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The FAST-MAG Pilot Trial

Laying the Groundwork

The FAST-MAG phase 3
clinical tria isthe product of
seven years of planning, re-
/, search, and testing. Before
» launching alarge-scale re-
s search trial such as FAST-
MAG, vital preliminary work
must be done to show that study proce-
dures are feasible and safe.

A key piece of preliminary work for the
FAST-MAG phase 3 trial was the FAST-
MAG pilot trial, conducted from 2000 to
2002. Inthe pilot trial, three Los Angeles
City Fire Department
ambulances (RAs 19, 37,
and 71) participated in
enrollment and transport
of study patientsto
UCLA Medica Center, Westwood. The
purpose of the pilot trial was to show that
prehospital administration of magnesium
sulfate in stroke patients was practical and
could be performed safely; researchers
needed to show justification for taking the
study countywide, and asking all para-
medics to participate.

Patientsin the pilot trial were identified
using the Los Angeles Prehospital Stroke
Screen (LAPSS), and all were treated with
IV magnesium sulfate if their symptoms
had begun within 12 hours of paramedic
arrival. Twenty patients were enrolled and
treated, all of whom were later confirmed
to have suffered a stroke. There were no
serious adverse events related to field ini-
tiation of drug reported in the pilot trial.

“Stroke is so devastating...It's
nice to know there might be
some hope out there.”

Six of the patients showed dramatic early
recoveries, including 5 of the 12 who were
treated within two hours of symptom on-
set. Eileen Mclnerney, RA 37 lead para-
medic, participated in the pilot trial. “We
were really excited about the study,” she
says. “We saw a couple of patients who
showed great improvement.” Mclnerney
particularly remembers one man in his

60’ s with sudden right-sided paralysis,
whom she saw fully recover after receiv-
ing magnesium. “To see aman that vibrant
stay that vibrant was a great pleasureto
everyone - very satisfying” she recalls.

James Schilling, RA 19
lead paramedic, echoes
Mclnerney’s sentiments.
“Overdl, it was agreat ex-
perience”, he says. “In the beginning | was
worried about getting in contact with the
doctors, but it worked out well. Once we
had the routine down, we got used to it
and worked out the kinks."

The success of the FAST-MAG pilot tria
led to the current countywide phase 3
clinical trial, funded by a4-year, $16 mil-
lion grant from the National Institutes of
Health. Paramedics who participated in the
pilot trial are excited about the rollout of
the phase 3 study. “We have a chance to
really help people with this,”
says Schilling. “Stroke is so
devastating, so life changing
for patients,” says Mclnerney.
“It’s nice to know there might
be some hope out there.”
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Fire Department Profiles

Compton Fire Department

Paramedics at Compton Fire Depart-
ment, among the earliest to be certi-
fied in FAST-MAG procedures, are
part of a department serving a popu-
lation of 100,000 people in the
Compton area.

Founded in 1976, the paramedic pro-
gram at Compton Fire now has 15
assigned paramedics, with another 10
who have moved on to other respon-
sibilities within the department.
Rounding out the EM S service for

that city are 54 EMTs, who join with
paramedics to respond to 10,000 calls
per year. Approximately 85% of those
10,000 are EM S calls.

Compton paramedics serve their popu-
lation from four stations, utilizing two
ALS units which transport primarily to
St. Francis Medical Center, Martin Lu-
ther King/Drew Medical Center, Me-
morial Hospital of Gardena, and Sub-
urban Medical Center.

Paramedic activities at Compton
Fire Department are coordinated
by Deputy Chief Jon Thompson,
who reports that the most common
guestion about FAST-MAG is
“When are we going to start?’

The FAST-MAG liaison to Comp-
ton Fire Department is Jennifer
Cavanaugh, RN.

Did you know? High blood
pressure is the single most impor-
tant risk factor for stroke.

MeetYour Nurse Coordinator

Jenny Cavanaugh, RN

Jennifer Cavanaugh, RN, clinical re-

MAG is “alifetime chance to be part

search nurse with FAST-MAG, joined  of something pioneering the future of

the team in October, 2003,
looking for anew challenge
and a chance to broaden her

professional experience. Jenny =

brings with her numerous years
of experience in busy Southern
Cdlifornia emergency depart-
ments. A California native
who earned her BSN at Loma

stroke therapy.”

Jenny isliaison to Compton

- Fire Department, and LA
L City Battalions 5 and 18, and

islooking forward to once
again working with paramed-
ics. “Because of my ER ex-
perience and paramedic ride-

are the heart of thisstudy. 1I'm so
excited to be working with them
to make thistrial possible.”

Jenny’ s site coordinator responsi-
bilitiesinclude Sherman Oaks
Hospital and Health Cen-
ter,Valley Presbyterian Hospi-
tal,and Kaiser Foundation Hos-
pitals, Sunset and Woodland
Hills.

CLE

Linda University, Jenny says she alongs, | have the greatest admiration ’f RO
thinks her involvement with FAST- and respect for the paramedics, who G0y ===
FAST-MAG at the 2004 NAEMSE Symposium

The FAST-MAG team was excited to ~ were happy to report alarge turnout of

be a part of the National Association symposium participants eager to hear FAST FACTOID

of EMS Educators (NAEM SE) 9th
Annual Educational Symposium and
Trade Show. This event, held at the
Hollywood Renaissance Hotel in Sep-
tember 2004, attracted EM S educa-
tors, paramedics, doc-
tors, and nurses from
across the country.

FAST-MAG nurse co-
ordinators staffed the
trade show booth and

about the study. “It was exciting to
dialogue with professionals from
across the country about stroke carein
the prehospital setting” says FAST-
MAG nurse coordinator Theresa Ha-
ley, RN, MSN.

Theresa Haley

| Staffsthe FAST-

g MAG booth at the
NAEMSE sympo-
sium.

According to the American
Stroke Association, aspirin is
the single most important
therapeutic agent for stroke
prevention. It can save your life
if you have heart problems, or
have had a stroke or TIA.

Good to know!
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Introduction to Stroke*

Stroke is a clinical syndrome char-
acterized by a sudden onset of neu-
rological symptoms due to block-
age or rupture of ablood vessel in
the brain. Stroke typesinclude
ischemic stroke, an interruption in
blood supply to the brain, and
hemorrhagic stroke, a bleeding into
the brain. Ischemic strokes account
for 85% of al strokes,
and hemorrhagic strokes,
15%.

There are awide variety
of stroke signs and symp-
toms, ranging from mild
weakness to unilateral
paralysis, to loss of speech or vi-
sion. The ultimate severity and
permanence of symptoms are fac-
tors that differentiate the so-called
“minor stroke” from a major
stroke.

A transient ischemic attack (TIA)

isatemporary neurological deficit
that resolves completely within 24
hours. The majority of TIAS,
however, are of a short duration,
usually resolving within one hour.
Even though symptoms are short-
lived, patients who have had a
TIA are at greater risk of a subse-
guent stroke. About 5% of pa-
tients have a stroke within
2 daysfollowing aTIA,
and about 10% within 90

days.

The penumbrais the zone
of “stunned but salvage-
able” brain tissue sur-
rounding the area of lethally in-
jured cells. FAST-MAG istarget-
ing this penumbral area, with the
goa of minimizing permanent
brain injury from stroke.

* * Introduction to Sroke” isthefirst
inaseries of articles on a variety of

UPDATES

Enrollments

Watch this space for
Enrollment Updates!

New FAST-MAG Hospitals

This space will tell you which
hospitalsare “ready to roll!”

For a completelist of
participating hospitals, go to our
website at www.fastmag.info

Bethefirst to enroll!

This space will list all
enrolling stations since
the last newdletter!

The Road to Enrollment

For the past year, with the able
assistance of a cadre of Los Ange-
les County physicians, nurses,
paramedics, pharmacists, educa-
tors, and hospital administrators,
FAST-MAG has been working its
way toward the first enrollment of
aFAST-MAG patient.

In one short year, 36 hospital re-
search boards have approved the
FAST-MAG study, paramedicsin
25 EMS provider agencies have
been certified in FAST-MAG pro-
cedures, more than 250 physicians
have signed on as study investiga-
tors, and nearly 500 nurses have
completed FAST-MAG training.
IV tubing has been tested, drug kits
created, case report forms devel-
oped, the FAST-MAG website
built, and a how-to manuals for
every phase of study operations

have been written.

In addition, FAST-MAG personnel
have procured study approval from
the Los Angeles County and Cali-
fornia State EM S authorities and
worked with federal agencies on
regulatory compliance issues.

For those who were among the
first physicians to be contacted or
the first paramedics to be trained, it
may seem along time since you
first encountered FAST-MAG.
The FAST-MAG team thanks you
for your patience and continued
support and wants to assure all that
very shortly you will spot your
nurse coordinator armed with
drugs kits, quick guides and
“Everything-Y ou-Need-to-K now-
About-FAST-MAG” manuals.

Asof presstime, paramedic
training is complete for the fol-
lowing Fire Departments:

Alhambra
Arcadia
Beverly Hills
Burbank
Culver City
Compton
Downey
El Segundo
Hermosa Beach
LaVerne
Long Beach
Los Angeles City
Los Angeles County, BN 14
Manhattan Beach
Monrovia
Montebello
Monterey Park
Pasadena
Redondo Beach
San Gabriel
San Marino
Santa Fe Springs
Santa Monica
South Pasadena
Torrance
West Covina
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Los Angeles, CA 90024
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Visit FAST-MAG on the web!
www.fastmag.info

“Because Time is Brain”

FAST-MAG FAQs

Q: Can a patient sign a consent form with an “X?”
A. No. If the patient isilliterate, they cannot read the
consent form, and cannot be enrolled in the study.

Q. What if a stroke affects the writing hand?
A. If the patient is unable to use their dominant hand,
they may sign using their non-dominant hand.

Q. When can someone other than the patient sign
for the patient?

A. A legally authorized representative (usually a close
family member) may sign for a patient only when the
patient is not cognitively competent to sign for him or
herself.

Q. What if the patient is cognitively competent, but
speaksonly alanguage other than English or Span-
ish?

A. If the patient is cognitively competent, but does not
speak English or Spanish and cannot personally read
the consent form or speak with an enrolling physi-
cian,the patient may not be enrolled. A family mem-
ber may never sign for a cognitively competent patient.

What is FAST-MAG?

FAST-MAG (Field Administration of Stroke Therapy -
Magnesium) is aclinical research study designed to test
whether field administration of 1V magnesium sulfate
by paramedics improves the outcome of stroke patients
when given within two hours of stroke symptom onset.

Patients who meet study criteria and in whom informed
consent to participate is obtained will receive a bolus of
FAST-MAG study drug (magnesium or placebo) in the
field, followed by a 24-hour infusion of study drug in
the hospital. Patients will be assessed by FAST-MAG
key personnel at designated points over the three
months following their stroke.

The study will enroll 1298 patients, involve up to 70
Los Angeles County hospitals, and more than 3,000
paramedics in 27 provider agencies. The study is
funded by the National Institutes of Health, and ap-
proved by the California Statewide EM S Authority and
the Los Angeles County EM S Agency.




