the gynecolo-
gist have an obligation to obtain diagnostic
mammography and ultrasound of the breast?
Would it have been prudent for immediate
referral to a breast surgeon? These are criti-
cal questions.
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Negligence and the standard of care
The malpractice lawsuit against this gyne-
cologist is based on negligence. In essence, it
is a claim that the management provided fell
below a standard of care that would be given
by a reasonably careful and prudent gynecol-
ogist under the circumstances. This generally
means that the care was less than the profes-
sion itself would find acceptable. Here the
claim is essentially a diagnostic error claim, a
common basis of malpractice.” The delay in
diagnosing breast cancer is a leading cause of
malpractice claims against gynecologists.?**!

It is axiomatic that not all bad outcomes
are the result of error, and not all errors are
a result of an unacceptable standard of care.
It is only bad outcomes resulting from care-
less or negligent errors that give rise to mal-
practice. But malpractice claims are often
filed without knowing whether or not there
was negligence—and, as we will see, many of
those claims are without merit.

Was there negligence?
Ordinarily the plaintiff/patient must

demonstrate that the care by the physician
fell below the standard of care and, as a
result, the patient suffered an injury. Stated
another way, the plaintiff must show that
the physician’s actions were unreasonable
given all of the circumstances. In this case,
the plaintiff must demonstrate that the gyne-
cologist’s care was not appropriate. Failure
to refer to another physician or provide addi-
tional testing is likely to be the major claim
for negligence or inappropriate care.

Did that negligence cause injury?
Even if the plaintiff can demonstrate that
the care was negligent, to prevail the plain-
tiff must also demonstrate that that negli-
gence caused the injury—and that might be
difficult.

What injury was caused by the delay in
discovering the cancer? It did not apparently
lead to the patient’s death. Can it be proven
that the delay clearly shortened the patient’s
life expectancy or required additional expen-
sive and painful treatment? That may be dif-
ficult to demonstrate.
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Causation. The causation factor could
appear in many cancer or similar medical
cases. On one hand, causation is a critical
matter, but on the other hand, delay in treat-
ing cancer might have a very adverse effect
on patients.

In recent years, about half the states
have solved this dilemma by recognizing
the concept of “loss of chance.”? Essentially,
this means that the health care provider, by
delaying treatment, diminished the possibil-
ity that the patient would survive or recover
fully.

There are significant variations among
states in the loss-of-chance concept, many
being quite technical.?? Thus, it is possible
that a delay that reduced the chance of
recovery or survival could be the injury and
causal connection between the injury and
the negligence. Even in states that recognize
the loss-of-chance concept, the patient still
must prove loss of chance.

Is this a strong
malpractice case?
In the case presented here, it is not clear that
the patient could show a meaningful loss of
chance. Ifthere is a delay in the breast cancer
diagnosis, tumor doubling time would be an
issue. While it is impossible to assess growth
rate when a breast cancer is in its preclinical
microscopic stage, doubling time can be 100
to 200 days. Therefore, it would take 20 years
for the tumor to reach a 1- to 2-cm diameter.
A log-normal distribution has been sug-
gested for determining tumor growth.
Although the facts in this case are
sketchy, this does not look like a strong
malpractice case. Given the expense, diffi-
culty, and length of time it takes to pursue
a malpractice case (especially for someone
battling cancer), an obvious question is:
Why would a patient file a lawsuit in these
circumstances? There is no single answer to
that, but the hope of getting rich is unlikely
a primary motivation. Ironically, many mal-
practice cases are filed in which there was
no error (or at least no negligent error).*
The search for what really happened,

obgmanagement.com
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Lessons learned from
this case study

e Breast self-awareness has replaced
(substituted) breast self-examination

e ACOG recommends breast mammography
beginning at age 40 years

* Breast augmentation affects mammo-
graphic interpretation

e Perhaps if better communication had been
provided initially, the patient would not
have sought legal counsel or filed a
weak suit

or why the bad event happened, is key. In
other circumstances, it may be a desire for
revenge or to protect other patients from
similar bad results. Studies repeatedly have
shown a somewhat limited correlation
between negligent error and the decision
to file a malpractice claim.?*?¢ In this case,
the patient’s sense of being “blown off” dur-
ing a particularly difficult time may repre-
sent the reason why she filed a malpractice
lawsuit. Communication gaffes and poor
physician-patient relationships undoubt-
edly contribute to medical malpractice
claims.?”?® Improving communication with
patients probably improves care, but it also
almost certainly reduces the risk of a mal-
practice claim.?

Why a lawyer would accept this case is
also unclear, but that is an issue for another
day. Also for another day is the issue of prod-
uct liability concerning breast implants.
Those legal issues and related liability, pri-
marily directed to the manufacturers of the
implants, are interesting topics. They are also
complex and will be the subject of a future
article.

Finally, the patient’s decision to not pur-
sue her lawsuit does not come as a surprise.
A relatively small percentage of malpractice
claims result in any meaningful financial
recovery for the plaintiff. Few cases go to trial,
and of those that do result in a verdict, about
75% of the verdicts are in favor of the physi-
cian.®* Many cases just fade away, either
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because the plaintiff never pursues them or
because they are dismissed by a court at an
early stage. Nonetheless, for the physician,
even winning a malpractice case is disrup-
tive and difficult. So in addition to ensuring
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