[Date, year]

Dear [Patient Name],

It affects one out of every five women. Most women first experience the condition in adolescence, but onset can occur later in life as well. If left untreated, it usually continues until menopause. 

While some may feel embarrassed to talk about it, excessive uterine bleeding is a significant health issue that deserves frank discussion.  That’s why I’m writing to you: to let you know about a new option for women who suffer from excessive uterine bleeding, a condition clinically referred to as menorrhagia (men-or-ah-ja).  The U.S. Food and Drug Administration has approved a device called the Hydro ThermAblator(, or HTA( System for the ablation of the endometrial lining of the uterus in pre-menopausal women with menorrhagia due to benign causes for whom childbearing is complete.  Treatment with this device: 

· is safe and effective 

· can reduce uterine bleeding to normal levels and may eliminate it altogether

· does not affect your natural hormone balance

· is a relatively pain-free, minimally invasive procedure that can be performed on an outpatient basis

· offers a viable alternative to treatment by medications or hysterectomy

While menorrhagia typically does not pose a major health risk, it may lead to anemia and associated fatigue and often significantly impedes even the simplest daily activities.  It is not unusual for women to feel isolated, frustrated and controlled by the condition, as it can leave them house bound for days at a time.  At the same time, some women may not even realize they have a treatable condition.

Moreover, many women are embarrassed to discuss menorrhagia – sometimes even with a physician.  If you or someone you know experiences excessive uterine bleeding, please remember that there’s nothing to be embarrassed about, and that any gynecological condition should be thoroughly understood by the individual involved, and just as importantly, be discussed with a physician.  Also, women suffering from this condition should know that there are effective treatment options available.

In closing, I want to let you know that as part of my commitment to providing the best in gynecological care, I now include the HTA( System as part of my practice.  If you are interested in learning more about your period, menorrhagia and its treatment, please don’t hesitate to call me at [Physician Phone Number].

Sincerely,

[Physician Name]

Refer to HTA( System Installation and Operator’s Manual provided with product for complete instructions for use.

INDICATIONS: The Hydro ThermAblator( (HTA) System is a hysteroscopic thermal ablation device intended to ablate the endometrial lining of the uterus in premenopausal women with menorrhagia (excessive uterine bleeding) due to benign causes for whom childbearing is complete.  CONTRAINDICATIONS: The HTA( System is contraindicated for use in a patient:  who is pregnant or wants to be pregnant in the future, as pregnancy after ablation can be dangerous to both mother and fetus; who has known or suspected endometrial carcinoma or premalignant change of the endometrium, such as adenomatous hyperplasia; who has active pelvic inflammatory disease or pyosalpinx; hydrosalpinx; who has any anatomical or pathologic condition in which weakness of the myometrium could exist, such as, prior classic cesarean section or transmural myomectomy; who has an intrauterine device in place; or who has active genital or urinary tract infection, e.g., cervicitis, endometritis, vaginitis, cystitis, etc., at the time of treatment. Potential Adverse Effects that may occur include: thermal injury to adjacent tissue including to the cervix, vagina, vulva, and/or perineum; heated saline escaping from the device system into the vascular spaces; hemorrhage; perforation of uterus; complications with pregnancy (Note: pregnancy following ablation is dangerous to both the mother and the fetus); risks associated with hysteroscopy.  WARNINGS: NOTE:  Failure to follow any instructions or to heed any Warnings or Precautions could result in serious patient injury. 
CAUTION: Federal Law restricts this device to sale by or on the order of a physician.  The physician using the device must be trained in diagnostic hysteroscopy.
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