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INFORMATION SHEET

Title of Research Project:

INTERMITTENT THETA-BURST STIMULATION FOR MAJOR DEPRESSION:
AN INTENSITY-RESPONSE STUDY

You are invited to participate in a clinical trial conducted by the Principal Investigator Dr. Georg S.
Kranz, who is a staff member of the Department of Rehabilitation Sciences, The Hong Kong
Polytechnic University. The clinical trial has been approved by the Human Subjects Ethics
Subcommittee (HSESC) and the Clinical Research Ethics Sub-Committee (CRESC) of the Hong
Kong Polytechnic University (Reference Numbers: HSEARS20221101008), as well as the ethics
committees of all participating centers.

Participation in this clinical trial is completely voluntary. You can withdraw from this clinical trial at
any time without giving reasons and without any disadvantages in your medical care. If you decide
to take part, you will be given a copy of this information sheet and your signed consent form. We
will also promptly inform you, should there be any new information related to this clinical trial and
its procedures that may affect your willingness of continuous participation.

What is the aim of this clinical trial?

The aim of this clinical trial is to investigate a new stimulation treatment for major depression
called intermittent Theta-burst stimulation (iTBS). Specifically, we want to compare three different
stimulation intensities to see which treatment intensity has the greatest antidepressant effect. To
this end, we will evaluate your depressive symptoms before treatment start, during, as well as
after four weeks of daily stimulation treatments.

What is the course of the clinical trial?

After signing the informed consent form, you will be included in our clinical trial, which consists of
four weeks of daily stimulation treatment using iTBS (five days per week). The eligibility for your
participation was already determined during a screening telephone interview and during the
medical consultation with the prescribing physician. This clinical trial will include 246 depressed
patients. Each patient will be randomly assigned to one of three groups, each group receiving their
treatment with a different stimulation intensity. You, as well as your doctor who evaluates your
symptoms will not know to which group you belong.

Treatments will be delivered at the Department of Rehabilitation Sciences at the Hong Kong
Polytechnic University. In some cases, treatments may also take place in the clinical center or
hospital of your attending physician. The location where you receive treatment lies in the discretion
of your attending physician.

Upon arrival, we will perform a psychiatric assessment and prepare for the experiment. Before the
first treatment, we need to make some measurements of your head in order to stimulate over
exactly the correct position. We also need to determine the individual stimulation parameters for
you, which necessitates some preparation. Your treatment will start on the same day or a few days
after the first screening visit (during which you receive this information and consent form). You will
receive treatment once daily, five days per week (Monday to Friday), for four consecutive weeks.
Each stimulation treatment lasts only for around three minutes. You should have already received
an information sheet about the treatment from your prescribing physician. We will evaluate your
mood as well as any side effects or inconveniences after each treatment. After the last treatment,
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we will perform a psychiatric assessment again to determine how well you responded to the
treatment.

What is intermittent theta-burst stimulation (iTBS)?

iTBS is a form of repetitive transcranial magnetic brain stimulation (rTMS). rTMS, as well as iTBS
are used to treat psychiatric disorders, especially major depression. A stimulator provides a very
short current which induces a magnetic field in a coil. If the coil is placed above the head, the
magnetic field will go through the skull, enter the brain, and elicit an electric current in the brain
below the coil. This current affects the activity of the brain by changing the electrical charge of the
membrane of brain cells.

iTBS is a promising new form of non-invasive brain stimulation and has recently been approved as
treatment for major depression by the U.S. Food and Drug Administration (FDA). There are also
alternative forms of brain stimulation that have been proven to be effective in major depression.
These include standard rTMS protocols or electroconvulsive therapy (ECT). rTMS and ECT have
advantages and disadvantages compared to iTBS. However, your attending physician decided
that a course of iTBS treatment would be the best option for you at the moment.

Are there any risks, inconveniences, or side effects?

iTBS is very safe with almost no side-effects. iTBS has been used as a treatment in thousands of
patients world-wide so far. Patients receiving this kind of brain stimulation may experience slight
local twitches and pricking of the skin underneath the coil. Few patients may also feel dizziness
during the stimulation. Even fewer patients may experience headache during or after the
stimulation. Another source of inconvenience may be the knocking noise that is associated with
the stimulation.

What is the relevance and potential benefit of this clinical trial?

We hope that our clinical trial will help to optimize iTBS treatment for depression. By participating
in this clinical trial and undergoing the treatment, you may directly benefit from this clinical trial. In
the long-term, your participation will help other patients with major depression in the future.

Responsibilities of study participants

Your responsibilities as a participant in this clinical trial include the following: a) come to all of your
trial visits and treatments as scheduled, b) provide accurate information about your medical history
and current conditions, c) provide accurate information about any health problems, even if you do
not think they are important, d) follow instructions as given by the researchers and your attending
physician, e) do not change any of your medications without checking with your attending
physician. Information_Consent_iTBS for MDD v2 24.2.2022 3

Allocation of data and premature withdrawal of the clinical trial:

All information related to you will remain confidential and will be identifiable by codes only known
to the researcher. You have every right to withdraw from the clinical trial before or during the trial
without penalty of any kind. However, it may also be possible that the researchers decide to
withdraw your participation in the clinical trial without obtaining prior consent from you. Reasons
can be a) you do not meet the requirements for further participation in the clinical trial; b) the
researchers or your attending physician has the impression that further participation in this clinical
trial is not in your interest.

Compensation and costs related to clinical trial participation:
There are no treatment costs that need to be borne by study participants. You will receive financial
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compensation of HK$100 for your expenditure of time and traveling expenses related to the
participation in this clinical trial.

More information about the study:
If you would like to obtain more information about this study, please contact Dr. Georg Kranz (tel.
no.: 2766-4838 / email: georg.kranz@polyu.edu.hk).

If you have any complaints about the conduct of this research study, please do not hesitate to
contact Miss Cherrie Mok, Secretary of the Human Subjects Ethics Sub-Committee of The Hong
Kong Polytechnic University in writing (c/o Research Office of the University) stating clearly the
responsible person and department of this study as well as the HSESC Reference Number.

Thank you for your interest in participating in this study.

Dr. Georg Kranz
Principal Investigator
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CONSENT TO PARTICIPATE IN RESEARCH
Title of Research Project:

INTERMITTENT THETA-BURST STIMULATION FOR MAJOR DEPRESSION:
AN INTENSITY-RESPONSE STUDY

I hereby consent to participate in the captioned research conducted

by

| understand that information obtained from this research may be used in future research and
published. However, my right to privacy will be retained, i.e. my personal details will not be
revealed. Only certain designated parties and regulatory authorities such as the Clinical
Research Ethics Committees of the participating centers will have the permission to access my
personal data to ensure accuracy of study data acquisition.

The procedure as set out in the attached information sheet has been fully explained. | understand
the benefit and risks involved. My participation in the clinical trial is voluntary.

| acknowledge that | have the right to question any part of the procedure and can withdraw at
any time without penalty of any kind.

Name of participant

Signature of participant

Name of researcher

Signature of researcher

Date
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