PioneerHealth TMS

TMS Consent Form

Information about TMS

Background:

Individualised Transcranial Magnetic Stimulation (TMS) is a non-invasive therapy using electromagnetic stimulation of
the brain. The magnetic field produced by the procedure induces trace amounts of electrical current in the brain. It is
used after diognosis for treatment and has shown great promise in the treatment of certain conditions or disorders
that are not responsive to conventional treatments.

The procedure is administered by placing a special coil over the head while the patient remains seated in a chair. A
powerful magnetic field is pulsed over regions of the brain based on a specific treatment protocol. It is often described
as a tapping sensation. Patients are thoroughly screened and evaluated before the treatment and are monitored
during TMS treatment session by a trained and TMS clinician or other certified clinician or practitioner to minimise
any risk from the procedure, to monitor the patient’s response to treatment, and to monitor proper for continued
treatment coil contact.

There is no guarantee that patients will respond positively to this therapy. TMS is Therapeutic Goods Agency (TGA)-
approved for specific conditions, such as major depressive disorder in adult patients, and other conditions depending
on the TMS system being used for treatment. In addition to Depression, TMS has been used to treat Post Traumatic
Stress Disorder (PTSD), Obsessive Compulsive Disorder (OCD), Attention Deficit & Hyperactivity Disorder, Chronic

Pain, Migraines, Fibromyalgia, Tinnitus and other conditions.

Our treatment profoco|s may involve the use of Theta Burst stimulation, a newer method that has been studied in
research trials since 2005. The FDA approved Theta Burst for clinical use in 2018. According to the 2024 guidelines of
the Royal Australian and New Zealand College of Psychiatrists (RANZCP), “commencing with left high frequency
(LHF), right unilateral low frequency (RLF), left intermittent Theta Burst stimulation (iTBS), and sequential bilateral
approaches are all supported by the available evidence” A large non-inferiority trial found that iTBS applied to the
left DLPFC produced effects equivalent to standard rTMS, and its use has become increasingly common in clinical
practice (Blumberger et al, 2018). Additional clinical trials have confirmed the efficacy and safety of iTBS for treating
depression (Clinical TMS Society, 2023)

You are free to stop ’rheropy at any time

Risks and Side Effects

While rare, seizures have been known to occur in association with TMS treatment. The estimated average risk is
approximately 1 seizure per 50,000-60,000 sessions in patients without seizure risk factors such as brain lesions or
epilepsy (Rossi et al, 2009; Lerner et al, 2019). Although this risk is low, it is not entirely preventable, even in low-risk
populations. To further minimise the risk, patients must inform staff of any changes in their alcohol or drug use,
significant reductions in sleep (less than 4 hours per night), or excessive caffeine intake. These factors can increase the
likelihood of a seizure and may require adjustments to the treatment protocol. Failure to disclose this information may
increase the risk of comp|icofions
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As per the RANZCP 2024 guidelines, "There are minimal risks with rTMS and any side effects are usually mild,
transient and/or can be ectsi|y manoged. The most common|y reporfed side effects with rTMS include local scc1|p pain
or discomfort, headache, fatigue and facial muscle twitching during stimulation. The rate of clinical trial
discontinuation due to adverse effects across 93 randomised controlled trials was 2.5% in patients receiving active,
compared to 2.7% in patients receiving sham stimulation, supporting an excellent safety profile (Zis et al, 2020). "

About 1in 3 patients undergoing this procedure may experience scalp or facial discomfort at the treatment site. If this
occurs, please inform your TMS clinician, who may adjust the magnetic field dose or reposition the coil to help
alleviate it. Some patients may experience temporary headaches, temporary fofigue, temporary insomnia or
|igh’rheodedness. Often a chcmge in the position of the coil can alleviate this. Facial muscle fwifching during treatment
sessions (not afterwards) is common and normal given the proximity of the coil to your facial muscles. Rarely, patients
may experience referred facial/tooth/jaw/ocular pain. If this occurs please notify your clinician and they will change the
position of the cail.

Some patients experience an exacerbation or recurrence of previous symptoms during the early phase of treatment,
presenting as "dips in mood" or mood changes (for example). There is also a small risk of inducing mania, particularly
but not limited to those patients with a history of bipolar affective disorder. If either of these events occur, please notify
your TMS clinician and they will assist you.

TMS should not be used by anyone who has magnet-sensitive metal in their head or within 30 cm of the TMS coil that
cannot be removed. Failure to follow this restriction could result in injury. Please inform your psychiofris’r if you have
any metal objects or devices in your body that may be sensitive to magnets. These may include, but are not limited to,
aneurysm clips, brain stents, implanted stimulators, electrodes, ferromagnetic implants in the ears or eyes, shrapnel in
the head or neck areaq, or any other metal implants in the head.

There have been isolated case reports in the medical literature of exacerbated and persistent tinnitus, chronic
headaches, prolonged photophobia, and retinal detachment following TMS. While these events are considered very
uncommon, their exact Frequency is not known, porficu|or|y with the newer theta burst or accelerated profoco|s, which
have been less extensively studied compared to traditional TMS protocols. While no definitive causal relationship has
been established, patients with pre-existing retinal conditions or a history of eye surgery are advised to discuss this risk
with their treating psychiatrist prior to commencing treatment. If any visual disturbances occur during or after
treatment, patients should notify their psychiatrist immediately.

It is important to notify your TMS psychiatrist if you are pregnant. The risk-benefit analysis for continuing TMS may
change. TMS may be continued in certain circumstances, but how it is conducted may also change. Therefore, the TMS
psychiatrist must be informed of any pregnancy as soon as possible, and treatments should be paused until a
discussion with the psychio’rrisf takes |o|oce.

Effectiveness and Patient Experience

It is not possible to provide any guarantee that the TMS treatment will be successful. TMS treatment is not a cure,
and future relapse remains possible. Treatment outcomes will also vary between individuals.

Clinical experience indicates that most patients who respond positively to a course of TMS are likely to respond
similarly in the future. However, this is not guaranteed for all patients, and individual responses to repeat treatments
may vary.

For most patients, the repeat course of TMS will be administered in a manner similar to the original treatment. As a
result, the paﬂen‘r's experience, inc|uding pofenfio| side effects, is |ike|y to resemble what fhey experienced during their
initial TMS treatment.

The TMS team will apply their professional skill and judgment, but like many medical treatments, TMS comes with an
inherent degree of risk that cannot be removed en’rire|y.
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Accelerated TMS protocols (aTMS)

In certain circumstances, we may conduct more than one TMS session per day. This is known as an Accelerated TMS
protocol. While aTMS can provide similar clinical outcomes to standard TMS protocols in a shorter timeframe, it may
increase the likelihood of experiencing certain TMS-related risks or side effects. According to the 2024 RANZCP
guidelines:

e “Several studies have indicated that accelerated forms of rTMS and TBS can achieve similar clinical outcomes
requiring fewer treatment sessions. Accelerated TMS (aTMS) studies had similar seizure and side effect
incidence rates to those reported for once daily rTMS”

e "Accelerated TMS (aTMS) studies had similar seizure and side effect incidence rates to those reported for
once daily rTMS. One seizure was reported from aTMS (0.0023% of aTMS sessions, compared with 0.0075%
in once daily rTMS). The most common side effects were acute headache (28.4%), fatigue (8.6%), and scalp
discomfort (8.3%), with all others under 5% (Caulfield et al, 2022)”

However, patients should be aware that aTMS involves a higher intensity of stimulation in a shorter period, which may
lead to a greater accumulation of side effects, such as increased fatigue or headaches, compared to the standard
protocol.

While the safety profile of aTMS is promising, less research overall has been conducted on aTMS compared to the
standard protocol. As a result, its evidence base is less robust, and certain long-term risks remain less well understood.
Further research is ongoing to determine the safest and most effective accelerated protocols.

Hearing Protection

TMS machines emit a loud click with each magnetic pu|se4 AHhough quieter than models used in the past, there is still
a risk to hearing that can be mi‘rigcufed using heoring protection. As per Rossi 2021 et al, " When hearing protection
was used, as in the majority of studies, no change in hearing sensitivity after TMS has been reported (Pascual-Leone
et al, 1992; O'Reardon et al, 2007; Janicak et al, 2008). When changes in hearing have occurred in the past, studies
such as Kujawa and Liberman et all have suggest the effects on auditory systems were temporary."

Wearing ear protection, specifically earplugs, is therefore a required part of the TMS treatment protocol. Patients are
strongly advised to use the earplugs provided during all TMS sessions. If you choose to decline the use of ear
protection, you do so against medical advice. By declining ear protection, you acknowledge and accept full
responsibih‘ry for any pofen‘rio| adverse outcomes, inc|uo|ing but not limited to the worsening of tinnitus, heoring loss, or
other auditory complications.

If you choose to decline ear protection, you will be required to sign a waiver confirming your decision and assumption
of all associated risks. Please nofify your TMS nurse or clinician immedio‘re|y if you experience any oudifory discomfort
or changes during or after the treatment.

If being treated with any Non Depression or Accelerated TMS protocols:

In Australia, "off-label use" refers to the use of a medicine, medical device, or treatment in a way that is not
included in the approved indications, dosages, patient populations, or routes of administration specified in the
product’s registration with the Therapeutic Goods Administration (TGA).

TGA Approval for TMS in Australia:
TMS treatments in Australia are regulated by the TGA, which grants approval for specific devices. For example, the
Neurosoft machines used at Pioneer Health TMS are TGA-approved for the treatment of Major Depressive Disorder
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in adult patients who have not achieved satisfactory improvement from antidepressant medications

(https://neurosoft.com/files/documents/380/Australia_DV-2015-MC-06490-1.pdf)

What Constitutes Off-Label Use in TMS:
Any TMS treatment that deviates from the standard protocol for Major Depressive Disorder (one session per day, five
times a week, over several weeks) is considered off-label in Australia. This includes:

e Accelerated TMS (aTMS): Providing TMS more than once daily or for durations shorter or longer than the
standard protocol.

e Theta Burst Protocol (TBS): However, TBS was approved by the US. Food and Drug Administration (FDA) in
2018 following the THREE-D Trial (Blumberger et al, 2018).

e Certain Right DLFPC THz, 100% Protocols: However, longer and higher-intensity versions of the right-sided
DLPFC 1 Hz protocol have been FDA-approved since 2013.

e Treatment of Non-Depression Conditions: This includes, but is not limited to, Post-Traumatic Stress Disorder
(PTSD), Obsessive-Compulsive Disorder (OCD), Chronic Pain, Migraines, Fibromyalgia, Post-Stroke
Depression, Parkinson's Disease, Tinnitus, Alcohol Addiction, or Nicotine Addiction.

While evidence supports the efficacy of TMS for some of these conditions, patients should understand that such
treatments are not currently TGA-approved for these indications.

This is despite the fact that in the USA, the FDA has approved TMS for conditions such as Major Depressive Disorder,
OCD (via Deep TMS), Alcohol Addiction, and Nicotine Addiction, including the newer theta burst protocols. However,
these approvals do not necessarily apply in Australia, where the TGA regulates medical device use.

To provide additional context, the fo||owing excerpts from the 2024 Royo| Australian and New Zealand Co||ege of
Psychiatrists (RANZCP) TMS Guidelines summarise the current evidence for off-label and advanced TMS protocols:

o PTSD: "High- as well as low-frequency rTMS of the right DLPFC appears to significantly reduce core PTSD
symptoms in patients with PTSD. rTMS may therefore be a promising alternative or add-on treatment for
PTSD patients who show limited response to antidepressant medication and/or trauma-focused
psychotherapy." (Kan et al, 2020)

o OCD: "Given the considerable limitations of current treatment approaches for OCD, the use of deep TMS in
patients failing to respond to standard treatment approaches is justifiable."

e  Chronic Pain: "Overdll, findings support that HF-DLPFC stimulation is able to induce an analgesic effect in
chronic pain and in response to provoked pain" (Che et al, 2021)

® Theta Burst Protocol: "Additional clinical trials have verified the clinical efficacy and safety of iTBS for
depression.”

e  Maintenance TMS: "Maintenance rTMS is the provision of regular treatment sessions to patients who are in
remission or who have minimal ongoing depressive symptoms, in order to prevent depressive relapse. There is
emerging evidence that maintenance rTMS strategies can be used to prevent relapse but further research is
required to define the most effective and efficient strategies" (d'Andrea et al, 2023; Fitzgerald, 2019)


https://neurosoft.com/files/documents/380/Australia_DV-2015-MC-06490-1.pdf
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® Retreatment TMS: "Repeat courses are appropriate for patients who have had a demonstrated positive
response to the initial course, and there is no clinical reason to restrict TMS to a maximum number over a
person’s lifetime, given the excellent scﬂ:efy profi|e and as re|opse can hoppen at any time."

e Accelerated TMS Protocol: "Several studies have indicated that accelerated forms of rTMS and TBS can
achieve similar clinical outcomes requiring fewer treatment sessions. Accelerated TMS (aTMS) studies had
similar seizure and side effect incidence rates to those reported for once daily rTMS. Further research is
continuing to define the optimal accelerated protocols.”

To read the entire TMS 2024 RANZCP guidelines please see here: https://www.ranzcp.org/getmedia/601ddc8c-cb96-
4f4c-84e6-calble56ddcO/administration-of-rtms-2024 pdf

For a summary of the research into TMS' use in the treatment of non depression conditions, please see here:
https://www.neuraliatms.com.au/studies. The information on this webpage aims to summarise the efficacy of
Transcranial Magnetic Stimulation (TMS) for different conditions. However, it's important to recognise that the quality
and findings of individual studies can vary, and not all results are universally conclusive. As such, there can be a risk of
overgenerohso‘rion or misrepresentation of findings. Me+0-ono|yses, which combine data from mu|’rip|e trials, offer a
broader view but may still reflect differences in s‘rudy design, patient groups, and treatment pro‘roco|s. We recommend
discussing any concerns with your psychio’rrisf to understand what TMS can offer in your specific case.

Patient Acknowledgements and Consent

PLEASE NOTE: The following acknowledgements and consent are to be signed in the presence of
your TMS psychiatrist, only AFTER you have spoken to the TMS psychiatrist and read this form. You
should not proceed unless you have raised and received answers to all questions and queries that
you may have.

General Consent and Treatment Understanding
e | have been informed of the nature of TMS, its effects, anticipated length of time of treatment, frequency and
duration of treatment, side effects, possible alternative methods of treatment (eg. medication, therapy),
benefits and risks of the planned TMS course and have given my consent voluntarily to participate in TMS

treatment.

e | acknowledge there has been a discussion of risk benefit analysis in relation to my medical condition with
respect to the aforementioned risks.

e | acknowledge that | have read and understood the TMS information sheets provided to me. | confirm that |

have had the opportunity to discuss this material with my TMS psychiofris+ and operator, ask any questions,
and receive answers that address my concerns to my satisfaction.

e | understand that | can chcmge my mind at any stage, even after a course of treatment has begun.

e | have not been guaranteed the TMS treatment will be successful as treatment outcomes may vary between
individuals. | understand the TMS treatment is not a cure for the condition, so | may still relapse in the future.

e | acknowledge that whilst Pioneer Health TMS will administer TMS treatment, the responsibility for the overall
management of my mental health, including but not limited to changes in medication, significant
deteriorations in mental health or potential suicidal thoughts, remains with my referring and primary treating


https://www.ranzcp.org/getmedia/601ddc8c-cb96-4f4c-84e6-ca161e56ddc9/administration-of-rtms-2024.pdf
https://www.ranzcp.org/getmedia/601ddc8c-cb96-4f4c-84e6-ca161e56ddc9/administration-of-rtms-2024.pdf
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doctor (General Practitioner or Psychiatrist, if applicable). Should there be any significant deterioration in my
mental health, | agree to inform both my primary treating doctor and my TMS clinician.

e Pioneer Health TMS does not provide emergency mental health care. If you experience a crisis or an
emergency, including suicidal thoughts or worsening mental health, you must contact your primary treating
doctor, call emergency services (000), or present to your nearest hospital emergency department immediately.

e |f | have tinnitus or migraines, | acknowledge that TMS stimulation could potentially worsen either condition,
usucl||y ’remporori|y. Depending on the results of a risk-benefit ono|ysis, profoco|s will be specifica”y chosen to
try to reduce (but not fully eliminate) the risk of this occurring. | will inform the doctor immediately if | observe
any such changes. Should this occur, the doctor may adjust the protocols, change the location of the
treatment, pause treatment until symptoms subside, or terminate the treatment 0|fogefher. For individuals with
pre-existing tinnitus, ear protection (ear plugs) is expressly required to mitigate associated risks

e | acknowledge and understand that TMS treatment carries the potential risk of inducing or tinnitus, migraines,
or headaches. | recognise that the selection of treatment protocols is based on a careful assessment of the
associated risks and benefits. While reasonable measures may be implemented to mitigate these risks, the
complete prevention or elimination of such adverse effects cannot be guaranteed. | will notify the TMS team
immediately, and adjustments to my treatment protocol will be made as necessary. Should this occur, the
doctor may adjust the protocols, change the location of the treatment, pause treatment until symptoms
subside, or terminate the treatment altogether.

° | Ocknow|ec|ge that TMS carries a rare risk of oph‘rho|mic side effects, inc|uding but not limited to retinal
detachment, photosensitivity, and visual disturbances. While these rare side effects are predominantly
observed in individuals with pre-existing ocular pathology, such as a history of retinal detachment, they may, in
rare instances, occur in individuals without such a his’rory. | accept these risks and confirm that | have been
given the opportunity to ask questions and discuss them with my TMS psychiatrist. | agree to disclose any
hisfory of eye conditions, recent eye surgeries, or other visual health concerns to my TMS psychio#risf before
starting treatment, and | will promptly report any visual symptoms | experience during or after TMS to the
TMS team.

e |f | have Bipolar Disorder, | acknowledge that | am at an increased risk of switching to a manic episode. This
risk is usually reduced by taking a mood-stabilising medication. | acknowledge that if | have bipolar disorder, |
am required to take all prescribed medications, including any mood-stabilising medications, as directed by my
primary psychiatrist or GP to help reduce the risk of adverse effects during TMS treatment

o PLEASE NOTE: Pioneer health participates in various research projects and provides de-identified heath
data in relation to research activities. All research activities have been granted ethics approval by the
Research Ethics Committee.

Patient Responsibilities

e | acknowledge that TMS, like many medical treatments, comes with an inherent degree of risk that cannot be
removed entirely. But | agree to help the TMS team manage and mitigate the risks, by meeting my responsibilities
as a patient (as outlined in this form and as specified by the TMS team from time to time).

o | will provide accurate information about my medical his‘rory and current medications, inc|uding any supp|emenfs
or recreational substances.

[} Any chcmges in my heGHh, medicofions, s|eep patterns, alcohol use, or substance use, may affect my freatment. |
will therefore promptly inform the Pioneer Health TMS team and my primary treating doctor if, during a course of

TMS:

o I regularly drink more than four standard drinks of alcohol per day;

o | abruptly stop using alcohol or benzodiazepines after frequent excessive use, or if | intend to change the
dosage, quantity, or frequency of my usage;

o | change my medications (in particular, antidepressants, benzodiazepines, mood stabilisers, antipsychotics,
or bupropion);

o | experience any medical issues;

o | am pregnant or suspect | may be pregnant; or

o | experience any significonf chonges in my medical or mental health status, inc|uding shifts in mood, new

symptoms, or any deterioration in mental health.
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e | understand that TMS requires accurate, up to date information from me to ensure coordinated and
comprehensive care fhroughouf my treatment. | understand that failure to disclose relevant information and
chonges may result in treatment comp|ico’rions, and expose me to increased risk - such as the risk of seizure.

Off-Label and Accelerated Protocols (if applicable)

If applicable, | understand that TMS treatments for conditions other than Major Depressive Disorder or
treatments that deviate from the standard pro‘roco| (e‘g., Accelerated TMS) are considered off-label in
Australia, and the evidence base supporting its use may be less robust than for TGA-approved TMS
tfreatments.

If applicable, | acknowledge that off-label TMS use is not currently approved by the Therapeutic Goods
Administration (TGA) and may involve greater uncertainty regording sofefy, eﬂ:icacy, and |ong-ferm
outcomes.

Treatment Monitoring and Protocol Adjustments

| am aware that if | am started on the left side of the brain (prefrontal cortex) and there have not been any
improvements by around session 20, | may be switched to the right side of the head. If | am started on the
right side of the brain (prefrontal cortex), and there have not been any improvements by around session 20
then | will have a discussion with one of our TMS clinicians prior to any changes in protocol.

| understand that most patients who benefit from TMS experience results by the fourth week of treatment.
Some patients may experience results in less time while others may take longer.

Equipment and Facility Use

| acknowledge that there is a camera in the room so TMS clinicians can monitor the positioning of the TMS
coil on your head. This will be used if a TMS clinician has left the room. There will be no recording.

| understand that the TMS treatment involves the use of a coil held in place by a mechanical boom arm.
While every precaution is taken to ensure proper handling and maintenance of the equipment, | acknowledge
that there is a very small risk of mechanical injury resu|ﬂng from unexpec’red equipment failure or user error.
This includes, but is not limited to, the possibility of the boom arm or coil shifting or falling, which could result
in minor physical injury. | understand that all staff are trained to minimise this risk, and | consent to proceed
with treatment acknowledging this potential, albeit rare, risk.

Medicare Rebated TMS

If received Medicare rebated TMS, | declare that | am over 18 years old, have been diagnosed with a Major
Depressive Episode, have not previously received TMS, have received psychological therapy, and have failed
to receive satisfactory improvement for Major depressive episode despite the adequate trial of at least 2
different classes of antidepressant medication for at least 3 weeks.

Ear Protection

| acknowledge that ear protection, specifically earplugs, is required as an integral part of the TMS treatment
protocol. Ear protection (ear plugs) is especially important for patients with pre-existing tinnitus.

| understand that dechning ear protection is against medical advice, and | assume full responsibihfy for any
pofenfic1| adverse outcomes, inc|uo|ing but not limited to, exacerbation of tinnitus or other heoring-re|ofec|
complications.

| acknowledge that if | choose to decline ear protection, | do so against medical advice and accept any
associated risks, including the possibility of worsening tinnitus or hearing issues.

Specific indications and pre-existing conditions (select all that apply)
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o ADHD, TINNITUS, PAIN, FIBROMYALGIA or MIGRAINE PROTOCOLS: | acknowledge that the use of
TMS for the treatment of ADHD, fibromyalgia, chronic pain, migraines, or tinnitus is considered off-label in
Australia. While this practice is common/y undertaken Wor/dwide, it is not opproved by the Therapeufic Goods
Administration (TGA) for these conditions. | understand that off-label use may involve an increased risk of side
effects and potentially reduced efficacy compared to its use for TGA-approved indications. By proceeding with
treatment | accept these risks and agree that Pioneer Health TMS will not be held liable for any adverse
outcomes related to the off-label nature of this treatment.

e SEIZURE RISK FACTORS: | acknowledge that | have been informed of the potential risk of seizures
associated with TMS treatment. | understand that certain factors, such as a personal or family history of
seizures, brain injury, s/eep deprlvoﬁon, excessive alcohol or substance use, or chcmges in medicoﬂons‘ may
increase this risk. | agree to disclose any history of seizure-related conditions, brain injuries, or other seizure risk
factors to the TMS team before starting treatment. | will also notify the team promptly of any changes in my
health, medications, sleep patterns, or substance use during the course of treatment, as these changes may
further increase the risk of seizures.

e PAST SEIZURE: | acknowledge that, due to my history of seizures, | am at an increased risk of experiencing a
seizure during TMS treatment. This risk has been estimated at 2-3%, and | understand that while all
reasonable precautions will be taken to minimise this risk it cannot be entirely eliminated. By consenting to
TMS treatment. | accept these risks and agree that Pioneer Health TMS will not be held liable for seizure-
related complications.

e FERROMAGNETIC MATERIAL RISK: | acknowledge that in my specific case, there is a small risk associated
with the potential presence of ferromagnetic material in the head or neck region. All reasonable efforts have
been made to determine whether this material is ferrous or non-ferrous. Where 100% confirmation could not
be achieved, | accept the small risk that the material may be ferrous and could cause adverse effects,
including warming or movement during treatment. | understand that if such an event occurs, TMS treatment
will be ceased immediately. By consenting to treatment, | accept these risks and agree not to hold Pioneer
Health TMS liable for any adverse outcomes associated with the presence of ferromagnetic material.

e TMS DURING PREGNANCY RISK: | understand that while larger, standardised studies on the use of TMS
during pregnancy are encouraged, current research (e.g. Rossi et al, 2021) has reported no adverse effects on
the fetus or newborn child. Therefore, TMS is considered to pose minimal risk to both the pregnant woman
and the child. | accept that the risks may not be fully understood and consent to proceed with treatment with
this understanding

e PRE-EXISTING MIGRAINES or HEADACHES: | acknowledge that there is a potential risk of TMS treatment
worsening pre-existing migraines or headaches. | understand that the treatment protocol has been specifically
chosen to minimise this risk; however, it cannot be fully eliminated. | agree to inform the TMS team
immediately if my symptoms worsen during or after treatment. Should this occur, the doctor may adjust the
profoco|s, chonge the location of the treatment, pause treatment until symptoms subside, or terminate the
treatment altogether.

e PRE-EXISTING TINNITUS: | acknowledge that undergoing TMS treatment, with pre-existing tinnitus carries a
greater risk of inducing or exocerba’ring tinnitus. | recognise that the selection of treatment profoco|s is based
on a careful assessment of the associated risks and benefits. While reasonable measures will be implemented
to mitigate these risks, the complete prevention or elimination of possible adverse effects cannot be
guaranteed. | will notify the TMS team immediately, and adjustments to my treatment protocol will be made
as necessary. Should this occur, the doctor may cuo|jus‘r the profoco|s, chcmge the location of the treatment,
pause treatment until symptoms subside, or terminate the treatment altogether.

e PRE-EXISTING BIPOLAR DISORDER: | acknowledge that | have been informed of the potential risk of a
manic switch as a rare side effect of TMS, particularly for individuals with bipolar disorder, and understand
that this risk may be reduced by staying on mood-stabilising medication as prescribed. | agree to disclose any
history of bipolar disorder to my TMS team and to inform them promptly of any changes in my mental health
or medication compliance during treatment. | acknowledge that if | have bipolar disorder, | am required to
take all prescribed medications, including any mood-stabilising medications, as directed by my primary
psychiatrist or GP to help reduce the risk of adverse effects during TMS treatment.

e ACCELERATED TMS: Before initiating aTMS, the clinical team will carefully assess the risks and benefits in

your specific case. By consenting to aTMS, you acknowledge and accept that: 1. The intensity and frequency of
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treatment sessions may increase the likelihood of certain side effects. 2. The evidence base for aTMS is less
extensive than for standard TMS protocols. 3. Additional side effects may arise due to the accelerated nature
of the treatment.

PATIENT DECLARATION:

|, the undersigned , have read, had explained to me, and understand, the information
in this TMS Consent Form. | hereby confirm my agreement and acceptance in respect of all the matters
set out above (including all of the acknowledgements, consents and understandings set out herein). |
hereby consent to undergo a course of repetitive Transcranial Magnetic Stimulation (rTMS) treatment

Patient Name Doctor's Name
Patient’s Signature Doctor’s Signature
Date Date

DOCTORS DECLARATION:

e | declare that on the date of signing this consent form, | have assessed the patient’s mental state and confirm
that Jrhey demonstrate the capacity to make informed decisions regording their treatment.

e | confirm that the patient has shown the ability to understand the nature, purpose, risks, and benefits of TMS
treatment, including any off-label or accelerated protocols, and can communicate their decision voluntarily.

e | declare that the patient has been provided with sufficient time to review the TMS consent form and
associated materials, and to ask any questions or seek clarification regarding the treatment.
e | confirm that the patient has been informed that fhey can decline or withdraw from treatment at any time

without coercion or pressure.

o | declare that | have thoroughly explained the purpose, process, risks, and potential benefits of TMS
treatment, including the off-label or accelerated protocols, where applicable.

e | confirm that the patient has demonstrated an understanding of this information and has consented to
treatment without any signs of duress or coercion.

Doctor's Name

Doctor’s Signature

Date



