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By Bryan E. Bledsoe, DO, FACEP, EMT-P

EMS Myth #2

Thrombolytic therapy is the standard of
care for acute ischemic stroke

ike most practitioners of
emergency medicine, I was
surprised to see the Ameri-
can Heart Association

(AHA) increase the level of

its recommendation of

recombinant tissue plas-

minogen activator (tPA) for
acute ischemic stroke in its Guddelines 2000 for
Cardigpulmonary Resuscitation and Emergency
Cardiac Care. | had followed the literature and
agreed that it looked like a promising thera-
py. But, I thought, it was certainly not the
standard of care for current medical practice.
As an ED and EMS director at the time, I
quickly prepared a stroke team and began to
plan for routine thrombolytic therapy for
appropriate patients, In fact, | administered
tPA to a patient with acute ischemic stroke
who subsequently experienced resolution of

his symptoms. However, shortly thereafter, 1
received a letter from my supervisor, who
advised that our collective medical institu-
tions would not provide tPA for stroke until
additional scientific evidence was available.
This was soon followed by a letter from our
medical malpractice insurance carrier stating
we would not be covered for malpractice lit-
igation resulting from administering tPA for
stroke. It was a confusing and frustrating
time,

tPA for Stroke History

In the mid 1990s, the AHA launched a
campaign to promote awareness of stroke.
The goal of this campaign was to encourage
both clinicians and patients to think of stroke
(cerebrovascular accident) as an emergency
on par with myocardial infarction. This ini-
tiative came to be known as the brain attack
campaign, capitalizing on the term Jeart
attack’s wide recognition among the public.
The impetus behind the brain attack cam-
paign was the development of thrombolytic
drugs for use in stroke, These drugs, if given
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to ischemic stroke patients within three
hours of the onset of symptoms, appeared to
decrease subsequent stroke morbidity. Thus,
with a definitive therapy finally available for
stroke care, patients were encouraged to
immediately seek emergency care when the
possible signs or symptoms of a stroke
occurred. EMS providers across the United
States and Canada quickly rallied to the cam-
paign. Many EMS systems initiated prehos-
pital thrombolytic screening protocols, and
patients were taken to hospitals with desig-
nated stroke teams, The stroke teams were a
consortium of emergency physicians, neurol-
ogists, neuroradiologists and neurosurgeons
who agreed to quickly respond to, evaluate
and treat stroke patients who arrived at their
hospitals,

The AHA published brain attack literature
that stated, "A dot-busting drug that belped revo-
lutionize heart attack treatment, (PA bolds enor-
wmons potential for the treatment of ischemic stroke,
which accounts for 70 to 80 percent of all strokes, It
is estimated that tPA could be used in 400,000
stroka cases per year to save lives, reduce disability and
reverse paralysis.”' When first approved in 1996
for the treatment of ischemic stroke, tPA
was classified by the AHA as a Class II-B
intervention (acceptable, safe and useful but
optional). However, in their Guidelines 2000

for Cardigpulmonary Resuscitation and Emerpency

Cardiac Care, tPA for ischemic stroke was
upgraded to a Class 1 intervention (always
acceptable, proven safe and definitely use-
ful). This upgrade was based on a large study
of tPA in ischemic stroke by the National
Institute of Neurological Diseases and
Stroke (NINDS)/?

The Scientific Evidence

The recommendations to upgrade tPA
from Class 11-B to Class I were based upon
a single study (the NINDS trial), There has
been considerable criticism of the NINDS
trial for various methodological reasons. The
most striking of these was the fact that in
that trial, many more patients in the 90-180-
minute treatment group had milder stroke
scores at baseline compared to those in the
placebo. That is, patients with less severe ini-
tial symptoms received tPA, while patients
with more severe symptoms did not. It
would seem intuitive, therefore, that patients
in the treatment group would fare better, as
they were not as ill to start with. Another
criticism of the study was that the proportion
of patients enrolled in the 0~90-minute treat-
ment group was artificially increased through
statistical methods. Many researchers feel
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hile many in emergency medicine

are reluctant to embrace tPA

for ischemic stroke, it remains a
Class I recommendation by the AHA, As
with many controversial therapies, there

are quality clinicians who say it works,

while others say it kill

that chance alone could explain the benefies
seenn mn the NINDS tmal. Furthermore

approximately 200 of patients initally diag-

nosed with stroke were subsequently found
nof to have had strokes, Thus, these patients
were exposed to the significant risks of tPA
without any potental for benefit. Finally,
even assuming clinical effectiveness, the clin-
ical impact of administering (PA only bene-
fited less than half of 1% of ischemic stroke
patients

v second study was conducted in the
Cleveland, OH area.” In this study, every
stroke patient treated at one of 29 non VA

hosprtals in Cley

land over a one-vear period
was enrolled. In this ere up of 3,948 patients,
anly 70 (1.8%) received tPA, In actuality, less
than 1% of patients in the study oroup actu
ally mer the NINDS cligibiliy eriteria to
recetve tPAL The results of the Cleveland
study were quite the opposite of the NINDS
study: In Cleveland, the rate of intracerebral
hemorrhage in tPA recipients was 15.7%

twice that of the NINDS trial. Their mortal

ity rate was 15.7%, compared to 7.2% in the
untreated control group. Although it was not
1 randomized conwolled trial, the Cleveland
stucly results posed a stark contrast o those
of the NINDS trial, and are worrisome.
When it came time to recy aluate the role « W
tPA 1 1schemic stroke, the AHA appointed
nine scientists/cliniclans to a consensus pancl.
Of the nine who were assigned to formulate
AHA’s 2000 recommendatons for stroke
treatment, six had ties to the manutacturer of
A or associated firms. Althe ugh the AHA
tequired the panelists to file contlict-ofinter
est staternents, 1t has thus far refused to release

these starements to the public.

EMS Implications

Many emergency medicine ory

have been alarmed about the AHAs upgrad

ing of tPA for ischemic stroke to a Class |
interventon. The AHA has, in essence,
made (PA a standard of care based upon the
results of a single study, Basing 2 standard of

care on the results of a single study is not sci

entifically sound. With this in mind, the
Canadian Association of Emergency Physi
ctans 1ssued a positon paper that stated,

¢

L bronindyt fedd fo mse i

: : :
! brotacols, or i a oiose

P In its position paper,
the American Academy of Emergency Med
icine stated, 7
Academy of Foe

aerce tegaring i

tPA for strok vent fo dwarrant {5 duasstfica-

care. " The American Col

LG i

lege of Emergeney Physicians, taking a

shightly  softer stance, stated,

e al Hhis
i wetiee,
EMS 15 caught in the middle, While many

I emet

ncy medicine are relucrant 1o
embrace tPA for ischemic stroke, it remains
a Class I recommendaton by the AHA. As

with many controversial therapies, there are

quality clinicians who say it works, while oth

ers say it kills, Regardless, the AHA’s claim
that tPA for stroke “saves Iives” has been
tempered, When confronted by evidence
thar tPA in ischemic stroke does not reduce
mortality, former AHA President Rose
Marte Robertson, MDD, withdrew the AHA
statement that tPA for ischemic stroke
Seaves lives,” l)n.'5|1ilc the protocols, stroke
intervention teams and carly recognition, it is
estimated  that only 4.000-6,000 patients
with ischemic stroke receive tPA annually,
comparcd to the 400,000 origi
by the AHA in 1996,
Recently, because of the outery of crit
cistn related to the NINDS tral and the
AHA’s endorsement of tPA, NINDS has

appointed an independent panel 1o reevalu

1ally estmiated

ate its trial, Those results ¢

© expected in a
few months.
Conclusion

EMS personnel should be included in any
planning for stroke-intervention therapy in

their communitics, I only a limited number

of facilities are offering thromb lytic therapy
for stroke, EMS vehicles may incur increased
transport and  hospital tdmes that may
adversely atfeet system performance. For the
most part, tPA for stroke is primanly 2 hos
pital issue, Although this issue may be ade
quately addressed with additonal studies, at
best it remains a somewhat questionable
therapy. Because of the ongoing controver-
sy, EMS personnel must stay informed as to
the status of this therapy. At the moment,
regardiess of its proponents’ claims, throm-
bolytic therapy for acute schemic srake
not the accepted standard of care. Unbiased
research in the future should help clarify this

very sensitive issue. Wl
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Next Month: EMS Myth #3
Critical Incident Stress Management
and related interventions are effective
in managing EMS-related stress.
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