Why should | take part in this

study?
This study will show what, if any, positive

effects that a Pulsed Electromagnetic Field
(PEMF) treatment via a new innovative
noninvasive wearable device will have on your
dementia. PEMF therapy devices utilize a
therapeutic electrical field

to target cells and tissues.

What risks are involved in
participating in this study?

No known risks are associated with the
treatment delivered by the ECHS™ device.
PEMF treatment devices have been FDA
cleared for over 50 years to treat pain and
edema (inflammation) anywhere in the body.
Additional FDA approved PEMF therapy
devices include devices used for
transcranial (brain) magnetic stimulation
(TMS) and devices like bone growth
stimulators (BGS) used for non-healing
fractures. The placement and removal of the
device could cause some minor skin
irritation if the device is worn too tightly, or
you fall asleep with it on.

What is a clinical research study?

It is voluntary participation in a study conducted
in people and designed to answer specific
questions about the safety or effectiveness of
drugs, vaccines, devices, other therapies, or new
ways of using existing treatments. As outlined
above, our device has no known health risks.
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(Headband type device worn 2 to 3 times per day for 15 minutes)

ECHS™ AD device

For additional information,
please contact:

Shanell Disla (Research Coordinator)
Phone: 561-869-6825
Email: sxd1210@med.miami.edu

Location:

University of Miami
Comprehensive Center for Brain Health
7700 W Camino Real, Suite 200
Boca Raton, FL 33433

If you are a caregiver for a person with
mild to moderate dementia,
ask their doctor if they are eligible to
participate in this clinical research study.

DO you Or a
oved one
have mild
to moderate
dementia*?

*Includes Alzheimer's Disease, Lewy body
dementia, and Vascular dementia

Now enrolling adults 50 years or
older



What is the purpose of this study?

The purpose of this study is to investigate
the effects that treating the brain with a
pulsed electromagnetic field (PEMF) device
(the ECHS™ AD Device) could have in the
treatment of Alzheimer’s Disease and
Related Dementias (AD/ADRD).

Who can participate in this study?

You must be:

- 50 years or older

« Diagnosed with mild to moderate

dementia including Alzheimer’s disease, Lewy
body dementia, and vascular dementia

- Achieved at least an eighth grade

level of education

« Able to wear a headband type device 2 to 3
times a day for 15 minutes

What are the costs of
participating in this study?

There is no cost to participate in this study.
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How long will the study last?
Your participation in this study will be 180

days with 5 in-person visits, once every 45
days.

Will | be compensated?

Compensation will be discussed with

you at the time of signing an informed
consent. Participants may be compensated
for the visits, follow-ups, and a travel
stipend.

What can study participants and
their caregivers expect?

This is an open-label trial and all participants will
receive an active ECHS AD device. All
participants will also receive standard of care
therapy.

A medical history including a list of current
medications will be taken and vital signs will be
collected. A few questionnaires and assessments,
including the ADAS-Cog and MMSE, will be
administered and you will be shown how to use
the device.

The device will be worn on the head 2 to 3 times
per day for 15 minutes. If the participant can only
do 2 treatments per day, the participant should
do 1in the morning and 1 in the afternoon or
evening.

The participant should try to do 3 treatments per
day when they can. Treatment sessions need to
be at least 3 hours apart.

It is important that the participant attend all
study visits and complete all study procedures



