How can | learn more?

If you would like more information about the
BP25543 Clinical Research Study, please
contact the study doctor or staff. They will be
able to answer any questions that you have and
determine if you may be eligible to participate.

BP25543
Clinical Research Study

If you have Down Syndrome, you may wish
to participate in a clinical research study.




What is a clinical research study?

B Clinical research studies are a way of
developing new medicines.

B As a possible volunteer in a clinical trial, you
may help researchers test the safety and
other effects of study drugs.

B We do not know if volunteers will benefit
from the study drug.

B There are possible risks if you choose to
participate in this study.

What is the purpose of the
BP25543 Study?

B We are studying a drug that is being
developed to improve attention and
memory in people with Down Syndrome.

B \We want to know more about the study
drug’s safety, and about how your body
handles the study drug.

B This study drug is a pill.

B |f you participate, you will be instructed to
take a certain number of pills twice a day.

B \We are enrolling 33-44 volunteers with
Down Syndrome, between the ages of
18 and 30 years for this study.

B The study will last for about 16 weeks.

W |f you participate, you will receive the
study drug and the medical care
necessary for the study at no charge.

Who can participate?
In order to be able to participate in this study:
B You must have Down Syndrome.

B To participate, you will need to first sign a
consent/assent form.

B You must sign the consent/assent form
and agree to certain restrictions. For example,
certain medications are not allowed during
the study.)

B You must use contraception (a form of
birth control).

Participation is voluntary

B If you are eligible for the study, you will be
informed of study details and any possible
risks of participation.

B You can then decide if you would like to
participate.

B You can change your mind about participating
at any time during the study.

Responsibilities of study volunteers

If you choose to participate, you will be
expected to:

B Take the study drug as instructed
B Complete a study drug diary

B Come to the clinic for study
appointments

W Tell study staff about any side effects,
other doctor visit, or hospital visits

B Tell study staff if you believe you might
be pregnant

B Have medical tests and answer questions
during study visits.




