What’s the VERDICT?

Lessons from a daunting
malpractice event

The child was born severely handicapped. What really
happened in this case, and why?

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

CASE Failure to perform cesarean delivery'
A 19-year-old woman (G1PO0) received prena-
tal care at a federally funded health center. Her
pregnancy was normal without complications.
She presented to the hospital after spontane-
ous rupture of membranes (SROM). The on-call
ObGyn employed by the clinic was offsite when
the mother was admitted.

The mother signed a standard consent form
for vaginal and cesarean deliveries and any other
surgical procedure required during the course of
giving birth.

The ObGyn ordered low-dose oxytocin
to augment labor in light of her SROM. Oxy-
tocin was started at 9:46 AM and labor was
uneventful until 1:20 PM when fetal heart moni-
toring showed deceleration of the baby’s heart
rate. At 1:30 P™m, oxytocin was discontinued
because the fetal heart rate was nonreassuring.

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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When the ObGyn arrived at the patient’s bed-
side at 1:49 pMm, he ordered the oxytocin to be
restarted because of irregular contractions. Oxy-
tocin was given from 1:50 Pm until delivery at
3:21 pM. During delivery, the ObGyn applied a
Kiwi vacuum 3 times. Despite evidence of fetal
distress, the ObGyn left the room several times.

Upon delivery, the infant was flaccid and not
breathing. His Apgar scores were 2, 3, and 6 at
1, 5, and 10 minutes, respectively, and the cord
pH was 7. The neonatal intensive care (NICU)
team provided aggressive resuscitation.

At the time of trial, the 18-month-old boy
was being fed through a percutaneous endo-
scopic gastrostomy tube and had a tracheos-
tomy that required periodic suctioning. The child
was not able to stand, crawl, or support himself,
and will require 24-hour nursing care for the rest
of his life.

Lawsuit. The parents filed a lawsuit in federal
court for damages under the Federal Tort Claims
Act (see “Notes about this case,” page 42). The
mother claimed that she had requested a cesar-
ean delivery early in labor when FHR tracings
showed fetal distress, and again prior to vac-
uum extraction; the ObGyn refused both times.

The ObGyn claimed that when he noted a
category lll tracing, he recommended cesarean
delivery, but the patient refused. He recorded the
refusal in the chart some time later, after he had
noted the neonate’s appearance.

The parents’ expert testified that restarting
oxytocin and using vacuum extraction multiple
times were dangerous and gross deviations
from acceptable practice. Prolonged and repeti-
tive use of the vacuum extractor caused a large
subgaleal hematoma that decreased blood flow
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Notes about this case

A procedural comment

The case in this article arose under the Federal Tort Claims Act (FTCA)." Most government
entities have sovereign immunity, meaning that they can be sued only with their consent. In
the FTCA, the federal government consented to being sued for the acts of its employees. This
right has a number of limitations and some technical procedures, but at its core, it permits
the United States to be sued as though it was a private individual.? Private individuals can be
sued for the acts of the agents (including employees).

Although the FTCA is a federal law, and these cases are tried in federal court, the
substantive law of the state applies. This case occurred in Florida, so Florida tort law,
defenses, and limitation on claims applied here also. Had the events occurred in lowa,
lowa law would have applied.

In FTCA cases, the United States is the defendant (generally it is the government, not
the employee who is the defendant).? In this case, the ObGyn was employed by a federal
government entity to provide delivery services. As a result, the United States was the primary
defendant, had the obligation to defend the suit, and will almost certainly be obligated to pay
the verdict.

The case facts

Although this description is based on an actual case, the facts were taken from the opinion

of the trial court, legal summaries and press reports and not from the full case documents.*”
We could not independently assess the accuracy of the facts, but for the purpose of this
discussion, we have assumed the facts to be correct. The government has apparently filed an
appeal in the Eleventh Circuit.
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to the fetal brain, resulting in irreversible central
nervous system (CNS) damage secondary to
hypoxic ischemic encephalopathy. An emer-
gency cesarean delivery should have been per-
formed at the first sign of fetal distress.

The defense expert pointed out that the
ObGyn discussed the need for cesarean deliv-
ery with the patient when fetal distress occurred
and that the ObGyn was bedside and monitoring
the fetus and the mother. Although the mother
consented to a cesarean delivery at time of
admission, she refused to allow the procedure.

The labor and delivery (L&D) nurse
corroborated the mother’s story that a cesar-
ean delivery was not offered by the ObGyn, and
when the patient asked for a cesarean delivery,
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he refused. The nurse stated that the note
added to the records by the ObGyn about the
mother’s refusal was a lie. If the mother had
refused a cesarean, the nurse would have docu-
mented the refusal by completing a Refusal of
Treatment form that would have been faxed to
the risk manager. No such form was required
because nothing was ever offered that the
mother refused.

The nurse also testified that during the
course of the latter part of labor, the ObGyn left
the room several times to assist other patients,
deliver another baby, and make an 8-minute
phone call to his stockbroker. She reported that
the ObGyn was out of the room when delivery
occurred.

CONTINUED ON PAGE 44
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WHAT’S THE VERDICT?

The medical care and the federal-court
bench trial held in front of a judge (not a jury)
occurred in Florida. The verdict suggests that
the ObGyn breached the standard of care by
not offering or proceeding with a cesarean
delivery and this managementresulted in the
child’s injuries. The court awarded damages
in the amount of $33,813,495.91, including
$29,413,495.91 for the infant; $3,300,000.00
for the plaintiff; and $1,100,000.00 for her
spouse.*

Medical considerations
Refusal of medical care
Although it appears that in this case the
patient did not actually refuse medical care
(cesarean delivery), the case does raise the
question of refusal. Refusal of medical care
has been addressed by the American College
of Obstetricians and Gynecologists (ACOG)
predicated upon care that supports mater-
nal and fetal wellbeing.® There may be a fine
balance between safeguarding the pregnant
woman’s autonomy and optimization of fetal
wellbeing. “Forced compliance,” on the other
hand, is the alternative to respecting refusal
of treatment. Ethical issues come into play:
patient rights; respect for autonomy; viola-
tions of bodily integrity; power differentials;
and gender equality.® The use of coercion is
“not only ethically impermissible but also
medically inadvisable secondary to the reali-
ties of prognostic uncertainty and the limi-
tations of medical knowledge.”® There is an
obligation to elicit the patient’s reasoning and
lived experience. Perhaps most importantly,
as clinicians working to achieve a resolution,
consideration of the following is appropriate®:
« reliability and validity of evidence-based
medicine
« severity of the prospective outcome
o degree of risk or burden placed on the
patient
o patient understanding of the gravity of the
situation and risks
o degree of urgency.
Much of this boils down to the obligation
to discuss “risks and benefits of treatment,
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alternatives and consequences of refusing
treatment.”¢

Complications from vacuum-assisted

vaginal delivery

Ghidini and associates, in a multicenter ret-
rospective study, evaluated complications
relating to vacuum-assisted delivery. They
listed major primary outcomes of subgaleal
hemorrhage, skull fracture, and intracranial
bleeding, and minor primary outcomes of
cephalohematoma, scalp laceration, and
extensive skin abrasions. Secondary out-
comes included a 5-minute Apgar score of
<7, umbilical artery pH of <7.10, shoulder
dystocia, and NICU admission.”

A retrospective study from Sweden

assessing all vacuum deliveries over a 2-year
period compared the use of the Kiwi Omni-
Cup (Clinical Innovations) to use of the
Malmstrém metal cup (Medela). No statisti-
cal differences in maternal or neonatal out-
comes as well as failure rates were noted.
However, the duration of the procedure was
longer and the requirement for fundal pres-
sure was higher with the Malmstrém device.®
Subgaleal hemorrhage. Ghidini and col-
leagues reported a heightened incidence of
head injury related to the duration of vacuum
application and birth weight.” Specifically,
vacuum delivery devices increase the risk of
subgaleal hemorrhage. Blood can accumu-
late between the scalp’s epicranial aponeu-
rosis and the periosteum and potentially can
extend forward to the orbital margins, back-
ward to the nuchal ridge, and laterally to the
temporal fascia. As much as 260 mL of blood
can get into this subaponeurotic space in
term babies.? Up to one-quarter of babies who
require NICU admission for this condition
die.'* This injury seldom occurs with forceps.
Shoulder dystocia. In a meta-analysis
from Italy, the vacuum extractor was
associated with increased risk of shoulder
dystocia compared with spontaneous vagi-
nal delivery."!
Intrapartum hypoxia. In 2003, the ACOG
Task Force on Neonatal Encephalopathy and
Cerebral Palsy defined an acute intrapartum
hypoxic event (TABLE)."?
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TaBLE Criteria for acute
intrapartum hypoxic event'

e Umbilical cord metabolic acidosis at delivery
- pH<7.0
— base deficit >12 mmol/L

e Severe or moderate neonatal encephalopathy
at >34 weeks

* Cerebral palsy of spastic quadriplegia or
dyskinesia

¢ Exclusion of other etiologies
- trauma

coagulopathy

infection

genetic disorders

Cerebral palsy (CP) is defined as “a chronic
neuromuscular disability characterized by
aberrant control of movement or posture
appearing early in life and not the result of
recognized progressive disease.”'*!

The Collaborative Perinatal Project con-
cluded that birth trauma plays a minimal
role in development of CP."* Arrested labor,
use of oxytocin, or prolonged labor did not
play a role. CP can develop following signifi-
cant cerebral or posterior fossa hemorrhage
in term infants.®

Perinatal asphyxia is a poor and impre-
cise term and use of the expression should
be abandoned. Overall, 90% of children with
CP do not have birth asphyxia as the under-
lying etiology."

Prognostic assessment can be made, in
part, by using the Sarnat classification sys-
tem (classification scale for hypoxic-ischemic
encephalopathy of the newborn) or an elec-
troencephalogram to stratify the severity of
neonatal encephalopathy.”? Such tests are
not stand-alone but a segment of assessment.
At this point “a better understanding of the
processes leading to neonatal encephalopa-
thy and associated outcomes” appear to be
required to understand and associate out-
comes.”” “More accurate and reliable tools
(are required) for prognostic forecasting.’'2

Hypoxic-ischemic encephalopathy involves
multisystem organ failure including renal,
hepatic,hematologic, cardiac,gastrointestinal,
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and metabolic abnormalities. There is no cor-
relation between the degree of CNS injury
and level of other organ abnormalities.™

Differential diagnosis

When events such as those described in this
case occur, develop a differential diagnosis
by considering the following'*:

e uterine rupture

 severe placental abruption

« umbilical cord prolapse

o amniotic fluid embolus

o maternal cardiovascular collapse

o fetal exsanguination.

Legal considerations

Although ObGyns are among the special-
ties most likely to experience malpractice
claims,'” a verdict of more than $33 million
is unusual.’® Despite the failure of adequate
care, and the enormous damages, the ObGyn
involved probably will not be responsible
for paying the verdict (see “Notes about this
case” on page 42). The case presents a num-
ber of important lessons and reminders for
anyone practicing obstetrics.

Very large verdict

The extraordinary size of this verdict
($33 million without any punitive damages)
is a reminder that in obstetrics, mistakes can
have catastrophic consequences and very
high costs." This fact is reflected in malprac-
tice insurance rates.

A substantial amount of this case’s award
will provide around-the-clock care for the
child. This verdict was not the result of a run-
away jury—it was a judge’s decision. It is also
noteworthy to report that a small percentage
of physicians (1%) appear responsible for a
significant number (about one-third) of paid
claims.?

Although the size of the verdict is
unusual, the case is a fairly straightforward
negligence tort. The judge found that the
ObGyn had breached the duty of care for his
patient. The actions that fell below the stan-
dard of care included restarting the oxyto-
cin, using the Kiwi vacuum device 3 times,
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and failing to perform a cesarean delivery
in light of obvious fetal distress. That neg-
ligence caused injury to the infant (and his
parents).?’ The judge determined that the
4 elements of negligence were present:
1) duty of care, 2) breach of that duty,
3) injury, and 4) a causal link between the
breach of duty and the injury. The failure to
adhere to good practice standards practically
defines breach of duty.*

Multitasking

One important lesson is that multitasking,
absence, and inattention can look terrible
when things go wrong. Known as “hind-
sight bias,” the awareness that there was a
disastrous result makes it easier to attribute
the outcome to small mistakes that other-
wise might seem trivial. This ObGyn was in
and out of the room during a difficult labor.
Perhaps that was understandable if it were
unavoidable because of another delivery,
but being absent frequently and not present
for the delivery now looks very significant.*
And, of course, the 8-minute phone call to
the stockbroker shines as a heartless, self-
centered act of inattention.

Manipulating the record

Another lesson of this case: Do not manipu-
late the record. The ObGyn recorded that the
patient had refused the cesarean delivery he
recommended. Had that been the truth, it
would have substantially improved his case.
But apparently it was not the truth. Although
there was circumstantial evidence (the
charting of the patient’s refusal only after
the newborn’s condition was obvious, fail-
ure to complete appropriate hospital forms),
the most damning evidence was the direct
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