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Request for Participation in Medical Research
Study Title: PICO Negative Pressure for the Treatment of Uninfected Foot Ulcers and Wound Dehiscence - an unblinded, randomized-controlled, superiority trial (BALPIC Trial)

Lay Title: Negative Pressure Wound Therapy System Compared with Repeated Wound Care for Open Postoperative Wound Problems and Other Foot Wounds (BALPIC Study)
Dear Sir or Madam
We would like to inform you about the BALPIC study and ask whether you would like to participate. We aim to investigate how well an established medical device works compared to professional wound care.
We call such research a clinical trial[footnoteRef:2]. In this study, we want to find out whether negative pressure treatment or professional wound care alone leads to faster or better wound healing for an open wound, or whether both methods are equivalent. You have such a wound that we wish to close. Therefore, we are asking you whether you would like to participate in this study. [2:  The term used in the law for this is "clinical trial".] 

Your participation is voluntary. The following patient information is intended to help you make your decision. You may ask all questions regarding study participation in a discussion with the investigator. This is the term for the physicians who are responsible for a study and who care for you within the scope of this study. If you wish to participate, please sign the informed consent form. With your signature, you confirm that you have read and understood the patient information. If you do not understand something, please ask the investigator.




The patient information and informed consent form consist of four parts:
[bookmark: _Hlk122535489]Part 1	The Most Important Points in Brief
Part 2	The Details: Information about the Study
Part 3	Data Protection and Insurance Coverage
Part 4	informed consent form

If you read Part 1, you will receive an overview of the study.
In Part 2 we explain the entire procedure and background of the study in detail.
Part 3 contains information on data protection and insurance coverage.
With your signature at the end of the document, Part 4, you confirm that you have understood everything and agree to participate.
This study is initiated by Balgrist University Hospital (Prof. Dr. med. Uçkay). This institution is called the sponsor. The sponsor is responsible for, directs, and finances a study.

Your contact person for this study is: 
Name 		Prof. Dr. med. Ilker Uçkay
Address	Balgrist University Hospital, Forchstrasse 340, 8008 Zurich
Telephone	044 386 3705
044 386 1111 (24-hour availability)
E-mail		ilker.uckay@balgrist.ch


Part 1:
The Most Important Points in BriefEspecially from phase 3 studies (IMP) or confirmatory MD studies.

Why are we conducting this study?
You have an uninfected wound or an uninfected foot ulcer, and therefore we are asking you whether you would like to participate in this study.
After an operation, it can happen that the wound reopens. Foot ulcers, e.g. in diabetes, are also a common problem. These wounds often heal only slowly. We want to find out whether the PICO Negative Pressure Wound Therapy system (compared to standard wound care) accelerates healing in the above-mentioned uninfected wounds and thus shortens hospital stays and avoids unnecessary operations.

In Chapter 4 you will learn more about the scientific background of the study. 
What do you need to do if you participate?
Your participation in this study will last 6 weeks. During this time, you will come weekly for wound care – as you would without study participation – until your wound is completely closed. These appointments are part of your general treatment. However, the type of treatment depends on the study and the randomization (random allocation). This is explained in more detail below. An appointment lasts approximately 30 minutes. An additional effort required by the study is that a final check-up is performed after 6 weeks. The number of appointments is indicated in the figure in Chapter 5 and varies depending on the healing progress.
If you decide to participate, you will be randomly assigned to one of two groups. You will belong either to the intervention group or to the control group. You will know which group you belong to. In the intervention group, you will receive PICO Negative Pressure Wound Therapy, which is guided and monitored by the professional wound care team. In the control group, you will receive standard wound care by professional wound care experts.
In Chapter 5 learn more about the procedure and approach of the study.


What are the benefits and risks associated with participation?
Benefits
[bookmark: _Hlk198582875]You may not have a direct benefit from participating in the study. However, it is possible that your participation will help future patients. The benefit may be that your wound may heal faster. The costs of any negative pressure treatment will be covered by the study.
Risks
The intervention method is a relatively modern but not new method in conservative wound care. Negative pressure wound therapy is already used regularly in hospitals and is freely available on the Swiss market. Therefore, you are exposed to a low risk.
Patients in the non-PICO group may be treated longer and more frequently because the wound closes more slowly. Patients in the PICO group may find the device bothersome. To date, the following risks and side effects of the PICO system are known:
Bleeding into the wound in anticoagulated patients
Development of an infection under the dressing
Subjective disturbance of patients by the PICO device ()
Theoretically: Magnetic interference with other sensitive devices in immediate physical proximity
In Chapter 6 you will find further information on risks and burdens. 


Part 2:
The Details: Information about the Study
The Scientific Background of the Study
Background: Why are we conducting this study?
Acute postoperative wounds and foot ulcers are common problems in orthopedic patients. Treatment can be performed either surgically (revision surgery) or conservatively (wound care with or without negative pressure therapy).
According to our data, open wounds occur after elective orthopedic procedures in 2-5% of cases. Approximately half of diabetic patients develop chronic foot ulcers, of which a quarter become infected. Infected wounds are usually operated on, while non-infected wounds are treated conservatively. Frequently, conservative treatment of approximately 1-2 weeks is attempted before surgical closure is performed.
One conservative treatment option is negative pressure therapy. This involves suctioning wound fluid, which can lead to faster healing than conventional wound care alone. This negative pressure can be generated, for example, by the PICO device. A PICO device consists of a small, portable pump that can continuously suction wound fluid and approximate wound edges for up to seven days. Negative pressure wound therapy is effective for chronic and acute wounds, cost-efficient, and has been approved in Switzerland for a long time. It is regularly used by many professional nursing staff. Studies show that it can also shorten hospital stays and significantly contribute to the prevention of (not yet occurred) postoperative wound problems.
[bookmark: _Hlk100593157]However, there has been no study in Switzerland to date that directly compares the conservative, established negative pressure therapy with professional, equally conservative and established wound care regarding efficiency and speed. Internationally, negative pressure therapy is considered one of many treatment options. Whether it is superior to conventional wound care has not yet been clearly established and remains an open question. The BALPIC study aims to answer this question. We are therefore investigating whether repetitive professional wound care or the (outpatient) use of a negative pressure wound therapy system leads to faster wound closure. 
The international company Smith & Nephew supports the study with a donation and the required materials. Balgrist University Hospital organizes the study, including insurance and communication with the authorities in Switzerland.


Study Design: How do we proceed?
In our study, participants are randomly assigned to groups. This is important to obtain reliable study results. This is called randomization. Both groups are equal in size and receive different treatments:
Group 1 receives the intervention method, the PICO Negative Pressure Wound Therapy.
Group 2 (control group) receives standard wound care.
The study is a so-called unblinded study. This means that both the investigators and the patients know which group they have been assigned to.
Patients with non-infected postoperative wounds or diabetic foot ulcers will be included. The aim of the study is to examine whether PICO therapy improves wound closure. All participants may participate in this study at most once with the same wound. A maximum of one or two larger wounds per person will be documented and treated. Documentation is standardized using measuring tape and photographs.
The entire wound therapy, including the application of the PICO device, is performed by specialized wound care professionals during the hospital stay and in outpatient follow-up. The study lasts a total of two years.
Regulations on Scientific Research Involving Humans
We conduct this study in accordance with Swiss law (Human Research Act, data protection laws). In addition, we observe all internationally recognized guidelines. The responsible ethics committee has reviewed and approved the study.
A description of this study can also be found on the website of the Federal Office of Public Health at www.humanforschung-schweiz.ch/de/ under the HumRes registration number 67820 or the BASEC number 2025-D0043.
Our study is a national study. This means there are 2 x 150 participants in Switzerland.


Course of the Study
What do you need to do if you participate in the study?
Participation in the study is voluntary and lasts 6 weeks (42 days +/-7 days). You must follow the schedule (Chapter 5.2) and all instructions given by your investigator.
You must inform your investigator if your health condition changes, e.g. if you have fever, new pain, or other new complaints in the wound area. This also applies if you discontinue the study prematurely (Chapter 5.3 and 5.4).
The wounds themselves are monitored and documented together with your treating physicians and the wound experts at Balgrist.
You must return the PICO devices after use, including the outer packaging, and hand them over to the study team.
What happens at the appointments?
The exact number of appointments at the wound clinic cannot be determined at the start of the study. It depends on the individual course of wound healing. The timeline of appointments can be found in the table below. As a rule, we expect you to come to the hospital once a week for wound treatment or PICO change. The entire treatment can last up to 6 weeks. The study and its study visits are based at Balgrist University Hospital. Between visits, you can also be co-managed at home by a professional nurse or your general practitioner.

Schedule: General and Additional Examinations
The following schedule shows all appointments. 
	
	Preliminary
	Visit 1
	Visits 2-6 
	Final Visit

	Appointment
	-Wk 4
	Wk 0
	Wk 1, 2, 3, 4, 5
(± 2 days)
	Wk 6
(± 7 days)

	Informed consent, patient information
	+
	
	
	

	Written consent
	+
	
	
	

	Treatment
	
	+*
	+*
	+**



* General examinations. Treatment continues until your wound is completely closed. The number of appointments therefore varies depending on the healing progress.
** Additional study-specific examination. This appointment represents additional effort for you.  


Description of Study Visits: 
Visit 1 – (Wk 0) 
Answering all open questions and, if applicable, study enrollment, written consent, randomization, recording of patient data, wound assessment and treatment.

Visits 2 / 3 / 4 / 5 / 6 – Week 1 / 2 / 3 / 4 / 5 (+/- 2 days) 
Wound assessment, treatment, and decision on further procedure. We will end the wound treatment when the wound is closed or when, from a medical perspective, there are reasons against continuing the therapy. Otherwise, treatment is continued. Recording of adverse events.

Final Visit – Week 6 (+/- 7 days)
[bookmark: _Hlk192152332]In week 6, the final check-up takes place. It will be assessed whether your wound has completely healed. Further medical measures are only carried out if clinically necessary. Recording of adverse events, end of study.

At all appointments, we carry out the following steps:
· We answer your questions.
· We ask you questions about your health status.
· We assess and measure the wound.
· We clean and care for the wound.
· We discuss the further procedure together. 
Blood tests or radiological examinations are only performed when medically necessary and are not related to the study.

Through these examinations, we can accurately assess the progress of wound healing and the speed of wound closure.
We schedule the appointments together with you at the wound clinic. We ask you to inform us early if you need to reschedule an appointment for important reasons.


When does participation in the study end?
For you, participation lasts 6 weeks (+/- 7 days). A PICO application is intended for 7 days each and can, if necessary, be extended up to 5 times by 7 days. 
The frequency of professional wound care is determined individually by the responsible wound care professionals and orthopedic surgeons. It follows the internal clinical guidelines of Balgrist University Hospital and the standards customary in Switzerland. Normally, professional wound care takes place at least once a week.
You can discontinue your participation at any time ( Chapter 5.4). You do not need to explain why you no longer wish to participate. If you wish to end your participation early, please speak with the responsible investigator (Prof. Dr. med. Ilker Uçkay). If you end your participation prematurely, this will have no effect on your further medical treatment or care ( Chapter 5.4 for alternative treatment options).
If your participation ends prematurely, we will still analyze the data collected up to that point (e.g. age, sex, BMI, wound size) for the study. Your study data will remain coded ( Chapter 9). 
It is also possible that we may have to ask you to end the study early. This is the case, for example, when the well-being of the patient is at risk (e.g. the wound becomes infected) or to maintain the integrity of the data (e.g. the patient provides false information).
What happens if you do not wish to participate?
Even if you do not participate in this study, we will provide you with the best possible medical treatment and care according to current standards. If you do not wish to participate in the study, your investigator will advise you about alternative treatment options in a discussion.
Pregnancy
The orthopedic wound care of non-infected wounds and participation in the BALPIC study are not associated with any particular risk for pregnant or breastfeeding women and their (unborn) children. Therefore, pregnant and breastfeeding women may participate in the BALPIC study.


Risks, Burdens, and Side Effects
What risks and burdens may occur?
As with any medical treatment, participation in this study also involves risks and burdens from the medical device. Some risks are already known to us, others are still unknown. This uncertainty is not unusual in the context of studies. You will find in Chapter 6.2 a list of the most common and most severe risks. Many side effects can be treated medically. We will inform you during the study about all new findings regarding risks and side effects.
In addition, there are risks associated with the medical examinations performed within the scope of the study. You may already be familiar with some of these examinations. You will find in Chapter 6.3 a list of these examination-related risks.
The most common and most serious risks from the medical device 
Here you will find information about the most common and most serious side effects that are already known. 
We use the following descriptions: 
	very common
	The side effect is found in more than 10 out of 100 people (more than 10%).

	common
	The side effect is found in 1 to 10 out of 100 people (1%-10%).

	occasional
	The side effect is found in 1 to 10 out of 1,000 people (0.1%-1%).

	rare
	The side effect is found in 1 to 10 out of 10,000 people (0.01%-0.1%).

	very rare
	The side effect is found in fewer than 1 out of 10,000 people (less than 0.01%).



Common side effects include:
Subjective disturbance from the device (individual interpretation by patients)
Rare but dangerous side effects include:
Bleeding into the wound in anticoagulated patients (in both study groups)
Development of a wound infection (in both study groups)
Theoretically very rare but potentially dangerous side effects include:
Magnetic interference with other sensitive devices in the patient's body in immediate proximity to the wound (PICO group only).
Risks and Burdens from Examinations in the Study
We perform various medical examinations for this study ( Chapter 5.2). These examinations are not performed because of the study itself but are part of standard wound treatment. These examinations are established procedures. Nevertheless, they may have risks and burdens, meaning the examinations may be uncomfortable or have undesirable side effects. In this study, the following risks and burdens exist:
Blood draws (if medically necessary): Bruising, bleeding, or swelling at the puncture site may occur. The study itself does not require blood draws. However, these may be necessary as part of the surgical or nursing treatment.


Funding and Compensation
This study is initiated and fully funded by the sponsor Prof. Dr. med. Ilker Uçkay of Balgrist University Hospital . Smith & Nephew provides an academic grant as well as the PICO devices (PICO 7 Negative Pressure System) for the conduct of the study.
The researchers involved have no financial benefit from conducting this study. 
If you participate in this study, you will not receive any money or other compensation. Participation in the study does not result in any additional costs for you or your health insurance. 
Results of the Study
There are results that concern you personally. Your investigator will communicate these results to you. There are also theoretically incidental findings. Incidental findings are unintended "accompanying results". However, these practically never occur in wound treatment, as they are identified in open wounds long before treatment. We will inform you if any theoretical incidental findings are relevant to your health.
[bookmark: _Hlk172814494]There are also the overall results of the study, which come from the data of all participants. This includes, for example, that we know more about wound treatment. These results do not directly concern you or your health. However, your investigator will be happy to provide you with a summary of the overall study results at the end of the study, if you wish. 
Furthermore, the results will be published in lay language after the end of the study. You can access the summarized study results in lay language approximately one year after the end of the study at https://www.humanforschung-schweiz.ch under the BASEC number 2025-D0043 (expected end of study 2027).


Part 3:
Data Protection and Insurance Coverage
Data Protection 
[bookmark: _Hlk143782590]We protect your data (e.g. wound size from your medical records). There are strict legal regulations in Switzerland for the protection of data. For international studies, in addition to the requirements in Switzerland, EU standard regulations also apply.
The Swiss Data Protection Act gives you the right to access, correct, and receive your data that is collected, processed, and transmitted within the scope of the study. These rights cannot always be guaranteed in exceptional cases due to other legal or regulatory requirements. If you have questions about this, please contact your investigator.
Coding of Data 
In every study, data is generated from the examinations:. In addition to health data, demographic information is also collected. This data is documented. This usually happens electronically in large tables, the so-called "case report forms". All data is documented in coded form. "Coded" means that personal information that could directly identify you is kept separately from the examination results. For this purpose, there is a list (key list) that identifies each person with a unique code. For example, your name, date of birth, or place of residence are not listed directly in the case report form. This key list remains for a period of 10 years at Balgrist University Hospital and is subsequently destroyed. No one else receives this key list. Special exceptions are regulated in Chapter 9.5.


Safe Handling of Data During the Study
The sponsor Prof. Dr. med. Ilker Uçkay is responsible for the safe handling of your data from this study. He is responsible for ensuring that applicable laws, e.g. data protection laws, are complied with. This also applies when (coded) data is sent to countries with less comprehensive data protection laws. The study data may be made available to Smith & Nephew in coded form if required.
In this study, your data is collected and transmitted electronically. The data is stored on a server in Switzerland. Nevertheless, there is always a certain residual risk that unauthorized persons may access your personal data (e.g. risk of "hacking"). Photographs of the wounds are routinely taken for treatment documentation, also outside of this study, and are stored confidentially in the clinical information system. We will handle the photographs confidentially and retain them for 10 years.
It is often important that your general practitioner shares data from your medical records with the investigator. This also applies to other physicians who treat you. With the consent at the end of this document, you grant this permission. 
Safe Handling of Data After the End of the Study
The sponsor remains responsible for the safe handling of your data after the end of the study. The law requires that all study documents, e.g. the case report forms, be retained for at least 10 years.
After the end of this long period, study data remains coded. Health-relevant data from your medical records, including from this study, are and will remain always accessible to your healthcare providers.
After completion of a study, the results are usually published in scientific journals. For this purpose, the results are reviewed by other experts. Your coded data must be forwarded to these experts. However, the data may not be used for new research purposes. This would require your separate consent ( Chapter 9.4).
Further Use and Disclosure of Your Data in Other, Future Studies
Your data from this study is very important for future research. Data used for this trial may potentially be further used and/or disclosed for other trials (including abroad).
For the further use and/or disclosure of your data, we need your separate consent. This is voluntary. Please read the additional consent form at the end of this document carefully. Please sign the consent if you wish to support further research in the future with your data. Even if you do not agree, you can still participate in the study. 
Right of Inspection During Audits
The conduct of this study may be audited. The audit is carried out by authorities such as the responsible ethics committee or the regulatory authority Swissmedic
or by foreign regulatory authorities. The sponsor must also perform such audits to ensure the quality of this study and the results. 
For this purpose, a few specially trained persons receive access to your personal data and your medical records. For this audit, the data is therefore not not coded. The persons who see your uncoded data are bound by professional secrecy.
As a study participant, you have the right to view your own data at any time.

Insurance Coverage
You are insured if you suffer damage due to the study itself – i.e. due to the PICO or the specific study procedures. The procedure is regulated by law. If you believe that you are suffering damage as a result of the study, please contact your investigator. 

Part 4:
Consent Forms
This consent consists of two independent consent forms: 
· Consent form for participation in this BALPIC study 
· Consent form for the further use and disclosure of data from this study in coded form for further research.
Please read this form carefully. Please ask us if you do not understand something or if you would like to know more. Your written consent is required for participation.

Consent Form for Participation in the BALPIC Study
	BASEC Number
	2025-D0043

	Study Title
	PICO Negative Pressure for the Treatment of Uninfected Foot Ulcers and Wound Dehiscence - an un-blinded, randomized-controlled, superiority trial (BALPIC Trial)

	Lay Title
	Negative Pressure Wound Therapy System Compared with Repeated Wound Care for Open Postoperative Wound Problems and Other Foot Wounds (BALPIC Study)

	Responsible Institution
(Sponsor with address)
	Balgrist University Hospital
Forchstrasse 340, 8008 Zurich

	Study Site
	Balgrist University Hospital or outpatient

	Investigator at the Study Site
	Prof. Dr. med. Ilker Uçkay


	Participant:
Name:
First name:
Date of birth:
	









I have received oral and written information about the study from the investigator who signs below. 

The investigator has explained to me the purpose, procedure, and risks of the study . 

I participate in the study voluntarily.

The investigator has explained to me what possible standard treatments exist outside of the study.

I had sufficient time to make this decision. I keep the written information and receive a copy of my written consent form.

I can end my participation at any time. I do not need to explain why. Even if I end my participation, I will continue to receive my medical treatment. The data that has been collected up to that point will still be analyzed as part of the study.

If I withdraw, the data remains coded.

If it is better for my health, the investigator may exclude me from the study at any time.

I understand that my data may only be disclosed in coded form for this study and may be sent abroad. The sponsor ensures that data protection is maintained according to Swiss standards.

I will be informed of results and/or incidental findings that directly affect my health. If I do not wish this, I will discuss it with my investigator.

My general practitioner may know that I am participating in the study. My general practitioner may share data from my medical records that is important for the study with the investigator. This also applies to other physicians who treat me.

The responsible professionals of the sponsor, the ethics committee, and the regulatory authority Swissmedic may inspect my uncoded data for audit purposes. All these persons are bound by professional secrecy.

I know that Balgrist University Hospital has taken out insurance. This insurance pays if I suffer damage – but only if the damage is directly related to the study. 
	
Place:



Date:
	Participant
Name:
First name:


Signature:





Confirmation by the Investigator: I hereby confirm that I have explained to this participant the nature, significance, and scope of the study. I assure that I will fulfill all obligations related to this study under Swiss law. Should I learn during the course of the study of any aspects that could influence the participant's willingness to participate in the study, I will promptly inform him/her.
	
Place:



Date:
	Investigator
Name:
First name:


Signature:






Consent Form for the Further Use and/or Disclosure of Data in Coded Form
This consent does not concern you in the sense of personal participation in a study. ( Chapter 9.4 of the patient information).
"Further use" means that your data may be retained beyond the time of your study participation and used in coded form for further research. This may mean, for example, that the size measurement of your wound is statistically analyzed together with a large number of other values, or that new investigations are carried out with it. 
"Disclosure" means that your data may be passed on to other researchers or research institutions in coded form for further research projects. These other researchers or research institutions may also be located abroad. It is the responsibility of the sponsor to ensure that the country in question has an adequate level of data protection comparable to that of Switzerland.

	BASEC Number:
	2025-D0043

	Study Title
	PICO Negative Pressure for the Treatment of Uninfected Foot Ulcers and Wound Dehiscence - an un-blinded, randomized-controlled, superiority trial (BALPIC Trial)

	Lay Title
	Negative Pressure Wound Therapy System Compared with Repeated Wound Care for Open Postoperative Wound Problems and Other Foot Wounds (BALPIC Study)

	Participant:
Name:
First name:
Date of birth:

	



I permit my coded data from this study to be further used and disclosed (including abroad) for medical research. 

· I understand that the data is coded and the key is stored securely. 

· The data may be analyzed domestically and abroad and stored in a database here or abroad. Research institutions abroad must comply with the same data protection standards as those applicable in Switzerland.

· I voluntarily decide in favor of the further use and/or disclosure of data in coded form and may revoke this decision at any time. I only need to inform my investigator and do not need to justify this decision.

If I withdraw, the data remains coded.

· Normally, all data is analyzed in aggregate. If an incidental result that is very important for my health is found, I will be contacted. If I do not wish this, I will inform my investigator.

	
Place:



Date:
	Participant
Name:
First name: 


Signature:





Confirmation by the Investigator: I confirm that I have explained to the participant the nature, significance, and scope of the further use and/or disclosure of data.
	
Place: 



Date:
	Investigator
Name:
First name: 


Signature:
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