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AS PUBLIC EXPECTATION FOR TPA
GROWS, SO TOO DO LAWSUITS; HOW

NEUROLOGISTS CAN REDUCE
MALPRACTICE RISKS

By Orly Avitzur, MD, MBA

A fter a five-day trial last
November, Miami-Dade jurors
found Baptist Hospital guilty of

failing to administer tissue plasminogen
activator (tPA) to 82-year-old Thomas
Strinko and awarded the plaintiff $1.5
million in damages – even though the
stroke patient had had a history of a sub-
dural hematoma 13 months earlier. More
disturbing was the decision that there had
been a reckless disregard for care – a designa-
tion that extends well beyond breaching
the standard of care. 

Meet the newest litigators in medical
malpractice: Patients (and their families)
denied the “wonder drug” tPA. As news of
tPA therapy spreads, giving stroke candi-
dates hope of a miracle cure, lawyers are fil-
ing suits when it is not offered. And some
juries are deciding in favor of the plaintiff –
even when the patient was not a suitable
candidate for tPA. 

CHALLENGE: ASSESSING
THE RISK-BENEFIT RATIO
As the Strinko v. Baptist Hospital Miami case
demonstrates, there has perhaps never
before been greater pressure on neurolo-
gists to use a treatment with a more precar-
ious risk-benefit profile than tPA. Within
the brief three-hour time window allowed,
the neurologist is expected to factor a
vague or largely unknown past medical
history into a rapidly evolving acute event
that may itself be fraught with diagnostic

and etiologic uncertainty. It is precisely
these ambiguities that make such cases
ripe for picking by the plaintiffs’ bar,
allowing them to select the angle needed
to convince a lay jury that malpractice has
occurred.

What makes a neurologist’s predica-
ment even greater, as described in the
April 4 Neurology Today, are entirely non-
medical factors influencing administration
of this drug. (See “Stipends for Stroke Call
Create New Pressures, Demands for
Neurologists,” page 6). With a new DRG
providing reimbursement for thrombolyt-

ic treatment, and administrators anxious
to avoid ambulance diversions and pro-
mote their own medical centers as full-
service facilities, more hospitals through-
out the country are lining up to become
certified as stroke centers. Meanwhile,
patients armed with hyperbolic headlines
about the “miracle clot buster” are
demanding they receive a therapy for
which they might well not be suited. 

With so many stakeholders in the deci-
sion process, and with expectations set so
high, physicians are doomed to disap-
point – and to be sued. Most of the tPA
case law thus far resulted from allegations
of “failure to treat.” Yet as tPA administra-
tion becomes more universal, there will
inevitably arise more cases stemming from
adverse effects, especially if physicians
feel pressured to push the limits of pre-
scribed protocols. And greater numbers of
patients on tPA will develop complica-
tions likely to test the resources of average
community hospitals not equipped with
24-7 laboratories, imaging, intensive care
units, neurointerventionalists, surgical
teams, and neurologists who live within
immediate driving range. 

Neurologist and medico-legal expert
Michael I. Weintraub, MD, suspects that
tPA administration issues will become the
leading cause of negligence actions against
neurologists in the future. As he puts it,
“Neurologists, emergency room (ER)
physicians, and internists are at increased
liability risk whether they elect to use or not
to use tPA.” 

Dr. Michael I. Weintraub: “Neurologists,
emergency room physicians, and
internists are at increased liability risk
whether they elect to use or not to use
tPA.”

 



DOCUMENT EVERYTHING
Dr. Weintraub points out that lessons may
be learned from reviewing medical mal-
practice cases involving tPA. “You must
document. Note the time symptoms start-
ed, the time of diagnosis, time of workup
completion, and reasons for using or not
using tPA.”

While advice to document thoroughly
seems both rational and intuitive, at times
of urgency, busy physicians may fail to
follow through. When the Michigan
Acute Stroke Care Overview and
Treatment Surveillance System statewide
stroke registry was used to review 2,566
stroke admissions over a six-month peri-
od in 15 selected hospitals, it was noted
that of 283 eligible patients who did not
receive IV tPA, no specific reason for
withholding treatment was recorded.

Gretchen L. Birbeck, MD, one of the
authors of the study published in the
February 14 Neurology (2006;66:306-312),
commented, “We suspected that there was
no clear time of symptom onset, but without
documentation indicating such, who can be
certain?” Dr. Birbeck, a fellowship-trained
neuroepidemiologist at Michigan State
University, added, “I believe that once a cli-
nician has decided that a stroke patient is
not a tPA candidate, further progress down
the tPA care pathway stops, and this may
mean that documentation regarding the
rationale for withholding tPA simply gets
neglected.”

Cole, Scott and Kissane, a Florida law
firm, has represented
six tPA cases.
Christopher B.
Hopkins, a defense
lawyer specializing in
medical malpractice at
the firm, believes that
proper documenta-
tion is essential.
When he defended an
ER physician who had
evaluated an inebriat-
ed patient with slurred
speech complaining
of leg weakness, the
doctor informed him
that he had had con-
cerns about whether
he was observing
signs of stroke or
intoxication. The hos-
pital followed its pro-
tocol and the inability

to fix time excluded the patient as a tPA can-
didate. The patient had a massive stroke and
the family sued for failure to administer tPA. 

Hopkins, who was able to get the case
dismissed against the ER physician, noted
that it was helpful that his client had doc-
umented consideration of stroke as part of
his differential diagnosis and made affirma-
tive judgments that showed that he was
aware of the symptoms and recognized
tPA as a possible intervention. “Such docu-
mentation helps show the physician’s com-
petence,” he explained. He further recom-

mends that physicians determine the onset
of symptoms and document times and
each affirmative step along the protocol.

KNOW AND FOLLOW
ESTABLISHED PROTOCOL
“Review the hospital’s written tPA proto-
col (if one exists) and follow it,” advises
Hopkins. “Doctors can be ‘saved’ by clear
documentation reflecting the differential
of stroke,” he added, “and by following
the accepted protocol.” 

“When we follow the protocols care-
fully,” explained Ralph L. Sacco, MD,
Director of the Stroke and Critical Care
Division at Columbia University’s
Neurological Institute, “we can do as well
or slightly better than the earlier clinical
trials. It is when we deviate from the pro-
tocol that we increase the risk and adverse
events can occur.”  

Steven R. Levine, MD, Professor of
Neurology and Director of
Cerebrovascular Education at the Mount
Sinai Stroke Center and School of
Medicine observed, “The danger is that
centers are putting their own spin on the
protocols, which just sets themselves up
for a dangerous situation.” 

Dr. Levine said he is concerned about
hospitals that decide to tighten eligibility,
allowing them to ”cherry pick” the patients
who are least likely to hemorrhage, as well
as by those that are “trigger-happy’” and
expand the guidelines to include unsuit-

able candidates.

OFFER TIMELY
TRANSFER
In the 2003 case of Reed
v. Granbury Hospital,
(Court of Appeals of
Texas, Fort Worth),
Reed’s wife, a registered
nurse, demanded that
ER physicians at Lake
Granbury Medical
Center administer tPA.
When they refused,
she requested transfer
to the Plaza Medical
Center, a stroke center
in Fort Worth.
Unfortunately, Reed
arrived more than three
hours later, making him
ineligible to receive

Dr. Steven R. Levine: ”The danger is
that centers are putting their own spin
on the protocols, which just sets them-
selves up for a dangerous situation.”

COURT DECISIONS ON TPA 

FAILURE TO TREAT WITH TPA
Giles v. Jamaica Hospital Medical Center (Queens, New York, Superior Court, No.
24765/01, 10-08-04): When 57-year-old schoolteacher Joan Giles was taken to
Jamaica Hospital in September 2000 with a history of two transient ischemic
attacks, she did not receive tPA and developed right-sided hemiplegia. Four
years later, she was awarded a $3.1 million verdict in her medical malpractice
lawsuit against the hospital.

FAILURE OF INFORMED CONSENT 
Brooks v. SSM, F. DeCastro, MD (Missouri Court of Appeals 73 S.W. 3d 686 No.
23664, 23697): The plaintiff brought action against the hospital and DeCastro
for negligently administering tPA and causing quadriplegia. The tPA was used
in high dosage for underlying cardiac disease. The jury awarded $315,000 to
the plaintiff but defendant DeCastro requested a new trial based on a neurolo-
gist’s testimony that tPA was the cause for epidural hematoma and quadriplegia.
The court of appeals found no informed consent for bleeding complications
when used for cardiac reasons and also rejected DeCastro’s argument.



tPA. Reed contended that because he did
not receive tPA, he was significantly and
permanently disabled from the stroke.
On the date of Reed’s stroke in 1998, the
hospital had tPA available for cardiac
patients, but did not have a protocol for
administration in cases of stroke. The
Reeds sued the hospital for negligence in
medical treatment including failure to
have an adequate policy with respect to
referral.

Dr. Sacco would like to see more qual-
ified hospitals trained to treat stroke, but
until that is the case, transfer should be
arranged expediently. “Because door-to-
needle time is of the essence, the goal is to
provide tPA at the nearest center,” advised
Dr. Sacco. “If your emergency room is not
equipped to provide tPA, make sure that
you make every effort to transfer the
patient to one that is,” he added.

“If a hospital has no tPA protocol,”
advised Hopkins, “they had best move fast
to get the person to another hospital with
that ability. There may arise a question as
to whether the hospital could not have
diverted the patient to ‘the right place’
even before arrival.” 

KNOW YOUR STATE LAW

Dr. Levine advises that all neurologists
become familiar with their state’s case law
precedents. For example, in Michigan,
where he gave his opinion in Ensink v.
Mecosta County General Hospital, the case
boiled down to probabilities: With tPA,
patients are 30 to 50 percent more likely
to have minimal or no disability (not
clearly over 50 percent) than without tPA
and the number needed to treat to have
one patient improve at least one level of
disability is about three (Arch Neurol
2004;61:1066-1070).

The plaintiff’s case was dismissed on
the basis of Fulton v. Beaumont Hospital,
which states that the plaintiff must show
that the overall opportunity to survive was
reduced by greater than 50 percent. Dr.
Levine pointed out that whereas some
states rule based on loss of chance, others,
such as Michigan, invoke Fulton, in which
the loss of opportunity to survive or
achieve a better result needs to be greater
than 50 percent.  

GET INFORMED CONSENT
“Attain proper signed informed consent
from both patient and family members or
surrogates for both scenarios – giving or
not giving tPA,” suggests Dr. Weintraub.

Dr. Sacco and other experts explained
that while it is not necessary to get a sep-
arate written informed consent as tPA
therapy is viewed as standard of care and
time is of the essence, it is critical to
explain the risks and benefits to patients
and to document this discussion in the
medical record.

Dr. Levine summed up, “In the end we
need try to do our best to take care of
patients. Most people, when given proper
counseling about tPA, if eligible for treat-
ment, are willing to take the risk…I know
I would.” Q
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