Cooled

ThermoTherapy*
Patient Selection Algorithm

Does not meet criteria

PATIENT EVALUATION
* History and Physical » Flow Rate (Optional)
+ DRE * PSA Test
» Cystoscopy * Urinalysis
* TRUS (Optional)

PATIENT SELECTION

All BPH Patients With:
 Length of Urethra > 2.5 cm

l Meets Criteria

l

ALTERNATIVE TREATMENT

A
Does not meet criteria

CONTRAINDICATIONS

« Patients with a prostatic urethra < 2.5 cm in length as

PRECAUTIONS!

measured from the bladder neck to the verumontanum

« Patients with urinary sphincter or any implant (metallic or
non-metallic) which is within 1.5 inches
(38 mm) of the prostatic urethra

« Patients with urethral stricture (unable to pass
22 Fr urethroscope)

« Patients with peripheral arterial disease with intermittent
claudication or Leriches syndrome
(i.e. claudication of the buttocks or perineum)

« Patients who have undergone pelvic radiation therapy

« Patients with implanted active devices including
pacemakers or defibrillators within 2.6 inches (6.5 cm) of
the prostatic urethra

l Meets Criteria

Cooled * :

ThermoTherapy* Meets Criteria

UROLOGIX :

14405 21st Avenue North
Minneapolis, MN 55447
Phone: (763) 475-1400
Toll Free: (800) 475-1403
Fax: (763) 475-1443
www.urologix.com

For patients with active implanted devices located greater than 2.6
inches (6.5 cm) from the prostatic urethra, it is recommended that non-
cardiac devices be turned OFF during treatment with the Targis
System, if possible (e.g., active implanted devices used in the
treatment of pain or incontinence), to lessen the likelihood of adverse
interaction caused by electromagnetic interference. If possible, active
implanted devices that must remain ON should be programmed to the
bipolar configuration. Implanted cardioverter defibrillators should be
set to monitor only mode during therapy. Regardless of whether active
implanted devices > 2.6 inches (6.5 cm) from the prostatic urethra can
be turned OFF, the patient should be monitored during the Cooled
ThermoTherapy procedure for possible interactions. In the unlikely
event of an active implanted device programming change, the device
should be interrogated following treatment with the Targis System.
Clinical or histological evidence of prostatic cancer or bladder cancer
Interest in preservation of future fertility

Post Void Residual (PVR) > 350 mL

Previous pelvic surgery

Previous rectal surgery (other than hemorrhoidectomy)

Obstructing median lobe enlarged out of proportion to the rest of the
prostate and protruding significantly into the bladder, sometimes
referred to as a “ball valve” median lobe.

Active urinary tract infection

Gross hematuria not due to BPH

Prior prostatic surgery (excluding balloon dilation)

Coexisting illness or specific obstructive symptoms found to be caused
by any of the following conditions:

1The safety and effectiveness has not been established in patients with these conditions.

Neurologic bladder disorders Bladder stones

Prostate volume greater than 100 cc Renal impairment

Evidence of bacterial prostatitis Bladder neck contracture

Urinary sphincter abnormalities Coagulation disorders
MC1082 Rev K 03/16

Indications, contraindications, warnings and instructions for use can be found with the product labeling packaged with this device. Federal (U.S.A.) law restricts this device by or on
the order of a physician trained and/or experienced in the use of this device. This treatment is contraindicated for patients with urethral stricture, peripheral arterial disease with
intermittent claudication or Leriches Syndrome; patients who have undergone pelvic radiation therapy or have implanted active devices within 2.6 inches of the prostatic urethra. For
more complete information about the benefits, risks and contraindications associated with this procedure, please refer to the Instructions for Use guide. Cooled ThermoTherapy is a

trademark of Urologix, LLC. © 2016 Urologix, LLC All rights reserved.




	Slide Number 1

