GYNECARE THERMACHOICE* Uterine Balloon Therapy System

CONSENT FORM

Please Check Each Blank

{ }  I understand that GYNECARE THERMACHOICE is for the treatment of excessive uterine bleeding.

{ }  I understand that the treatment has been performed since 1997 and is FDA approved.

{ }  I understand the treatment may cause discomfort but I will receive appropriate pain management medication before, during and after the treatment as needed.

{ }  I understand that the risks associated with the treatment of the endometrium with GYNECARE THERMACHOICE include, but are not limited to; bleeding, infection, uterine perforation or rupture, burn injury to internal organs, and pain similar to menstrual cramping.  I further understand that complications of the procedure may require additional treatment or surgery in the hospital and may include hysterectomy.
{ }  I understand that the treatment does not protect against sexually transmitted diseases and that condoms should be worn.

{ }  I understand the treatment will not prevent pregnancy and highly effective birth control is still required, and further if I get pregnant my pregnancy may not have a favorable outcome.

{ }  To the best of my knowledge I am not allergic to latex or silicone.

{ }  I realize I may have abnormal anatomy or situations may arise not allowing completion of the procedure.

{ }  I understand in most cases the treatment reduces heavy periods, but may not cure abnormal bleeding or prevent development of cancer.

{ }  I have been well informed of this procedure and its risks, benefits, alternatives, possible untoward outcomes, and expected recovery and have had the opportunity to have all of my questions answered.

___________________________________

__________________________________

Signature of Patient                    Date                         Signature of Witness                     Date
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