
 



You’re not alone.
It has been estimated that there are over 3 million men

in the United States who are taking medication for their

enlarged prostates. In a 100 patient market research

study, 21% of patients reported that they were not

satisfied with their enlarged prostate medication.1

Primary reasons given include:

0 General feelings that the medications were ineffective

0 Frequently awakening at night to un'nate

0 Concerns regarding sexual side effects

. 0 High cost of drugs

0 The need to take drugs every day for the rest of one’s life

i ‘1 foivrf-BZPH can be fairly expensive, and there can be side

_ patients, there is. an additional consideration

othermedications they have to take, not to

the ‘iun‘fic‘ionvenience of having to pick up medication and

deal, with in'Isku”r'alnfcel re‘g'lularly. And they need to be takenfor (fie: if'

youflshto'p‘ ‘t'aking‘jthe‘ml", then your symptoms recur.

- Dr. Harvey Schonwald

 



What is the
Prolieve“
System
Treatment?

The Proli eve

Systemi's

a treatment

deSI'gned to

address the

symptoms

ofan enlarged

prostate.

Itmay be an

alternative

to drug therapy.

It uses a

technology that

heatsand dilates

(opens) the

prostate.
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Potential Benefits of the
Prolieve" System
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Generally, a 45471ir‘ufe t pw'“

' less invasive prcmm‘uw:-

FDA approved

Potential Side Effects of
the Prolieve System

Patients typically go home shortly after treatment. You should have

someone dn've you home after the procedure.

Some patients have expen’enced side effects following treatment.

The most common side effects are:

0 Pain0 Bladder spasm

- Blood in the un'ne0 Soreness

These side effects generally clear within a few days.

Other side effects that have been reported:

0 un'nary urgency

0 un‘nary retention

Please see the back page of this brochure for a complete list of potential

adverse effects, warnings, and contraindications. Ask your physician for the

Prolieve System patient brochure for complete information on the treatment

or visit www.prolieve.com to request a complete patient information pack.

The Prolieve System is not recommended for certain patients.

 



 

Change in Prostate Symptom Scores
of Drug Therapy & Prolievei‘
System Treatment*
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Flomax Phannaceutical (tamsulosin)
(Baseline n=1611, 24 months n=1254)

l Avodart Phamiaceutical (dutasten'de)
(Baseline n-1623, 24 months n-1301)

Homax Phamiaceutical and Avodart Phannaceutical
(tamsulosin and dutasten'de)
(Baseline n=1610, 24 months n-1267)

I Prolieve System
(Baseline n=120, 24 months n=46) 

In the study cited above, drug therapy resulted in
a 4.3 to 6.2 point improvement in the International
Prostate Symptom Score.2 In an independent study,
the Prolieve System treatment provided a 9.8 point
improvement in the AUA Symptom Score.4 Improvement in
these scores typically indicates improved symptoms such
as interrupted sleep from the urge to urinate, repeated
feeling of urination, weak stream, and the feeling of
incomplete emptying of the bladder.

*Because the data for the Prolieve System was not collected in a head-to—head
study vs. pharmaceuticals, direct comparisons between the Prolieve System and
pharmaceutical therapy cannot be made. The AUA and International Prostate
Symptom Scores are derived from a similar set of standardized questions recognized
globally.

IPSS —— International Prostate Symptom Score
AUA SS -- Amen‘can Urological Association Symptom Score



The Prolieve® System Can Provide Cost
Savings Over Drug Therapy
Patients have
to take enlarged
prostate medication
__y_y_everda. For
many people,
these drugs can
be very costly and
pose an ongoing
financial burden.

- - ° - - *Costs derived from Medicare analysis for patients i'
Thls Is In addltlon supplemental coverage (Part D’ and MediGap covered-rt,
to the other daily
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Ask your physician for the Prolieve System patient brochure for complete information on the treatment or
visit www.prolieve.com to request a complete patient information pack.
INDICATIONS The Prolieve Thermodilatation® System is a transurethral microwave therapy device for the treatment of
symptomatic Benign Prostatic Hyperplasia lBPHl in men with a prostate size of 20 to 00 grams and prostatic urethra length
between 1.2 cm and 5.5 cm and in whom drug therapy llinasteride or Proscar®l is typically indicated.
CONTRAINDICATIONS Patients who have significantly decreased pain responses, severe urethral stricture prohibiting
catheterization, current urinary or prostatic infection, penile or urinary sphincter implants, prostate srzes <20 g or >80 g,
peripheral arterial disease with intermittent claudication or Leriche's Syndrome, protruding median lobe with obstruction,
metallic implants, implanted cardiac pacemakers or defibrillators, previous transurethral prostatectomy, renal impairment,
coagulation disorders, neurological disorders that may affect bladder function, bladder stones, evidence of prostate or
bladder cancer or have an interest in the preservation of future fertility.
WARNINGS AND PRECAUTIONS All components of the Prolieve System must be used in accordance with the User
Manual. The emission of microwave energy must be off during placement and removal of the catheter. Patient comments
of pain or excess heat should be investigated. Failure to monitor adequately and deliver the procedure per User Manual may
lead to decreased patient safety and/or reduced clinical effectiveness. A single high dose of microwave radiation to the
testes, or testicular heating for a prolonged period, may result in temporary or permanent sterility No anesthetic other than
aqueous-based topical intraurethral anesthetic used for catheter placement is recommended. The safety and effectiveness
of the Prolieve System for men <50 and >00 years old has not been established in clinical studies. It procedure kit seal or
internal sterile packaging seals are damaged or broken, the contents may not be sterile and could cause infection.
POTENTIAL ADVERSE EFFECTS that may occur include but are not limited to bleeding, bowel irritation, urethral
injury lirritationl, chronic pain at site, bladder spasms, urinary retention lcomplete or incomplete], urinary incontinence,
prostatitis, pressure sensation, urinary urgency, urinary tract infection, anal irritation, retrograde ejaculation, erectile
dysfunction, and urinary clot retention.
CAUTION: Federal lUSAl law restricts this device to sale by or on the order of a physician
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