What is a clinical
research study?

A clinical research study is a medical study designed
to answer questions about the safety and
effectiveness of potential new treatment. Without
clinical research studies, no new medications would
be developed, and few medical advances would be
made. Choosing to take part in a clinical research
study is an important personal decision for you and
your family. This brochure contains information that
may help you decide whether you would like to take
part in a clinical research study looking at a possible
new treatment for chronic low back pain associated
with degenerative changes of a disc. You may find it
helpful to speak with your family doctor or pain
specialist (if you have one) about the study

What will happen in
the study?

This study is divided into 3 phases as described
below.

Screening Phase
To check whether the study
is suitable for you.

Treatment Phase

Study participants will receive
an injection into the painful disc,
or a sham injection

Follow Up Phase

Visits to the study center for

spine and health

assessments for 24 months

after the injection.

For more information contact:
Josephine at
josephine@denverpaininstitute.com
(303)327-5511 Ext. 319

www.denverbackpainspecialists.com

www.mesoblast.com

Do you have
moderate to
severe chronic
lower back
pain?

A clinical research study for people
with chronic lower back pain may be
right for you!



Is there a cost to participate?

There is no cost to you or your insurance to
participate in this study.

All necessary diagnostic testing will be covered by
the study sponsor.

There is also reimbursement for your time and
travel.

How Do | Volunteer?

Contact the clinical research office to schedule
a screening appointment.

A study doctor will need to review your medical
and surgical history and carry out some
additional assessments to determine if this
study is right for you.

Everyone in the study will be monitored closely by
the staff at their doctor's office.

You may or may not benefit from the study.
However, what we learn from the study may help to
improve the treatment of chronic lower back pain
associated with degenerative disc disease in the

Who can participate in this

-You may be able to
participate in this study if you:

-Are18 years or older

-Have had at least 6 months of
chronic lower back pain.

-Have a diagnosis of
degenerative disc disease.

-Are not pregnant or planning
to become pregnant for the
next 24 months.

-Are still experiencing low
back pain despite trying other
treatments for at least 6
months.

Study Description

This study is looking at a potential new
treatment (an investigational product) for
people with chronic low back pain associated
with degenerative changes of a disc. The
investigational product is made from a certain
type of adult stem cell. Stem cells are
immature cells produced by the human body
that have the ability to develop into many
different types of cells. The stem cells being
looked at in this study are called
mesenchymal precursor cells. The cells being
used in the study have been carefully collected
from bone marrow samples from healthy
human adult donors and grown in a laboratory
under strict conditions. This study will involve
approximately 300 adults with degenerative
changes of a disc and will last about 2 years.
There is a one in two chance of receiving the
investigational product and a one in two
chance of receiving a saline solution. The
injections will be assigned randomly (like
flipping a coin).Patients who take part in this
study and receive active treatment will receive
a single injection into their painful disc.






