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Recent Enrollments

Congratulations once again go out to Dr. Issam Awad, his Research Coordinators (Judy O'Leary, RN, OCN, CCRP and Jenny
Levin, MPH), and the rest of his MISTIE Study research team at Evanston Northwestern Healthcare in Evanston, lllinois for
enrolling their SIXTH MISTIE Study subject. Their patient had a 31cc basal ganglia ICH and a GCS of 8T at the time of en-
roliment. The subject was randomized to surgery. During surgery, 16cc of clot was aspirated. The study team is currently
awaiting CT scan results post catheter repositioning in order to determine if drug dosing will be necessary or if a successful
surgical endpoint has already been reached.

The team at Evanston Northwestern Healthcare is now solely responsible for over 30% of our total study subject enroll-
ments, and is solely responsible for 50% of our total study subject randomizations! You have firmly established yourselves
as "the team to beat"!

Pre-surgery stability scan, Evanston
Northwestern’s most recent patient (above)

Congratulations to Dr. Mario Zuccarello, his Research Coordinator (Carolyn Koenig, RN, MS), and the rest of the MISTIE
Study research team at the University of Cincinnati in Ohio for enrolling their third subject. Their patient was randomized to
the medical treatment arm on August 29, 2007. At that time, the subject had an ICH of approximately 56cc and a GCS of
12. The patient recently has had a GCS of 14 and is receiving further care in the Neuro ICU. Thank you University of Cincin-
nati!

The MISTIE Study team at Evanston Northwestern Healthcare in Evanston, lllinois enrolled their SEVENTH subject on Sep-
tember 12th! This team is unstoppable! Congratulations once again go out to Dr. Issam Awad, his Research Coordinators
(Judy O'Leary, RN, OCN, CCRP and Jenny Levin, MPH), and the rest of his MISTIE Study research team. The subject had a
130cc (that is no typo) ICH and a GCS of 12 at enrollment. The subject was randomized to surgery. During surgery, 62cc of
IS B L U o L N (R o\l Clot were aspirated. The subject then received 9 doses of study drug. At that time, the ICH clot size was 27.5cc. Current
post-injury (above) update: the subject was recently discharged to a regular floor.
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collected it is a Protocol Violation and the appropriate form must be filled out. This study is based
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the MISTIE treatment. Please take a moment to review the information that needs to be collected.

www.nihstrokescale.org

No one outcome can describe recovery

The National Institutes of Health Stroke Scale (NIHSS) is specifi-
cally designed to assess intervention differences in clinical trials.
For clinical research, the NIHSS is more sensitive than other scales
and has more power to detect intervention differences in a smaller
sample size; because of this, it has become a key measurement tool
in thrombolytic studies.

Clinicians now use the NIHSS for triage decision-making and long-
term resource planning after stroke. It has become a valuable tool
to measure initial neurological deficits in the emergency depart-
ment and is predictive of long-term outcome. In several studies,
two-thirds of patients with a score < 3 at day 7 had excellent out-
come; whereas very few patients with a score > 15 had excellent
outcomes at 3 months. Studies show that more than 80% of patients
whose score is < 5 at admission will be discharged to home,
whereas, those with scores between six and 13 will likely be dis-
charged to inpatient rehabilitation and those with > 14 scores will
need long-term care in skilled nursing facilities.

Although most of us use the Glasgow Coma Scale (GCS) for moni-
toring neuroworsening, the NIHSS has become a more sensitive
tool. Although not validated, a change of 2 points or more has been
used in clinical trials as an indication of neuroworsening prompting
emergency imaging and treatment. There are some limitations to
the NIHSS: patients with brainstem or cerebellar strokes can score
low despite disability, and it is not sensitive enough to score a pa-
tient’s ability to compensate for neurological deficits. However, its
role can be powerful working with patients and their families.

The NIHSS is part of the CLEAR and MISTIE screening criteria
and outcome analysis. It is important to be consistent and insistent

in performing this impairment scale in the ER, just prior to en-
roliment and during the follow-up cycles. It allows us to detect a
difference due to rt-PA treatment in our small sample size, but
only if we complete these examinations every time it is sched-
uled in the protocol. Perhaps we can be more resolute and
enthusiastic about completing the NIHSS protocol if we keep
in mind its sensitivity to neuroworsening, its predictive use-
fulness in long-term decision-making, and its value as a key
measurement tool in both our trials.

The NIHSS is a powerful tool, not just for research outcome but
for monitoring neuroworsening during the acute phase and in
having prognostic discussions. No one outcome measure can
describe recovery after stroke, which is why we use multiple
stroke scales at baseline and through follow-up. We use differ-
ent stroke scales to measure neurological deficits (NIHSS), loss
of the ability to perform daily tasks (Barthel Index), loss of role
function at work or home (modified Rankin Scale, GOS, ex-
tended GOS), and quality of life (Stroke Impact Scale [SIS]).

High validity and low intraobserver variability in our trials is
made possible by standardized annual training. This is very im-
portant in multicenter trials.

Send in your annual certificate please. If you need retraining,
please go online to the American Heart Association NIHSS
training. It is user-friendly, forgiving if you cannot complete the
exercise in one sitting, and best of all, free. We are starting the
retraining campaign in September: October is NIHSS certifica-
tion month for both CLEAR and MISTIE; expect our solici-
tation of your certificate over the next 30 days.




