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In record numbers, paramedics through-
out Los Angeles County are screening
and/or enrolling patients in the FAST-
MAG trial and single-handedly advanc-
ing stroke research in unprecedented
ways. By the end of July 2005, 26 pa-
tients had been enrolled, the largest num-
ber of patients ever enrolled in a prehos-
pital treatment stroke study.

While the number of stroke patients en-
rolled in the FAST-MAG study to date is
record-breaking, the most astounding
statistic is the drug
delivery time
achieved by the para-
medics in Los Ange-
les County. The me-
dian time from
symptom onset to
drug delivery is 51
minutes, with more
than two-thirds of
enrolled patients re-
ceiving study drug
within one hour of symptom onset. “The
first 1-2 hours after stroke onset are the
“golden window” in which large vol-
umes of threatened brain are still sal-
vageable,” says Jeffrey Saver, MD, neu-
rology director of the UCLA Stroke Cen-
ter and principal investigator for the
FAST-MAG study. “The first 26 pa-
tients enrolled in FAST-MAG received
study drug in this hyperacute time win-
dow, which has never before been ex-
plored in acute neuroprotective stroke
trials.”

The FAST-MAG trial is setting a new
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paradigm in acute stroke research. Com-
pared with the benchmark large neuro-
protective IMAGES trial published last
year, FAST-MAG patients are receiving
study drug much more quickly, when
more brain tissue is still salvageable. In
IMAGES the average time from onset to
treatment was 7 hours; in FAST-MAG it
is under 1 hour. In IMAGES, only 1% of
patients received drug within the 1-2
hour window, and 0% under one hour. In
FAST-MAG, all patients are being
treated within 2 hours of onset. Paramed-
ics in Los Angeles County
are truly making history.

Also of note in the initial
FAST-MAG data is that
the time interval from
paramedic arrival on
scene to ED arrival has
averaged 34 minutes, well
within the typical range of
on scene to door times in
stroke patients nationally
and in Los Angeles County prior to the
start of FAST-MAG. As hoped, FAST-
MAG study procedures are not substan-
tially delaying patient ED arrival.

(Median 7.0 hrs)

Paramedics may also be interested to
know the diagnosis breakdown of these
first patients. Among the cerebrovascular
disease patients, 59% had a cerebral in-
farct, 23% had intracerebral hemorrhage,
and 17% had a TIA. The average age of
patients was 69.7 years.

Once again, we thank the paramedics of
Los Angeles County for their continued
commitment to the future of stroke care!
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Fire Department Profiles

La Verne Fire Department

Founded in 1887, the City of La
Verne encompasses 9 square miles
and serves a population of 34,000.
The La Verne Fire Department
paramedic program began in 1984
with 6 paramedics and one para-
medic ambulance. In 2002, the de-
partment expanded to include three
full-time paramedic coordinators,
and 22 paramedics who staff two
rescue ambulances and two assess-
ment engines. The Fire Department
fields about 2,500 calls annually,
85% of which involve emergency
medical service (EMS).

La Verne Fire Department EMS
calls are transported primarily to
Pomona Valley Hospital Medical
Center, San Dimas Community
Hospital, and Foothill Presbyterian
Hospital in Glendora.

La Verne FD Station 2

According to Paramedic Coordina-
tor Dave Garcia, La Verne Fire De-
partment paramedics are enthusias-
tic about participating in the FAST-
MAG study, and happy to have an
opportunity to expand their skill set.
“The La Verne Fire Department
paramedics are always interested in
broadening their knowledge base,
whether it be studies or new scope
of practice. We want to stay on the
cutting edge,” he says.

FAST-MAG liaison to La Verne
Fire is Anna Yanes, RN.

Meet Your Nurse Coordinator

Anna Yanes, RN

Anna Yanes, RN, Nurse Research
Coordinator, was motivated to enter
nursing, a second healthcare career,
to expand her professional skills
and broaden her experience base.
Her early nursing years were spent
in the Emergency Department,
meeting and exceeding her desire
for new challenges.

Anna joined the FAST-MAG team

in September 2003, happy to find a
niche where she could combine her
prior research, teaching, and patient

care experience. “FAST-MAG has
been an incredible learning experi-
ence, and an opportunity to work
with many different people in
the health care community,”
she says.

Anna is FAST-MAG liaison
to the La Verne Fire Depart-
ment, and Los Angeles City
Fire Department Battalions

4.6, and 9. “When | worked in the

ED, | felt like | was on the “front
lines.” Having spent time in the

field with the paramedics, | now
know that they are the true “front
liners. | have a great respect for the
work they do, and am privi-
leged to work with them to
try to help stroke patients,”
Anna says.

Anna’s site coordinator re-
sponsibilities include Saint
John’s Health Center in
Santa Monica, Harbor-UCLA
Medical Center, and Pomona
Valley Hospital Medical Center.

FAST-MAG Enrollment by Provider Agency

Los Angeles City Fire Department 13
Los Angeles County Fire Department 9
Santa Monica Fire Department
La Verne Fire Department
Burbank Fire Department

stroke.

age 65.

FAST-MAG Factoids
o Atall ages, 40,000 more women than men have a
e 28% of people who have a stroke each year are under

e 7.6% of ischemic strokes and 37.5% of hemorrhagic

1 strokes result in death within 30 days.

o 14% of people who have a stroke or TIA will have
another within a year.

e  About 4.7 million stroke survivors (2.3 million men,
2.4 million women) are alive today.
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FAST-MAG Feedback Forum

Congratulations to the many Los Angeles County paramedics who participated in the first 26
FAST-MAG enrollments! You have kept your promise to provide feedback to us, and, in an ef-
fort to hold up our end of the bargain, we have instituted the “Feedback Forum,” a regular fea-
ture for the foreseeable future. You can contact us through your FAST-MAG nurse liaison, the
FAST-MAG hotline (310-825-FAST), or website (www.fastmag.info). We welcome all ques-
tions to the Forum and thank you again for your pivotal role in this study.

1. What is the first thing to do after determining that the patient is mLAPSS posi-

tive?

The very first thing to do is determine your destination hospital. If the destination
hospital is an active FAST-MAG site, call the enrolling physician number. If the desti-
nation hospital is not yet active, the patient is not eligible for FAST-MAG. Bypass of
the usual destination hospital in order to enroll patients in FAST-MAG is not permitted
by EMS Agency guidelines. We are working hard to have all hospitals participating in
FAST-MAG sites so that this will not be an issue in the future. For now, however, you
should proceed to your usual destination hospital.

My patient met all mLAPSS criteria. Why weren’t they enrolled in the study?

The mLAPSS assessment is only the first step in determining eligibility for the study.
Only about two-thirds of patients who meet mLAPSS criteria will be enrolled in
the study. The following are common reasons that patients are not enrolled:

a. The patient is unaware he/she is having a stroke. “Denial of illness” is a common
symptom of large right brain strokes. Patients who are unaware they are having a stroke
must be considered not competent to consent. If there is no on scene family member to
provide informed consent, such patients cannot be enrolled in FAST-MAG.

b. The patient cannot speak clearly. A patient may be able to understand they are
having a stroke, but have serious difficulty speaking. When this happens, the patient is
competent, so only the patient (and not a family member) can provide consent. If the
enrolling physician cannot understand the patient’s responses, they are not permitted to
enroll the patient. Research ethics and regulations require that the consenting doctor be
able to directly communicate with and clearly understand the patient.

c. Symptoms were first noted within 2 hours, but last known well time was more
than 2 hours ago. If a patient wakes up with new right-sided weakness, it is not known if
the stroke began just after he/she went to sleep or just before he/she woke up. Patients
may initially report the stroke just started, but on further questioning it may become
clear that, although symptoms were only just noted, the last time the patient was defi-
nitely known well is more than 2 hours ago.

d. The story changes. As frequently happens in the field and in the hospital, what
the patient says to the physician may be different from what the patient says to you.
Again, the FAST-MAG physician is obligated to go by only what the patient says di-
rectly to him/her. This is no reflection on the physician’s trust in the history provided
by the paramedics; it is simply a research requirement.

FAST-MAG is collecting data on all patients screened for the study, not just
those who receive study drug. Your calls to the enrolling physician regarding patients
who are not enrolled in the study are just as important to the success of the study as in
those who are enrolled. Slowly, but surely, we'll get to the 1298 "perfect candidate™
FAST-MAG patients that will determine magnesium's effectiveness in acute stroke pa-

tients.
(over)




3. Why have there been problems reaching the FAST-MAG enrolling physician?

As most of you know, the FAST-MAG study is the first of its kind in many ways. One of the most
significant “firsts” is the field consenting of patients by the research physicians. To avoid asking the
paramedics to page the physician and wait for a return call, we have opted to receive calls directly via
cell phone.

In about 90% of the calls we’ve received thus far, this has worked as planned. Some of you, how-
ever, have experienced the acute frustration of not being heard by the physician, of having your call
picked up by “voice mail,” or simply not getting an answer. Please know that we fully understand the
high level of frustration created when you have found a potential FAST-MAG candidate, introduced
the study, and been unable to go forward.

As you might imagine, and likely know from your own cell service, finding a system that works with-
out a glitch from Antelope Valley to Long Beach is challenging. Based on feedback from the para-
medics, we have made several changes and will continue to explore new options and technologies,
including different cell carriers and voice over internet telephony. We will keep you apprised of all
developments. We are also conducting daily tests of the enrolling numbers, and recruiting additional
physicians for the Spanish line.

While it is unlikely that any system will ever be 100%, we are hopeful that recent improvements will
help minimize these problems. We solicit your continued feedback as together we pioneer prehospi-
tal research.

As always, we remind you that it is not our desire to create inordinate field delays. If you are unable
to contact the enrolling physician in a timely manner, you should proceed with your usual care of the
patient.
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FAST-MAG Paramedic Hall of Fame

Congratulations to the following first time enrolling paramedics! Space
permitting, we will continue to list new enrolling paramedics in future
newsletters.
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DA C. Cook DA

Thanks to you all, and to those who enrolled previously! If you par-
ticipated in an enrollment between these dates and don’t see your
name here, please let us know and we will include you in the next
newsletter!

On behalf of the entire FAST-MAG team
THANK YOU I11

UPDATES

Enrollments

20 !

FAST-MAG patients en-
rolled as of August 16, 2005

FAST-MAG Hospitals

We now have 21 Los Angeles
County hospitals open for enroll-
ment of FAST-MAG patients. Next
to each hospital name is the number
of patients enrolled to date:

California Hospital
Glendale Adventist
Good Samaritan Hospital
Henry Mayo Newhall (3)
Kaiser— Woodland Hills
LAC- Harbor-UCLA
LAC- Olive View (3)
LAC- USC Medical Ctr
Little Co. of Mary—San Pedro (1)
Methodist Hospital of So. Cal. (1)
Northridge Hospital (1)
Pomona Valley Hospital
Presbyterian Intercommunity
Providence St. Joseph (3)
Saint John’s Health Ctr (2)
Saint Francis Medical Ctr (2)
San Dimas Community (2)
Santa Monica-UCLA (2)
Sherman Oaks Hospital
UCLA Medical Ctr (4)
West Hills Hospital (2)

Look for more hospitals to join the
list very soon!




FAST-MAG CLINICAL TRIAL COORDINATING
CENTER

1072 Gayley Avenue
Los Angeles, CA 90024
310-794-6160

Visit FAST-MAG on the web!
www.fastmag.info

FAST-MAG FAQs

Q: What is the half-life of magnesium
sulfate?
A: About 5 hours

Q: Does a patient have to be positive on all
three motor tests to be mLAPSS positive?

A: No, a positive result on any one motor test is
sufficient to answer “yes” to question 8 on the
MLAPSS form. Also, remember that any find-
ings must be unilateral and reproducible to
make them eligible to go further with the study.

Q: Once paramedics are on scene, how long
is it taking patients to get the study drug?
A: The on-scene to drug delivery time has
averaged just under 26 minutes. Considering
that this includes patient assessment, study
introduction, the informed consent process,
and starting the study drug, this is a remarkable
achievement!

What is FAST-MAG?

FAST-MAG (Field Administration of Stroke Therapy -
Magnesium) is a clinical research study designed to test
whether field administration of IV 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 EMS Authority and
the Los Angeles County EMS Agency.



