VASCUSTIM HEAL REGISTRY FOR TREATMENT OF NON-HEALING ULCERS
CONSENT FORM

Background:
Diabetes causes many health problems including development of narrowing and obstruction of primarily the small arteries, but also large blood vessels, including those that supply blood flow to the legs. This often results in the development of ulcers and wounds in the foot or leg that once present, often do not heal, and can progress to painful wounds requiring extended care, and risk of amputation.

You have developed a wound that has not responded well to conventional treatments, and have been invited to participate in a voluntary clinical research Registry study to evaluate the benefit of a combined treatment regimen with the goal of complete healing this wound. The study will involve treatments that will be used in addition to usual wound care.

Participation in a Registry:
The difference between a Registry and a standard research study is that there is only one treatment option in a Registry, with no placebo involved. Every patient enrolled in this Registry will receive a combination regimen of treatments that have each been approved for this indication, and are commercially available. However, to date they have never been used in this combination, but they are anticipated to be synergistic, or work well together, to achieve better wound healing than any component individually.

This study has been reviewed and approved by the Institutional Review Board (IRB) of USC. The study will be listed in the National Institutes of Health clinical trial database. It will be conducted at several other centers across the country in addition to USC, and enroll up to 100 patients. It will be led by Dr David Armstrong, with close collaboration with Stephanie Woefel-Dyess and physical therapists and colleagues in the wound clinic at USC. One of the members of this team will be available to address any concerns or problems related to your wound during the course of the study.

Eligibility
You qualify for participation in this study because of the presence of a wound on your foot or ankle, and having Diabetes. Your participation is totally voluntary, and not participating will not cause any penalty to you or adversely affect your care or cause any loss of benefits. This Registry is a research study, and the results of all patients that participate will be collected in a manner that will prevent identification of your name or identity. This data will be used to demonstrate the overall benefit of this combined approach to treatment of non-healing wounds, and will be published in medical journals and potentially presented at medical meetings to help educate providers about the added benefit of this new combined approach. 
You can elect to discontinue participation in this Registry study at any time.

Treatment
The Registry includes the use of bioelectric stimulation. The body constantly maintains several electrical fields, with one example being the Electrocardiogram (EKG) which measures that current that exists in the heart. These electrical fields play am important role in many of the body’s function including wound healing. Research has shown that stem cells are the primary agents in the body that drive native wound healing, and that stem cells are very responsive to low level changes in electrical fields and current. The delivery of this stimulation across the wound leads to your body’s stem cells being recruited to the wound, and to enhance healing, in part by also increasing local factors that lead to new blood vessel formation, which is critical to wound healing. Research has shown that the non-invasive delivery of bioelectric current on the surface of the skin can act to enhance stem cell mobilization to enhance wound healing. One study of 45 patients with non-healing wounds showed that 95% of the wounds were completely healed within 8 weeks of treatment, with no adverse effects.

Bioelectric Stimulation
Bioelectric stimulation will be delivered in two forms in this Registry: 
First, by application of bioelectric stimulation via patch electrodes placed on either side of your wound, and then connected to an approved stimulator for a period of 30 minutes 2x’s/week for 8 weeks during the day. This treatment will be delivered in the wound clinic at USC. 
The second form of bioelectric stimulation will be delivered by specially designed stockings that contain very small wire electrodes that are connected to a stimulator worn on the surface of the leg, and are worn only at night to provide added benefit of the surface stimulation. The stockings will be removed each morning but worn daily for the 8 weeks duration of the study. This treatment has also been shown to be very effective at enhancing wound healing, including in patients with diabetes.

Amniotic Membrane(s)
The second component of the regimen in this Registry is the use of an amniotic membrane as part of the wound coverage and care. The amniotic membrane lines the uterus and provides critical support and protection to the baby during pregnancy. A very small piece of the membrane is obtained by permission of the mother at the time of the delivery, which would otherwise be discarded. It is frozen and shipped to the clinic, where it will be thawed and rehydrated and applied directly to the wound surface as a very beneficial covering as part of wound care. Amniotic membranes have been used in thousands of patients without adverse effects for many indications including wound healing without any risk of rejection by your body. You may require the use of several new amniotic membranes during the first 3-4 weeks of this treatment.  

Your identity will not be disclosed at any time as you will be assigned a case number and your records will be protected by all standard practices at USC to assure patient privacy and confidentiality.
A photograph will be taken of your wound at the beginning and end or your 8 weeks of treatment, but your identity will never be disclosed in these photographs. Additional photos may be taken during the course of treatment at the times of if application of several amniotic membranes are required. 
You will also be asked to complete a questionnaire at the beginning and end of the treatment to assess your pain and quality of life, which are important goals of the study. 

Potential Benefits of Participation
The potential benefits to you include the high potential for significant, if not total, healing of the wound on your foot or leg. 

[bookmark: _GoBack]Potential Risks of Participation
There are very few risks to you by participating in this study, but could include pain or discomfort during the use of the bioelectric stimulator. You will be tested by applying the stimulation to the opposite leg for 20 minutes, to demonstrate lack of significant discomfort. Other possible side effects include itching, redness, or irritation at the site of the skin electrodes. There are no reported adverse effects of the application of amniotic membranes to a wound surface. You can contact your doctor or nurse at any time during the study if you have concerns about possible side effects.

This is a research study that includes individual components that all have been fully approved and commercially available for use. The services provided in this study are additive to the usual care and would be billed through your insurance.
Any Co-Pay required of you would not be covered by the Study. You will not be compensated for participation in this study.

 



