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You too can participate in a
clinical study!




What exactly is a
clinical study?

A clinical study is a medical research
project in which patients or healthy
volunteers participate. Before a new
medicine is tested in humans, it undergoes
very thorough testing in the laboratory.

If a medicine looks promising, it is tested
inhumans in clinical studies. In this way,
we can find out whether it is safe and
whether it really helps.

Our vision:

We would like our clinical studies
to reflect the diversity of humans
and make participation possible
forall.

What do we mean by
"diversity" and
"participation"?

Diversity: we want to include people
from various backgrounds and with
different characteristics. This includes,
for example, sex, sexual orientation,
ethnic origin, age, social position or
disability.

Participation: we want to set up the
parameters of clinical studies in such
away that you feel welcome, respected
and supported.

By participating, you will help to achieve
better health care for yourself and
for others.

We want to take away your fear of clinical

studies. Therefore, let us clear up
some preconceptions.

Is this something you have
heard before?

Py Preconception

W As a sublject in a study,
[ am a human guinea pig

This is not true!

Unlike guinea pigs, your participation
is voluntary. Before you participate,
you will be given extensive information
about the study in the "Informed
consent form." We will explain to you
what the study is about, how long it
lasts, what treatments there are, what
investigations will be carried out, what
the possible risks are and what the
benefits may be. You will also learn
how your data will be protected and
what rights you have. We will keep you
constantly updated during the study
if there are any developments, and
you can decide again at any time
whether you would like to continue
participating.

Every clinical study follows an exact
plan which is called the "protocol.”
The purpose of this plan is to protect
you and all other participants and
to answer very specific questions.

Evenif researchers are unable to
guarantee a positive outcome,
your safety always takes top
priority.



Moreover, there are national and
international regulations that ensure
that strict scientific and ethical
guidelines are being followed.

Every clinical study is approved by

the respective competent higher
federal authority prior to the start

in a procedure that is uniformly
regulated in Europe. This assesses

the protocol and the scientific validity.
A committee, referred to as an ethics
committee, which is composed of
physicians, scientists and everyday
people, also reviews the clinical

study prior to the start and when

there are changes during the conduct
to ensure that it is ethically sound and
that the protection of the participating
patients is guaranteed. The respective
competent state authority also monitors
the conduct to ensure compliance with
regulations and to guarantee the
safety of those participating.

Preconception 2

@ In every clinical study, a
placebo (a dummy drug
without active substance) is used
as a comparator and if | am unlucky,
[ won't be treated at all.

This is not true!

In clinical studies, a new medicine may
be compared with a medicine that is
already available, a placebo or with no
treatment at all.

What exactly will be compared depends
on the type of study. The group that is

not given the new medicine is called
the "control group.” It helps us to find
out whether the new medicine is
really better than what was

already available.

You will be told beforehand if there
is a chance that you could be given
a placebo.

For serious illnesses, such as cancer,
the participants will be given at least
the treatment that is already available.
A placebo will only then be used if

a treatment for the disease is not

yet available.

N Preconception 3

—

=:| Ifltake partina clinical study,
I have no control over my data.

This is not true!

Your privacy and the responsible
disclosure of data are very important
to us. All clinical studies in Germany
adhere to the data protection laws.

The exchange of data helps physicians
and researchers to make better treatment
decisions. The medical information that

is collected will be separated from the
personal data (such as names) that

could be used to identify you. Before

you take part in the study, we will

tell you exactly what data we will

collect, how we will use it and how

we will protect it.



Preconception 4

A medicine works the
same for everyone.

This is not true!

Because every person is unique,
every illness has a different course and

medicines work differently for everyone,

itis very important that many different

Learn more on the website

klinische-studien-fuer-patienten.de

people participate in clinical studies.
These people should reflect the diversity
of the patients, for example in relation to
ethnic origin, sex or age. Unfortunately,
certain groups are often not represented
enough in such studies. Therefore, it is so
important that you participate if you have
the chance to do so.

forpatients.roche.com

Or watch a video in your language by scanning one of the QR codes":

German English

Turkish Arabic

Polish
OEEAD

Other languages and videos are available on the Roche YouTube channel

(search term: "Understanding Clinical Trials").
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