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Application to participate in a medical research project:  1 

 2 

Middle Meningeal Artery Embolization for Chronic Subdural Hematomas: A 3 

Randomized Clinical Trial to Determine the Likelihood of Recurrence After 4 

Embolization 5 

 6 

Dear Madam, Sir, 7 

 8 

The patient, the person under your responsibility, has been included in a clinical trial in an 9 

emergency situation. In all likelihood, he/she will remain permanently incapable of 10 

discernment and, therefore, of communicating his/her will. Insofar as you represent him/her 11 

as a relative or legal representative, we send you this document to inform you about our 12 

study. In addition, we ask you to give us your consent to participate in the project 13 

retroactively and in your capacity as a relative or legal representative.  14 

 15 

Below we present the project to you: first, with a summary to give you a quick overview, then 16 

with a more detailed description. 17 

 18 

19 
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Application to participate in a medical research project:  20 

 21 

 22 

Middle Meningeal Artery Embolization for Chronic Subdural 23 

Hematomas: A Randomized Clinical Trial to Determine the 24 

Likelihood of Recurrence After Embolization 25 

 26 

 27 

Dear Madam, Sir, 28 

 29 

We propose here that you give us your consent for the patient's participation in our project. 30 

 31 

Participation is completely free. All data collected in this project is subject to strict data 32 

protection rules. 33 

 34 

The research project is led by Prof. Karl Schaller. We will communicate the results to you if 35 

you wish. 36 

 37 

In an interview, we will walk you through the essentials and answer your questions. To give 38 

you an overview of the project, here are the key points to remember. You will find more 39 

detailed additional information below. 40 

  41 
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Application to participate in medical research 42 

 43 

Study title: Middle meningeal artery embolization for chronic subdural 44 

hematomas: a randomized clinical trial to determine the likelihood of 45 

recurrence after embolization 46 

 47 

 48 

Simplified title: STORMM 49 

 50 

Dear Madam, Sir, 51 

We would like to introduce you to STORMM and invite you to participate. Before a new 52 

intervention method can be applied by doctors, research is indeed needed to find out how 53 

this intervention method works. 54 

In medicine, such research is called a clinical study. In this study, we want to evaluate 55 

whether the efficacy of middle meningeal artery embolization in the recurrence of subdural 56 

hematomas is good/equivalent or superior compared to conventional radio-clinical follow-up. 57 

We also want to evaluate whether this new treatment can be beneficial for patients in whom 58 

surgical treatment is contraindicated. That's why we're asking if you'd like to participate in this 59 

study. 60 

Your participation is voluntary. This information form should help you make your decision. 61 

You can ask all your questions during an interview with the investigating physician. This 62 

person is responsible for monitoring the participants in the study. If you agree to participate in 63 

the study, please sign the consent statement at the end of the document. By signing it, you 64 

certify that you have read and understood the information provided. If you don't understand 65 

something, don't hesitate to ask the investigator/investigator for clarification  66 

 67 

  68 
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The information and consent form consists of four parts: 69 

Part 1 The Essentials in a Nutshell 70 

Part 2 Detailed information on the study  71 

Part 3 Data Protection and Insurance Coverage 72 

Part 4 Declaration of Consent 73 

 74 

In Part 1, you will get a general overview of the study. In Part 2, we explain in detail the 75 

process and context of the study. Part 3 contains information on data protection and 76 

insurance coverage. By signing the consent at the end of the document, Part 4, you certify 77 

that you have understood all the information and agree to participate. 78 

This study is initiated by the University Hospitals of Geneva This institution is called the 79 

sponsor. The sponsor assumes responsibility, management and funding for a study. 80 

 81 

The reference persons for this study are:  82 

Name   Prof. Karl Schaller, Head of Department 83 

Address Neurosurgery Department 84 

Department of Clinical Neurosciences 85 

HUG 86 

Rue Gabriel-Perret-Gentil, 4 87 

1211 Geneva 14 88 

Telephone +41 (0)22 372 82 02 89 

+41 795533810 Neurosurgery On-call (available 24 hours a day) 90 

Email Karl.Schaller@hcuge.ch 91 

 92 

Name   Dr Aria Nouri 93 

Address Neurosurgery Department 94 

Department of Clinical Neurosciences 95 

HUG 96 

Rue Gabriel-Perret-Gentil, 4 97 

1211 Geneva 14 98 

Telephone +41 (0)79 553 09 58 99 

Email Aria.Nouri@hcuge.ch 100 

  101 
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Part 1: The essentials in a Nutshell 102 

1. Why are we conducting this study? 103 

In the presence of symptomatic subdural hematomas (accumulation of blood), the standard 104 

treatment consists of surgical evacuation of the hematoma, with the aim of avoiding serious 105 

sequelae and allowing maximum neurological recovery. However, a recurrence of these 106 

hematomas is often observed. Recent studies suggest that embolization (obstruction) of the 107 

middle meningeal artery (the artery that promotes this bleeding) in addition to surgical 108 

evacuation of the hematoma may limit the recurrence of the hematoma. 109 

In this study, we will investigate the efficacy of middle meningeal artery embolization in the 110 

recurrence of subdural hematomas. We also want to evaluate whether this new treatment 111 

could be beneficial for patients in whom surgical treatment is contraindicated. You will learn 112 

more about the scientific background of the study in Chapter 4.  113 

2. What do you have to do if you participate? 114 

For patients in whom surgical treatment allowing the evacuation of the hematoma is 115 

indicated: If you agree to participate in our project, you will be randomly assigned after the 116 

surgical treatment either to a group of patients who will benefit from the embolization of the 117 

middle meningeal artery, or to a group of patients who will benefit from a classic radio-clinical 118 

follow-up. 119 

For patients in whom surgical treatment to evacuate the hematoma is contraindicated or who 120 

refuse surgical treatment: If you agree to participate in our project, you can either benefit 121 

from embolization of the middle meningeal artery, or benefit from standard follow-up if you do 122 

not wish to receive embolization treatment. 123 

Procedure for all participants: After the treatment, all patients will be followed for 6 months. 124 

Two outpatient visits are planned according to the standard follow-up of the treatment of a 125 

chronic subdural hematoma at the HUG: a first visit at 6 weeks after treatment and a second 126 

at 6 months after treatment. During these visits, a brain scan and a clinical follow-up 127 

consultation will be carried out.  128 

The appointments are detailed in the table in Chapter 5. 129 

You will learn more about the process and procedures of the study in Chapter 5. 130 

3. What are the benefits and risks of participation? 131 
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Benefits 132 

There is no guarantee of direct benefit to you by participating in this study. 133 

Possible benefits are a reduction in the medium to long-term recurrence of your subdural 134 

bleeding. 135 

However, your participation can help future patients.  136 

Risks 137 

The method of middle meningeal artery embolization for the standard treatment of subdural 138 

hematomas is new and has not yet been tested in this pathology. 139 

Although no major complications have yet been described as directly related to middle 140 

meningeal artery embolization in the literature, side effects may occur if you are treated with 141 

this method of intervention. We may not yet know all the risks and side effects of this method 142 

of intervention. So far, the following risks and side effects are known: 143 

 Artery dissection 144 

 Neurological deficits resulting from stroke or arterial injury 145 

 Allergic reaction to the contrast medium. 146 

 147 

More information on risks and constraints can be found in Chapter 6.  148 

  149 
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Part 2: Detailed information about the study 150 

4. Scientific background 151 

4.1 Background: Why are we conducting this study?  152 

In the presence of symptomatic subdural hematomas (accumulation of blood), surgical 153 

evacuation of the hematoma is performed in order to avoid serious sequelae and to allow 154 

maximum neurological recovery. However, a recurrence of these hematomas is often 155 

observed. This recurrence is a complication that we want to avoid at all costs because it 156 

exposes the patient to new neurological sequelae, and to the risks of a new surgery. The 157 

studies conducted so far suggest that embolization (obstruction) of the middle meningeal 158 

artery (the artery that promotes this bleeding) in addition to surgical evacuation of the 159 

hematoma would limit the recurrence of the hematoma. In this study, we therefore examine 160 

the effectiveness of embolization of the middle meningeal artery in the recurrence of 161 

subdural hematomas. This technique has not yet been validated in Switzerland for the 162 

standard treatment of subdural hematomas. The available results are based only on 163 

preliminary studies. Only when the effectiveness of this method of intervention has been 164 

scientifically studied and proven can it be approved in Switzerland for the treatment of 165 

subdural hematomas.  166 

In addition, we are investigating whether this new treatment could be beneficial for patients in 167 

whom surgical treatment is contraindicated. 168 

4.2 Study structure: how do we do it? 169 

Patients who meet the inclusion criteria of the study, and who consent to it, will be randomly 170 

assigned to groups, this is called randomization. This method is important for reliable results. 171 

Each group receives a different treatment. In our study, there are 4 groups: 172 

 Group 1 (control group) is treated according to conventional management, i.e. the 173 

hematoma is surgically removed without embolization of the middle meningeal artery. 174 

 Group 2 (intervention group) is treated surgically and by embolization of the middle 175 

meningeal artery within 72 hours after surgical evacuation of the subdural hematoma. 176 

 Group  3 corresponds to patients in whom surgical treatment is contraindicated but who 177 

accept embolization of the middle meningeal artery. 178 

 Group  4 corresponds to patients in whom surgical treatment is contraindicated and who 179 

refuse embolization of the middle meningeal artery. 180 

Follow-up will be carried out according to the standard clinical protocol of the department: 181 

two follow-up visits will be organized for all participants: one visit at 6 weeks and another at 6 182 
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months after treatment. At each visit, a brain scan and a clinical consultation will be carried 183 

out. 184 

4.3 Regulation of scientific research involving human subjects  185 

We carry out this study in accordance with the laws in force in Switzerland (Human Research 186 

Act, data protection laws). In addition, we comply with all internationally recognized 187 

guidelines. The relevant ethics committee has reviewed and approved the study. 188 

Our study is a national study. There are 2 participants in Switzerland. 189 

A description of this study can also be found on the website of the Federal Office of Public 190 

Health at www.kofam.ch under the registration number SNCTP ...... or BASEC number ....... 191 

5. Conduct of the study 192 

5.1 What should you do if you participate in  the study? 193 

Participation in the study is voluntary and lasts for 6 months. You must respect the 194 

appointment schedule ( chapter 5.2) as well as all the instructions given by the research 195 

team. 196 

You must inform the research team  197 

 if your health changes, for example if you feel worse or if you have new conditions; you 198 

should continue to inform them if you withdraw from the study ( Chapters 5.3 and 5.4). 199 

 any treatment or therapy prescribed by another doctor and any medications you are 200 

taking; 201 

 If you discover that you are pregnant during the study, you must inform the investigating 202 

physician immediately and you will be excluded from the study. In this case, you will be 203 

asked to provide information about the course and outcome of the pregnancy. The 204 

investigating physician will discuss with you what to do ( chapter 5.5). 205 

  206 
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5.2 What happens during the appointments?  207 

You will come to the study center 2 times. Both of these appointments are part of your 208 

standard treatment and are performed regardless of your participation in the study. A date 209 

lasts about 30 minutes. The list of appointments is shown in the table below. 210 

Here's what we do at all appointments: 211 

 We answer your questions. 212 

 We ask you questions about your state of health. 213 

 We will perform a brain scan. 214 

These examinations allow us to assess the effectiveness and safety of the intervention 215 

method. 216 

Please note that it is not possible to postpone an appointment. If you still have to reschedule 217 

an appointment for important reasons, we ask you to inform us as soon as possible. 218 

5.3 When does participation in the study end?  219 

Your participation lasts for 6 months after the treatment. You may discontinue your 220 

participation at any time before this date ( Chapter 5.4). You don't need to justify yourself. 221 

If you wish to terminate your participation, please inform the investigating physician. 222 

If you withdraw from the study, your treatment and medical care will be provided according to 223 

current standards (Chapter 5.4 for other treatment options). In this case, we will carry out a 224 

final examination, as part of the study, for your safety. 225 

If you stop your stay before the scheduled date, we ask you to continue to inform the 226 

investigator if your health changes, for example if you feel worse or if new disorders appear. 227 

If you withdraw from the study, we will still be able to analyse the data collected so far (e.g. 228 

brain scan results).  229 

We may also have to exclude you from the study early. This situation can occur, for example, 230 

if you decide to move abroad. In this case, we will offer to examine you one last time for your 231 

own safety. 232 

5.4 What happens if you don't want to participate?  233 

If you do not participate in this study, your treatment and medical care will be provided 234 

according to current standards. If you do not wish to take part in the study, the investigating 235 

physician will present you with alternatives/alternative treatment options in an interview. 236 

 237 

5.5 Pregnancy 238 
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The procedure is not yet authorized, it could be dangerous and harmful to an unborn child. 239 

For women of childbearing potential, a pregnancy test will be performed prior to the start of 240 

the study. Pregnant women will be excluded from the study. 241 

If you discover that you are pregnant during the study, you must inform the investigating 242 

physician immediately and you will be excluded from the study. In this case, you will be 243 

asked to provide information about the course and outcome of the pregnancy. The medical 244 

investigator will discuss with you what to do. 245 

6. Risks, constraints and side effects 246 

6.1 What are the risks and constraints associated with the 247 

study? 248 

Participation in this study involves risks and constraints, like any medical treatment. We 249 

already know some risks, others are still unknown. This uncertainty is not unusual in a study 250 

setting. A  list of the most common and serious risks can be found in Chapter 6.2. Many side 251 

effects can be treated medically. We will inform you during the study of any new knowledge 252 

about the risks and side effects. 253 

A new method of intervention can lead to risks that we do not yet know. We still know little 254 

about this embolization technique, but this technique seems to involve less risk than surgery, 255 

due to the possibility of performing it without general anesthesia and the absence of risks 256 

directly related to surgery. 257 

The medical examinations we carry out as part of the study also carry risks. Some 258 

examinations are already part of your standard care and your doctor has explained the risks 259 

to you. A  list of risks associated with examinations can be found in Chapter 6.3. 260 

6.2 Most frequent and severe risks associated with the 261 

intervention method 262 

Here you can find information about the most common and serious side effects that we 263 

already know.  264 

We use the following categories to describe them:  265 

Very 

common 

The side effect occurs in more than 10 out of 100 people (more than 10%). 

Frequent The side effect occurs in 1 to 10 in 100 people (1%-10%). 

Occasional The side effect appears in 1 to 10 out of 1000 people (0.1%-1%). 

Rare The side effect occurs in 1 to 10 in 10,000 people (0.01%-0.1%). 

Very rare The side effect occurs in less than one in 10,000 people (less than 0.01%). 
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 266 

Common side effects are: 267 

 Headache 268 

 Pain at the site of the arterial puncture to perform the interventional procedure 269 

Occasional side effects are: 270 

 Vascular accident due to vascular injury or embolization equipment 271 

 Arterial thrombosis or dissection at the arterial puncture (most often the femoral artery) 272 

6.3 Risks and Constraints of Study Reviews 273 

We perform various medical examinations for this study (Chapter 5.2). These examinations 274 

are proven procedures. Nevertheless, they can carry risks and constraints, i.e. they can be 275 

unpleasant or have undesirable side effects. In this study, the risks and constraints are as 276 

follows: The proposed brain scans will be performed without injection of contrast medium. 277 

However, they expose participants to X-ray irradiation, i.e. 2 mSv at each examination, about 278 

the equivalent of 100 long-haul flights. These scans are part of the standard protocol for 279 

monitoring patients with a subdural hematoma. 280 

7. Funding and Compensation 281 

This study is initiated and financed by the sponsor: Geneva University Hospitals. This study 282 

is also funded by the HUG private foundation and will be partially funded by other sources in 283 

the future.  284 

The researchers involved in the study do not derive any direct financial benefit from this.  285 

If you participate in this study, you will not receive any money or any other compensation. 286 

There are no additional costs to you or your health insurance to participate in the study.  287 

The results of this study can contribute to the commercialization of a drug. Your participation 288 

does not give you any rights regarding its commercial exploitation. 289 

8. Study results 290 

The results that concern you personally are communicated to you by the investigating 291 

physician. Sometimes results are discovered by chance. For example, these can be results 292 

from the brain scan. We inform you if these findings are important for your health. 293 

For example, we will inform you if we discover a disease that you are not yet aware of and 294 

that we can treat. We also inform you if we find a risk of disease that can be avoided by 295 

preventive measures. If you do not wish to receive this information, please speak to the 296 

investigating physician. 297 
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In addition to individual results, the study will produce overall results that come from the data 298 

of all participants. This would include, for example, new knowledge on the effectiveness of 299 

the treatment of subdural hematomas ( Chapter 4.1). These results do not directly concern 300 

you or your health. If desired, the investigating physician will provide you with a summary of 301 

the overall results at the end of the study. 302 

  303 
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Part 3 : Data Protection and Insurance Coverage 304 

9. Data and sample protection 305 

We protect your data from your medical records and examinations. Swiss laws provide for 306 

strict rules on data and sample protection. 307 

9.1 Data and sample coding 308 

Every study generates data from examinations (e.g. brain scan). This data is recorded in an 309 

encrypted manner, usually in electronic form. Encryption means that personal information is 310 

kept separate from other data, in the form of a list that identifies each person with a unique 311 

code. This means that your name, date of birth or address do not appear directly with the 312 

other data collected. This list remains in the hospital for 10 years . No one else receives it. 313 

At the end of the study, your data will be irreversibly anonymised, but at the earliest at the 314 

end of the legally prescribed storage period. This means that it will no longer be possible to 315 

re-identify yourself without disproportionate effort. This involves several de-identification 316 

measures, including the destruction of the code and the list. 317 

When we transmit data – to the developer or to specialists who carry out further analyses – it 318 

is always encrypted and your personal data is protected. The same applies when the data is 319 

transferred abroad. 320 

9.2 Data and sample security during the study  321 

The sponsor "Hôpitaux Universitaires de Genève" is responsible for the security of your data 322 

and the samples of this study. It ensures compliance with applicable laws, such as data 323 

protection laws. This rule also applies when data or (coded) samples are sent for analysis to 324 

countries with less stringent data protection laws. Here's how the study sponsor protects your 325 

data:  326 

- As part of this study, data about your person and your health is collected and 327 

processed in part by automation. This information is coded at the time of the survey. 328 

Coding means that all the data that identifies you (name, date of birth, etc.) is 329 

replaced by a code. It is not possible to link the data to you without the code that 330 

remains permanently within the HUG. 331 

- Only a limited number of people can view your data in an unencrypted form, and this 332 

is exclusively for the purpose of performing tasks necessary for the conduct of the 333 

study. These persons are bound by professional secrecy. As a participant, you have 334 

the right to view your data.  335 
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- All data protection guidelines are strictly adhered to. It is possible that your data will 336 

need to be transmitted in encrypted form, for example for a publication, and that it 337 

may be made available to other researchers. The sponsor must ensure that the 338 

destination country guarantees data protection equivalent to that guaranteed in 339 

Switzerland. 340 

- In this study, your data is collected and transmitted electronically. The data is stored 341 

on a server in Switzerland. Nevertheless, the risk of unauthorised persons gaining 342 

access to your personal data cannot be completely excluded (e.g. the risk of 343 

"hacking"). 344 

It may be important for your primary care physician to share data from your medical record 345 

with the research team. This also applies to other doctors who follow you. By signing the 346 

consent at the end of the document, you authorize the release of this data.  347 

9.3 Data and Sample Security at the End of the Study  348 

Once the study is complete, the sponsor continues to ensure the security of your data and 349 

samples. The law requires that all study documents, such as data collection forms, must be 350 

kept for at least 10 years. 351 

Once the study is complete, the results are usually published in scientific journals. To do this, 352 

the data is sent in coded form to other specialists so that they can review the publication. 353 

This data cannot be reused for research purposes. Such re-use for other research purposes 354 

requires your separate consent (see Chapter 9.4). 355 

9.4 Reuse of your data and samples for other studies  356 

The data from this study are very important for future research. Data that have not been fully 357 

used may be used for future studies. Separate consent for the reuse of your data is required. 358 

This is optional. We invite you to read carefully the additional declaration of consent at the 359 

end of the document. Please sign the consent if you agree to make your data available for 360 

future research. You can participate in the study even if you do not sign this additional 361 

document.  362 

  363 
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9.5 Right of consultation during inspections  364 

The performance of this study may be subject to controls. These checks are carried out by 365 

authorities such as the competent ethics committee or the Swissmedic authorisation 366 

authority, or by foreign authorisation authorities. The sponsor must also carry out checks to 367 

ensure the quality of the study and its results.  368 

For these checks, a small number of specially trained people have access to your personal 369 

data and medical records. In this context, the data are therefore not  encoded. Persons who 370 

consult your non-encrypted data are subject to professional secrecy. 371 

10. Insurance coverage 372 

You will receive insurance cover if you suffer damage as a result of the study – i.e. due to the 373 

method of intervention of embolisation of the middle meningeal artery. The procedure is 374 

regulated by law. The developer has taken out insurance with the company Baloise. If you 375 

believe that you have suffered damage as a result of the study, please contact the 376 

investigating physician or the insurance company directly. 377 

If damage results from the proper use of the application of conventional treatment, the rules 378 

on liability are the same as for treatments outside of a study. In such cases, the hospital's 379 

liability insurance covers the costs/compensation. 380 

  381 
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Part 4: Declaration of Consent 382 

This declaration of consent consists of two separate parts:  383 

 Statement of Consent for Participation in the Study: Middle Meningeal Artery 384 

Embolization for Chronic Subdural Hematomas: A Randomized Clinical Trial 385 

to Determine the Likelihood of Recurrence After Embolization  386 

 Declaration of consent for the reuse of the data from this study in encrypted form 387 

Please read this form carefully. Please feel free to ask us any questions if you do not 388 

understand something or if you would like clarification. Your written consent is required to 389 

participate. 390 

 391 

Declaration of consent for participation in the study  392 

BASEC Number 
2023-xxxx 

Study title 
Middle Meningeal Artery Embolization for 

Chronic Subdural Hematomas: A Randomized 

Clinical Trial to Determine the Likelihood of 

Recurrence After Embolization 

Simplified title 
STORMM 

Responsible institution 

 (sponsor and address) 

Pr. Karl Schaller 

Neurosurgery Department 

Department of Clinical Neurosciences 

HUG 

Rue Gabriel-Perret-Gentil, 4 

1211 Geneva 14 

Phone: +41 (0)22 372 82 02 

email : Karl.Schaller@hcuge.ch 

Place of realization 
Department of Neurosurgery, HUG 

Physician-investigator in charge on site 
Dr. Aria Nouri 

Neurosurgery Department,  

Department of Clinical Neurosciences 

HUG 

Rue Gabriel-Perret-Gentil, 4 
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Phone: +41 (0)795530958 

Email: Aria.Nouri@hcuge.ch 

Participant 

Full name in print: 

Date of birth: 

 

 393 

 394 

 In my capacity as a relative or legal representative of the above-mentioned patient, I have 395 

received written and oral information from the undersigned physician investigator about 396 

the objectives and progress of the research project as well as the possible advantages, 397 

disadvantages and risks. 398 

 I confirm that I am making the decision in the direction of the relative or person under my 399 

responsibility, i.e. that he/she participates in the research project. On his behalf, I accept 400 

written and oral information. I had enough time to make my decision. 401 

 I have received the answers to the questions I asked in relation to participating in this 402 

project. I keep the information sheet and receive a copy of my declaration of consent. 403 

 In the event of further treatment outside the location of this project, I authorize the 404 

patient's physicians to provide the investigating physician with the study-relevant post-405 

treatment data. 406 

 I was informed of the therapeutic alternatives to the project, e.g. the existence of other 407 

treatments and therapies. 408 

 I agree that the patient's treating physician will be informed of his/her participation in the 409 

research project.  410 

 In the event of further treatment outside the place where this study is conducted, I 411 

authorize the physician(s) to provide the investigating physician with the patient's post-412 

treatment data relevant to the study. 413 

 I agree that the competent specialists of the project sponsor, the competent ethics 414 

committee and the Swiss Therapeutic Products Supervisory Authority Swissmedic may 415 

consult the patient's unencrypted data for the purpose of carrying out checks and 416 

inspections, provided that the confidentiality of this data is strictly ensured. 417 

 I will be informed instead of the patient about the results that have a direct impact on their 418 

health. If I feel that this is not the project participant's wishes, I will notify the project 419 

physician. 420 

 I know that personal data and health data can be passed on for research purposes within 421 

the scope of this study and only in coded form, also abroad. The promoter ensures data 422 

protection in accordance with Swiss standards and requirements.  423 

 On behalf of the patient, I can revoke their consent to participate in the study at any time 424 

and without having to give reasons, without this decision having an adverse impact on 425 

the patient's further care. However, the data that has been collected so far will be 426 

analysed as part of the study. 427 

 I am informed that insurance has been taken out by the University Hospitals of Geneva to 428 

cover the damage attributable to the project that the patient may suffer. 429 

 I am aware that the obligations mentioned in the participant information sheet must be 430 

respected throughout the duration of the study. The investigating physician may exclude 431 

the patient from the study at any time in the interest of his or her health. 432 

 433 
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Attestation from the relative or legal representative: I hereby certify that the informative 434 

interview has taken place and the adult incapable of discernment has consented to 435 

participate in this study and/or that there are no signs of opposition to his/her participation. 436 

 437 

Location, date First and last name in print 

 

Relationship with the patient:  

 

X  Person named in advance directives or in a power of attorney 

X  Curator 

X Spouse or partner registered and providing regular personal assistance 

X  Person living in common with the participant and providing regular 

personal assistance 

X Descending and providing regular personal assistance 

X  Father/Mother and providing regular personal assistance 

X  Brother/Sister and providing regular personal assistance 

 

Signature of the relative or legal representative: 

 

 

 438 

Attestation from the Physician Investigator: I hereby certify that I have explained to the 439 

participant's relative or legal representative the nature, importance and scope of the project. I 440 

declare that I meet all obligations in connection with this project in accordance with the 441 

applicable law. If, at any time during the project, I become aware of any elements that may 442 

affect the participant's consent to take part in the project, I undertake to inform his/her loved 443 

one or legal representative immediately. 444 

 445 

Location, date Name and first name of the investigating physician in block letters. 

 

 

Signature of the investigating physician: 
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 446 

  447 
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Declaration of consent for the reuse of data in encrypted form  448 

This consent does not cover the patient's individual participation in a study. "Reuse" means 449 

that data can be retained beyond participation in the study and used in coded form for other 450 

studies. For example, patient data can be analysed together with a large amount of other 451 

data, or new analyses can be carried out with this data.  452 

 453 

BASEC number of the study (after 

submission to the competent ethics 

commission): 

 

2023-XXXX 

Title (scientific and usual): 
 

Middle Meningeal Artery Embolization for 

Chronic Subdural Hematomas: A 

Randomized Clinical Trial to Determine the 

Likelihood of Recurrence After Embolization 

 

Middle Meningeal Artery (MMA) Embolization 

for cSDH: Rationale and Design for the STOp 

Recurrence of MMA Bleeding (STORMM) 

Randomized-Control Trial 

 

Participant: 

First and last name in print: 

Birth date: 

 

 

 

 

 454 

 I authorize the reuse of the patient's data from this study in coded form for medical 455 

research purposes. They will be available for future research projects, for an indefinite 456 

period of time. 457 

  458 

 I understood that the data is encrypted and that the identification list is kept securely. 459 

  460 

 The data can be analysed in Switzerland and abroad and stored in a database in 461 

Switzerland or abroad. Research institutions abroad must comply with the same data 462 

protection standards as those in Switzerland. 463 

  464 

 I make my decision of my own free will and I can reconsider my decision at any time. If I 465 

withdraw my consent, all patient data will be anonymised. I simply inform the 466 

investigating physician of my decision. I don't have to justify myself. 467 
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  468 

 In principle, the data is analysed holistically. If by chance a result that is very important 469 

for the patient's health comes to light, the person responsible will contact me. If I don't 470 

want to, I talk to the investigator. 471 

 472 

Attestation from the relative or legal representative: I hereby certify that the informative 473 

interview has taken place and the adult incapable of discernment has consented to 474 

participate in this study and/or that there are no signs of opposition to his/her participation. 475 

 476 

Location, date First and last name in print 

 

Relationship with the patient:  

 

X  Person named in advance directives or in a power of 

attorney 

X  Curator 

X Spouse or partner registered and providing regular personal 

assistance 

X  Person living in common with the participant and providing 

regular personal assistance 

X Descending and providing regular personal assistance 

X  Father/Mother and providing regular personal assistance 

X  Brother/Sister and providing regular personal assistance 

Signature of the relative or legal representative: 

 

 

 477 

Attestation from the Physician Investigator: I hereby certify that I have explained to the 478 

participant's relative or legal representative the nature, importance and scope of the project. I 479 

declare that I meet all obligations in connection with this project in accordance with the 480 

applicable law. If, at any time during the project, I become aware of any elements that may 481 

affect the participant's consent to take part in the project, I undertake to inform his/her loved 482 

one or legal representative immediately. 483 

 484 
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Location, date Name and first name of the investigating physician in block 

letters. 

 

 

Signature of the investigating physician: 

 

 

 

 485 

  486 
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Written confirmation from a physician not associated with the research project 487 

 488 

Written confirmation for the doctor who is not involved in the research project, who is 489 

not involved in the research project mentioned below and who defends the interests 490 

of the person taking part in the experiment (LRH art 30). 491 

  492 

Clinical Trial Data 493 

 494 

Research Project Title: Middle Meningeal Artery Embolization in Chronic Subdural 

Hematomas: A Randomized Clinical Trial to Determine the Likelihood of Recurrence 

After Embolization 

Research project number: 2023-XXXX 

Location of the research project: Geneva University Hospitals 

Name and surname of the investigator in charge: Prof Karl Schaller 

Name and surname of the participant:  

Date of birth (optional):  Gender (optional):   

 495 

I have received and read the protocol summary for the above-mentioned clinical trial. 496 

 497 

I certify that the interests of the participant are respected and that his or her medical follow-498 

up is guaranteed. 499 

 500 

Location, date Last name, first name and telephone 

number of the physician not associated 

with the research project (in print) 

 

 

 

Signature of the physician 

not associated with the 

research project 

 

 

 501 

I hereby certify that I have explained to the physician not associated with the research project 502 

the nature, importance and scope of the project. If I become aware, at any time during the 503 

project, of any elements that may influence the participant's consent to take part in the 504 

research project, I undertake to inform him/her immediately. 505 

 506 
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Location, date Surname, first name and telephone 

number of the investigator in charge (in 

print) 

 

 

 

Signature of the Investigator 

in Charge 

 

 507 
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