UltraShape™ Contour I
City Cosmetic Surgery

Procedure Information and Risk Sheet

 Introduction
The UltraShape™ Contour I procedure uses a non-invasive focused ultrasound device for body contouring. Before you decide to have the procedure, it is important for you to understand what it will involve. Please take time to read the following information carefully. 

The procedure consists of targeting body fat using externally applied focused ultrasound by means of an applicator that will be moved back and forth over your skin in the desired treatment area. The procedure is designed not to damage other tissues such as skin, blood vessels, muscles, bones, or nerves, as shown in clinical trials performed by UltraShape.

You will be eligible for the procedure if you are 18 years of age or older and have a minimum of 1.5 cm of body fat in the target treatment area (for example, abdomen, thighs or flanks), with a body mass index in the healthy range (<29 BMI) and are not pregnant. 
You will not be eligible if you have any of the following: 

· a pacemaker or other implantable electromagnetic device in the target treatment area; 

· any implanted foreign body (joint replacement, mesh, clips, orthopedic repair hardware) underlying the intended treatment area;

· hernia, separation of the muscles in the abdomen (rectus diastasis) or known abdominal aortic aneurysm;

· any metabolic disorder or are taking any medication that could affect your fat metabolism;

· hepatitis or other liver disease; 

· an immune system disease or other connective tissue disorder; 

· a history of poor wound healing, an open wound or rash in the target treatment area; 

· keloids, hypertrophic scars, or depressed scars in the treatment area; or

· a blood disorder or coagulopathy.  

Your doctor will evaluate your eligibility and identify the target area(s) for treatment.  Then, you will be draped and positioned on a treatment bed with a comfortable air mattress in preparation to undergo a procedure. The whole process usually takes  about 30 minutes to 1 hour. Most patients report no pain or discomfort during treatment.  You may or may not feel the ultrasound energy as it is applied.

The Procedure
The area to be treated will be outlined on your body using a skin marker. Additionally, doctor will mark the treatment area with reference points that will serve as a guideline for measurement of the circumference of the area. This will help in evaluating the result of the treatment.

The area to be treated will be prepared for treatment with special drapes and colored markers. The focused ultrasound energy (sound waves) will be applied using a specially designed transducer handpiecethat is moved over the surface of the skin. The operator of the device will apply a medically compatible oil to the skin, similar to the gel used in imaging ultrasound.  The oil will be reapplied, as needed, throughout the treatment.

If the area to be treated is covered with hair – you will be asked to shave it (or it will be shaved prior to treatment).

Photographs of the area to be treated may be taken to record the baseline and the changes occurring as a result of the treatment. Your face and other identifying characteristics will not be photographed, so it will not be possible to identify you from the photographs. 

Possible Risks

Blisters are a rare adverse event when the UltraShape™ procedure is performed by trained medical professionals, with care for patient positioning and proper selection of the treatment area.  The observed rate of blisters is 1 per 1000 treatments.  To minimize the risk of a blister, several precautions should be taken:

·        Fat thickness in the treatment area should be greater than 1.5 cm. This will be evaluated by your doctor prior to treatment. 

·        You should tell the person performing the treatment if you feel any discomfort. They can skip over the sensitive area and/or add more oil to your skin.

·        Remove any skin products that were applied to the treatment area.

If your skin is sensitive, you might experience some redness in the area where the treatment was performed, or the area where the drapes were applied. The redness usually disappears within a couple of hours. If redness persists, consult with your doctor.
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