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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
Flinders Medical Centre (Southern Adelaide Local Health Network)
	Title
	Overcoming barriers to wound healing in a neuroischemic diabetic foot cohort using novel tissue augmentation technology (NovoSorb® Biodegradable Temporising Matrix): a single blind randomised control trial.

	Short Title
	Prisma in minor amputations

	Protocol Number
	

	Coordinating Principal Investigator/ Principal Investigator
	Mr Frank Guerriero / A/Prof Chris Delaney, Dept. Vascular and Endovascular Surgery 

	
	

	Location 
	Flinders Medical Centre, Bedford Park, SA 5042




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you have a wound/injury to your foot which requires amputation or surgery of the affected digit, tissue, or bone (known as a minor amputation).  The research project is testing a new technology for healing wounds after having had a minor amputation.  The new technology is called NovoSorb® Biodegradable Temporising Matrix (BTM for short) a product which contains biodegradable polyurethane – a special type of plastic.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether to take part, you might want to talk about it with a relative, friend or your local doctor.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:
• Understand what you have read
• Consent to take part in the research project
• Consent to have the tests and treatments that are described

• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.
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What is the purpose of this research?
This research project aims to assess the impact of a wound healing technology (NovoSorb® BTM) on the rate of wound healing in participants who need to undergo minor amputation of their foot. A minor amputation is a procedure which is required to be performed when there is infection or damage to the tissue of the foot which is no longer able to be salvaged or healed without surgery. A minor amputation may involve one or more of your toes or a portion of your foot which has become damaged and is not able to be saved or healed without removal (amputation) of the affected tissue.

Ischemia is a condition where parts of the body are starved of blood, which provide oxygen and nutrients for survival, in turn resulting in damage to tissue which can result in wounds. Neuro-ischemia is a condition most often suffered by people with diabetes. This condition affects both the large and small blood vessels in your body, which results in ischemia to tissues. In people with diabetes this condition often affects the blood vessels in their feet which can lead to non-healing wounds. This study seeks to test the ability of the NovoSorb® BTM to heal wounds in people with wounds related to neuro-ischemia.

NovoSorb® BTM was originally designed for use in healing wounds in burns patients. The technology has proven useful in helping to heal burns wounds for more than 5 years. This technology is a piece of foam which serves as a scaffold for your healing tissue to grow through. The product is applied by a surgeon in a theatre environment and is left in place until your tissue has grown through the foam scaffold. The foam is specially formulated to slowly dissolve as your healing progresses and your tissue gets stronger. The foam is absorbed by your body and is considered safe and non-toxic.
We are seeking to assess whether NovoSorb® BTM helps to heal minor amputation wounds faster and with less risk of infection when compared with current practice (standard wound dressings – negative pressure and antimicrobial dressings).
Medications, drugs, and devices must be approved for use by the Australian Federal Government. NovoSorb® BTM is approved in Australia to treat wounds.
This research has been initiated by the study doctor and nurse practitioner, Associate Professor Christopher Delaney, and Frank Guerriero.
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What does participation in this research involve?

Participation in this study requires you to read this Participant Information sheet and sign a consent form prior to any study assessments being performed.
As a participant in this study, you will be asked to attend the Flinders Medical Centre vascular surgery outpatients service within 2 weeks of your amputation surgery, at 4 weeks post your amputation surgery, and every 4 weeks thereafter until your wound is healed. These contact points are part of your normal post amputation follow-up and would be requested of you whether you were participating in this trial or not.
Participants are required to be reviewed at the above outlined intervals for a total of 12 months post their minor amputation surgery or until your wound is healed, whichever comes first. At 12 months a final assessment of wound healing is performed, after which participants will continue to receive ongoing care for their wound should it not be healed.
Study Design and Procedures

You will be participating in a randomised controlled research project. Sometimes we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random). Participants are assigned to each group at a 1:1 ratio prior to the commencement of their surgery via secret envelope. 
There will be two groups in this study: a trial group who will receive the NovoSorb® BTM technology applied to their minor amputation wound at the time of surgery and the control group who will receive the usual standard of care during and post-surgery. Post-surgery care of your wound will be undertaken by hospital staff during your inpatient stay and community nurses once discharged. The research team will be closely supervising your care throughout your participation in this trial. 
All study participants are required to have their minor amputation wounds assessed at scheduled intervals (48 hours, 2 weeks,4 weeks and every 4 weeks thereafter until healed) post-surgery. Photographs and measurements of your wound will be taken at each assessment point. These assessments will be performed as part of usual standard of care following minor lower limb amputation. 

You will also have some blood taken, on the day of surgery, and at day 14 and 28 post surgery. Where possible we will include this as part of routine post-surgery blood testing to minimise the number of tests required. These blood samples will be testing markers for wound healing.
Samples of the fluid secreted from your wound will be taken from the discarded dressing materials used as part of your post-surgery care. This will be performed at day 7 and day 14 post surgery.
As part of this research, we will be taking samples of your wound tissue, using a biopsy procedure on the day of surgery and at day 14 and 28 post surgery. Biopsies performed at day 14 and 28 will require a small injection of anaesthetic to the skin near your wound to numb the skin and wound. Small samples of tissue will be taken from the wound tissue. We anticipate the biopsy site will heal at the same rate as the rest of your wound and will not cause problems with your healing. The tissue samples will be used to assess what is happening to the cells in your wound bed.
Blood tests, body fluids and tissue samples taken as part of this study will not be used for any other purpose.
A summary of the types of measurements and samples (blood, wound fluid, and tissue) and the time frames for them to be taken is provided in a table on the last page of this document. 

This research project will span a total of 18 months from date of enrolment of our first participant.
We will be required to inform any community nursing services involved in your post amputation wound management of your participation in this study. All study participants will be provided with correspondence to their community nursing and medical services involved in their wound management on day of discharge.
Your vascular surgeon will be informed of your participation in this research project. Your participation in this research project will not change or influence the standard of care you will receive from your vascular surgeon.

Progress of this research project will be monitored by the Department of Vascular and Endovascular Surgery research committee.

This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  
Additional costs

There are no additional costs associated with participating in this research project, nor will you be paid. All wound technology products, wound dressing products, tests and medical care required as part of the research project and that are not included in the usual standard of care will be provided to you free of charge. Follow-up intervals are aligned with normal scheduled outpatient reviews, no additional visits to hospital will be required of you as part of this study, therefore we are not able to offer reimbursement for parking or transport costs related to your post-surgery care.
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What do I have to do?
There are no special requirements or lifestyle placed on participants of this research project. Understandably you will experience new limitations to your lifestyle as a normal part of recovering from minor amputation surgery, these changes will have been explained to you as part of your consent for the surgery and by health care workers as part of your post-surgery care. 

Participation in either group of this trial has no impact on your ability to take your regular medications and you should continue to take these. 

You will need to keep your wound dressings dry and free from contamination from external water sources, this will mean that you will need to over your leg in a plastic bag or shower bag device whilst you have an unhealed wound, and you will not be able to go swimming until your wound is completely healed. Please note that these are standard restrictions placed on any person undergoing minor amputation surgery.

You need to report to the study team (Frank Guerriero or Assoc/Prof Christopher Delaney) any adverse effects or reactions to the dressing products used in your post-surgery care. Please contact the Flinders Medical Centre switch board on (08) 8204 5511 and ask to be put through to one of the above-named personnel.
5
Other relevant information about the research project
This project aims to enrol a total of 64 participants with 32 participants assigned to each group. 
This project will be conducted solely at Flinders Medical Centre, with follow-up to be performed by the Department of Vascular and Endovascular Surgery team at either Flinders Medical Centre or Marion GP Plus campuses. 

In the unfortunate event that you are required to undergo further major amputation of the lower limb or need additional surgery to address a lack of blood flow in your leg/foot your participation in the research project will be stopped. 
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Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with Flinders Medical Centre
7
What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital.  Other options are available; these include electing to not participate in this study and receive the usual standard of care following for your amputation or seeking of a second opinion from another health service or vascular surgeon.  Your study doctor will discuss these options with you before you decide whether to take part in this research project.  You can also discuss the options with your local doctor.
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What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include decreased risk of infection and improved success of wound healing.
Results from this research project will influence future wound management practice for people undergoing minor amputations of the lower limb.
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What are the possible risks and disadvantages of taking part?

Possible risks from participating in this trial include risk of infection or decreased rate of healing. NovoSorb® BTM has been tested and risk assessed in accordance with International Organization for Standardization safety standards for biological evaluation of medical devices (ISO 10993-1:2018) with no issues identified save those mentioned below. 

Allergy and Sensitivity to dressing products
NovoSorb BTM™ is a topical wound technology product placed into a wound bed, there have been no reported allergies or sensitivities to this product. If you have a known allergy to polyurethane foam, you need to notify the study coordinator.

Should you experience pain or experience a sensitivity reaction to either the standard dressings or NovoSorb® BTM (itching, skin blistering, pain) we ask that you notify the study coordinator (Frank Guerriero) as soon as possible. In the event of a suspected allergy or sensitivity you will be assessed by the study coordinator and your supervising vascular surgeon.
If you require additional medical or surgical treatment because of hypersensitivity or allergy, any costs of this treatment will be free of charge
If you become upset or distressed because of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 
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What if new information arises during this research project?

Sometimes during a research project, new information becomes available about the treatment that is being studied. If this happens, your study coordinator will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study coordinator will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.
Also, on receiving new information, your study coordinator might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.
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Can I have other treatments during this research project?

It is important to tell your study coordinator and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins, or herbal remedies, acupuncture, or other alternative treatments. You should also tell your study coordinator about any changes to these during your participation in the research project. Your study coordinator should also explain to you which treatments or medications need to be stopped for the time you are involved in the research project.
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What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
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Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects

• The technology being shown not to be effective
• The technology shown to work and not need further testing
• Decisions made by local regulatory/health authorities.
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What happens when the research project ends?

When your participation in the treatment project ends your care will revert to the usual standard of care for people who have undergone minor amputation of the lower limb.
If you still have an unhealed surgical wound, you will continue to receive the usual standard of care for wound management. 

Pending results of the research, the NovoSorb® BTM product would be available for utilisation as a treatment of minor amputation wounds. This will include participants who were previously in the usual standard of care (non-NovoSorb® BTM) group.
In the event of complete would healing, your ongoing post-surgical foot care needs will be managed by your general practitioner and podiatrist. Correspondence will be sent to your general practitioner and podiatrist on discharge from this research project.

The outcomes of the research will be shared with all study participants via letter, once the results of the research have been evaluated.
Part 2
How is the research project being conducted?
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What will happen to information about me?
By signing the consent form, you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.

All study participants are required to have photographs and measurements taken of their minor amputation wounds at scheduled intervals (48 hours, 2 weeks,4 weeks and every 4 weeks thereafter weeks post-surgery). These details will be stored on computers which are property of the South Australian government (SA Health). Access to this data and images will only be available to your treating surgeon and clinicians directly involved in this research project and stored on a secure SA Health server. Data collected will be stored on a secure server for a total of 15 years, from date of research project completion before being deleted. 
It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission.  Photographs containing patient details will be de-identified prior to publication. 
Information about your participation in this research project may be recorded in your health records.

In accordance with relevant Australian and South Australian privacy and other relevant laws, you have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.
Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.
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Complaints and compensation
If you suffer any injuries or complications because of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
In the event of loss or injury, the parties involved in this research project have agreed to consider compensation without litigation. However, such compensation is not automatic, and you may have to take legal action to determine whether you should be paid. You should report any injury or illness to Associate Professor Christopher Delaney. 
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Who is organising and funding the research?
This research project is being conducted by Flinders Medical Centre, Department of Vascular and Endovascular Surgery.
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to Flinders Medical Centre the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.
No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).
In 2021 the Department of Vascular and Endovascular Surgery was awarded a grant to the value of $180,000 from the company who manufactures NovoSorb® BTM (PolyNovo Australia Pty, Ltd). Monies from this grant are to be used to support the undertaking of a PhD research project related to this product, which includes laboratory costs and research staff wages support. 
19
Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the Southern Adelaide Clinical Human Research Ethics Committee. 
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.
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Further information and who to contact
The person you may need to contact will depend on the nature of your query. 
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on 8204 5445 or any of the following people:

Clinical contact person

	Name
	Frank Guerriero

	Position
	Nurse Practitioner / Study Coordinator

	Telephone
	0412 767 374

	Email
	frank.guerriero@sa.gov.au


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:
Complaints contact person

	Position
	Director, Research Operations

	Telephone
	8204 6453

	Email
	Health.SALHNOfficeforResearch@sa.gov.au


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	Southern Adelaide Clinical Human Research Ethics Committee 

	Position
	Executive Officer

	Telephone
	8204 6453

	Email
	Health.SALHNOfficeforResearch@sa.gov.au 


Reviewing HREC approving this research and HREC Executive Officer details
Local HREC Office contact (Single Site -Research Governance Officer)
	Position
	Research Governance Administration Officer

	Telephone
	8204 6453

	Email
	Health.SALHNOfficeforResearch@sa.gov.au


Consent Form - Adult providing own consent
	Title
	Overcoming barriers to wound healing in a neuroischemic diabetic foot cohort using novel tissue augmentation technology (NovoSorb® Biodegradable Temporising Matrix): a single blind randomised control trial.
	

	Short Title
	BTM in diabetic foot wounds
	

	Protocol Number
	
	

	Coordinating Principal Investigator/

Principal Investigator
	Mr Frank Guerriero, Dept. Vascular and Endovascular Surgery
	

	Location
	Flinders Medical Centre, Bedford Park, SA 5042
	


Declaration by Participant

I have read the Participant Information Sheet, or someone has read it to me in a language that I understand.
I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals, or laboratories outside this hospital to release information to Flinders Medical Centre concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	
	
	

	

	
	
	
	
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  If an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project; its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Note: All parties signing the consent section must date their own signature.
Form for Withdrawal of Participation - Adult providing own consent
	Title
	Overcoming barriers to wound healing in a neuroischemic diabetic foot cohort using novel tissue augmentation technology (NovoSorb® Biodegradable Temporising Matrix): a single blind randomised control trial.
	

	Short Title
	BTM in diabetic foot wounds
	

	Protocol Number
	
	

	Coordinating Principal Investigator/

Principal Investigator
	Mr Frank Guerriero, Dept. Vascular and Endovascular Surgery
	

	Location 
	Flinders Medical Centre, Bedford Park, SA 5042
	


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Flinders Medical Centre
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


If the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project, and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
Summary of assessments and samples taken 
	Time frame
	Assessment Required
	Sample type(s)

	On Recruitment
	· WIfI assessment

· Pedal sensory assessment 

· Past medical history

· Height, Weight, BMI

· AUSVIQUOL Index

· Blood biochemistry and haematology

· Tissue perfusion studies
	· Documentation / Questionnaire

· Height, Weight

· Blood test

· ABPI / Toe pressures

· Skin oxygen studies

	Time of Surgery
	· Tissue biopsy (peri-wound)

· Wound demographics and details of surgery
	· Documentation 

· Incisional tissue biopsy under operating theatre conditions

	Day 2 post surgery
	· Wound fluid sample

· Clinical photography
	· Body fluid from dressing (NPWT) foam

· Digital photo

	Day 7 post surgery
	· Wound fluid sample

· Clinical photography

· Adherence to offloading questionnaire 

· Wound measurement
	· Body fluid from dressing (NPWT) foam

· Digital photo

· Documentation / Questionnaire

· Wound tracing 

	Day 14 post surgery
	· Wound fluid sample

· Clinical photography

· Adherence to offloading questionnaire

· Wound measurement 

· Wound and wound edge tissue biopsies
	· Body fluid from dressing (NPWT) foam

· Digital photo

· Documentation / Questionnaire

· Wound tracing 

· Tissue biopsy under local anaesthetic

	Day 28 post surgery
	· Clinical photography

· Adherence to offloading questionnaire

· Wound measurement 

· Wound and wound edge tissue biopsies

· Blood biochemistry and haematology
	· Digital photo

· Documentation / Questionnaire

· Wound tracing 

· Tissue biopsy under local anaesthetic

· Blood sample

	Every 28 days thereafter until wound is healed or 12 months.
	· Clinical photography

· Adherence to offloading questionnaire

· Wound measurement 


	· Digital photo

· Documentation / Questionnaire

· Wound tracing 



	3 & 12 Months post-surgery
	· AUSVIQUOL Index

· In addition to above ongoing 28-day data collection 
	· Documentation / Questionnaire
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