AMS Ambicor™ Inflatable Penile Prosthesis

Prescriptive Information

Refer to the device instructions for use for complete directions on device use.

Intended Use

The AMS Ambicor Inflatable Penile Prosthesis is designed to provide the patient with control over the
erect and flaccid states of his penis.

Indications For Use

The AMS Ambicor Penile Prosthesis is intended for use in the treatment of chronic, organic, male
erectile dysfunction (impotence).

Contraindications

The implantation of this device is contraindicated in patients who have active urogenital infections or
active skin infections in the region of surgery.

Warnings

1. Implantation of the device will make latent natural or spontaneous erections as well as other
interventional treatment options, impossible.

2. Men with diabetes, spinal cord injuries, or open sores may have an increased risk of infection
associated with a prosthesis.

3. Failure to evaluate and promptly treat erosion may result in a substantial worsening of the condition
leading to infection and loss of tissue.

4. Implantation of a penile prosthesis may result in penile curvature or scarring.

5. This device contains solid silicone elastomer. The risks and benefits of implanting this device in
patients with documented sensitivity to silicone should be carefully considered.

6. Pre-existing abdominal or penile scarring or contracture may make surgical implantation more
complicated or impractical.

Precautions
Surgery Related

1. Spontaneous unintended inflation or deflation of the cylinders may occur and may result in
unintended partial or full erections.

2. Migration of the device components can occur if the cylinders are improperly sized, or if the pump is
not positioned properly.
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3. Removal of an implanted prosthesis without timely reimplantation of a new prosthesis may
complicate subsequent reimplantation or may make it impossible.

4. Improper measurement technique, positioning or sizing may reduce cylinder life.

5. Unsuccessful outcomes have been reported due to improper surgical technique, anatomical
misplacement of components, improper sizing of components, or tubing kinks.

Device Related

1. Some of the materials used in the construction of this device have been shown to cause minor
irritation when implanted in animals. Therefore, implantation of this device may cause minor irritation
or discomfort in some patients.

2. Do not use product that has damaged or open packaging, as sterility may be compromised.
Patient Related

1. Adequate patient manual dexterity and strength are required for proper device inflation and
deflation.

3. Mental or psychological conditions, such as senile dementia, may inhibit the patient’s successful
operation of the prosthesis.

4. Trauma to the pelvic area, such as impact injuries associated with sports (e.g. bicycle riding), can
result in damage of the implanted device and/or surrounding tissues. This damage may result in the
malfunction of the device and may necessitate surgical correction, including replacement of the device.

5. The implantation of this device should only be considered in patients whom the physician determines
are adequate surgical candidates.

6. Use of injection therapy concurrently with the penile prosthesis can damage the prosthesis. Patients
should not use injection therapy after they receive their implant.
Caution: U.S. Federal law restricts this device to sale by or on the order of a physician.

All trademarks are the property of their respective owners.
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