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Information and Consent Declaration for Treatment with
Transcranial Magnetic Stimulation (TMS) and / or Transcranial Pulse Stimulation
(TPS), if applicable as an individual therapeutic trial (off-label)

Dear Patient,

You are scheduled to undergo treatment with Transcranial Magnetic Stimulation (TMS) and / or Transcranial
Pulse Stimulation (TPS). TMS is officially approved for treatment of the brain in patients with, among other
conditions, severe pharmacotherapy-resistant depression. TPS is officially approved for treatment of mild to
moderate Alzheimer’s type dementia.

If your physician decides to treat your brain for another condition that has not yet been sufficiently supported by
conventional medical studies, for example Parkinson’s disease, this constitutes a so-called therapeutic trial,
provided that other conventional methods have not shown sufficient effect. “Therapeutic trial” is a legal term and
initially has nothing to do with a cure. The aim is to alleviate symptoms of illnesses. Treatments within the
framework of a therapeutic trial are legally permitted. Responsibility for these so-called “off-label” treatments lies
with your physician.

> TMS

What kind of method is TMS?

During the application of TMS, a magnetic field is generated by the coil placed over your head, stimulating
the nerve cells of the brain. This causes a change in activation levels and metabolism, which may relieve
symptoms.

Current treatment methods used for my condition.
My physician has informed me thoroughly in person about the currently common medicinal and other
treatment methods for my condition.

Continuation of medication unchanged required.
Treatment with magnetic waves is an additional measure. All physician-prescribed medications should
continue unchanged unless expressly agreed otherwise.
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Are there side effects?

Significant side effects have been found to be extremely rare. If side effects do occur, they are most likely
mild, temporary headaches.

The following side effects may occur rarely to extremely rarely:

Headache

Temporary speech difficulties

Migraine attack

Dizziness, lightheadedness

Seizure

Tinnitus and its worsening

Manic episode

Fetal damage in pregnant women

Attempts at treatment may result in side effects of unknown nature and severity, including a
worsening of symptoms

When should TMS not be used (mostly relative contraindications)?

e Pacemaker, defibrillator, vagus nerve stimulator, or similar devices in the neck area

e Heart surgery involving stents, heart valves, or similar procedures

Brain surgery involving clips, coils, or metallic or magnetically sensitive implants in the skull or neck
area

Other metallic components in the brain

Epilepsy or a history of seizures

Increased intracranial pressure (e.g., hydrocephalus)

Brain tumor, aneurysm (vascular dilation)

Electrodes or tattoos with metallic ink in the facial area...

Procedure

At the beginning, the medical history is reviewed and an explanatory consultation is conducted.

During the treatment itself, a coil is placed on the head. This should be comfortable. The magnetic field is
transmitted through the skull into the brain via the coil. You will hear a clicking sound; if this is very unpleasant,
we can provide earplugs. One treatment lasts approximately 20 to 30 minutes. The frequency of sessions is
individualized and depends on consultation and effectiveness of the treatment. Maintenance therapies may
be useful.

Costs
The costs are determined and agreed upon in a separate contract. However, no guarantee can be given for
symptom relief.
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> TPS

What kind of method is TPS?

During the application of TPS, shockwaves are transmitted through the skull into the brain via an ultrasound
applicator. This stimulates the nerve cells of the brain. This causes a change in activation levels and
metabolism, which may relieve symptoms.

Current treatment methods used for my condition.
My physician has informed me thoroughly in person about the currently common medicinal and other
treatment methods for my condition.

Continuation of medication unchanged required.
Treatment with magnetic waves is an additional measure. All physician-prescribed medications should
continue unchanged unless expressly agreed otherwise.

Are there side effects?

Significant side effects have been found to be extremely rare. If side effects do occur, they are most likely
mild, temporary headaches.

The following side effects may occur rarely to extremely rarely:

A painless sensation of pressure
Mild headache

Dizziness, lightheadedness
Tinnitus

Nightmares

Restlessness

When should TPS not be used (mostly relative contraindications)?

Pacemaker, defibrillator, ventriculoperitoneal shunt

Brain surgery involving clips, coils, metallic or other implants in the brain
Other metallic components in the brain

Inner ear implant (cochlear implant)

Increased intracranial pressure (e.g., hydrocephalus)

Increased intraocular pressure

Brain tumor, aneurysm (vascular dilation)

Leukoencephalopathy (= Fazekas Il), amyloid angiopathy

Hemophilia (bleeding disorder) and, if applicable, other coagulation disorders and, if
applicable, blood-thinning medications

o Epilepsy or seizures in the in the past

e Pregnancy

Procedure

At the beginning, the medical history is reviewed and an explanatory consultation is conducted. Using 3D
navigation, the skull can be measured in order to apply the shockwaves precisely. During the treatment itself,
a skin-friendly gel is first applied to the skull and the applicator is placed on the head. During the treatment
you will hear a clicking sound. This should be comfortable. If not, we can provide earplugs. One treatment
lasts approximately 50 minutes (including preparation and follow-up). Initially, 6 sessions within two weeks
are recommended; thereafter, the schedule is individualized and depends on consultation and effectiveness
of the treatment. Maintenance therapies may be useful.
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Costs
The costs are determined and agreed upon in a separate contract. However, no guarantee can be given for
symptom relief.

As a patient, you may revoke your consent to this therapeutic trial at any time without giving reasons and
without fear of suffering any disadvantage as a result.

Declaration of Consent
« Al my questions have been answered. | had sufficient time to make a decision.

» Dr. O. Seemann has provided me with a detailed explanation of the purpose and objectives of this therapeutic
trial involving transcranial magnetic stimulation (TMS) or transcranial pulse stimulation.

* | have no relevant contraindications.

» | have been fully informed about the possible side effects of the treatment, and by signing this document, |
expressly consent to the performance of TMS/TPS by Dr. O. Seemann or his assistant.

Patient NAME: . ... e

Place, date,

SIgnature Of PAtiENt: ... .
or legal guardian if applicable

Place, date, signature of the informing physician / Dr. med. O. Seemann ...........cccoceviieiiiineeniee e

Appendix:

Conventional medical approvals for TMS:

CE/FDA

» Severe treatment-resistant depression

» Anxiety associated with major depressive disorder

* Obsessive-compulsive disorder

* Smoking cessation

* Neuropathic pain

» Rehabilitation following stroke with motor hand paresis
* Substance use disorder

Conventional medical approvals for TPS:
CE
* Mild to moderate Alzheimer's-type dementia
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