Prolieve Thermodilatation

(rder Number Description

System Ordering Information

MOOGES0B000 Prolieve Thermodilatation System

MooeE808022 Prolieve Thermodilatation System Kit

MODBBE0B030 Probeve Thermodilatation System Tem perature Monitor
MooeE808121 Prolieve Thermodilatation System Console Printer Paper - Box 2
MoOOBBE0B130 Probieve Thermodilatation System Microwave Cable
MooeE808100 Prolieve Thermodilatation System User Manual

INSTALLATION REQUIREMENTS

18.1 Site Access

The Pralisws Thermodilatation Syetem is deliversd in a
large bow, and it is therefors essential that adequats spaos
for both unlosding and unpacking is svailsbls st 5
aorvenisnt offics accses point.

10.2 Shipping Dimensions and Weight

The Prolisws Thermodilststizn Syatam is shippad in a
oardboard container that measures 268 in (88 ol wide,
47 in (19 am} long and 22in (71 cmi high. The weight of
ths complete oontainer is approximatehy 168 [bs (71 kgi.

10.3 Room Requirements

The treatment room itsslf should not only provids sufficisnt
floor space to moommeodats the Prolisve Thermodi latation
Syotem and any anoillary squiprment (such as the
ultrascsund unit and trestrosnt tablal, but slso sdegqusts
working spacs forthe opsrating staff and patisnt. & total

floor area of approcimately 144 og. ft would be approprists.

The flcor should be suitabhy covered to facilitate samy
movsmant of ths squipmsnt.

Air conditioning must be seailable in ardsr that the
ambient room tempsraturss are maintainesd betwessn 168°C
I52°F) mnd 28°C 122%F), ared the relative humidity be
maintained betwsen 209 and 8.

‘While the Prolisve Thermodilatation Syetem doss not
produce any noxious gasss, the room ventilation system
should provids at least B to 10 air changes per hour for
natural odor removal.

The treatment room lighting should be of sufficisnt
intenaity to permit patisnt preparation and allow
obssrvation during the trestrment period. Cars st bs
taken with the lighting configurstion to svoid possible
soresn glars.

10.4 Electrioal Requirerments

The Prolisws Thermodilststion Systsm requirss a singls
phase and ground supply, ard can acoept voltages of 100,
120, 220 and 240 VAT &t 500 Hz frequsnoy

Mawi mum voltages flustuations in the rangs of £10% aan
be tolerated. Whers possible, the slectrical supply to the
Prolisves Tharmadilatation Systsm should be fad dirsothy
from the main supply transformer for the trestment suits,
an this will minimize ary voltage fluctuations. If large
fluctustions cannot bs swoidsd, a voltags stabilizer should
be fitted.

& wircuit bresksr must be fitted to handls starting surgs
ourrsrits and & ground leakags currsnt dstector may alsa
be fitted in line with the supply.

In ordsrita minimizs the possibility of mains-borms
intarferance with cther squi pment, the supply ground
im padancs should be as low &s can be achisved.

16.5 Inspection

Carefully inspect the equi pment immediatsly upon recsipt.
If saternal shipping damage is apparent, do not open orate
or carton, and fils & claim with the carrisr i mmadistshy.
Retain all packing raterial until the unit has besn i neta llsd
and is working properhy. if there srs sleotrizal ar other
syatem problsme, consult the factary or leoal agsnt

10,6 Power Cable Sssembly

The Prolisws Systsrm is supplied with a hospital-grads
insulated powsr cable 2 meters long for connection into &
looal AC line woltage power source. The Proliswves Syetem
in factory set prior to shipment and to the customear's
prefemred AC lirs volags, 2402204120 or 100 VAL,

10.7 Microwawe Output

The System provides a single output with SMA-type fomalke
aonnastor for microwave output at an impedancs of 5
ohma. The connectors are labsled s fol lows:

J1-Mioroweave power, 100 watts, mad mum.

WARNIMNG

THIS UNIT MUST MOT BE OPERATED WITHOUT
ATTACHING THE RF CABLE AND CATHETER TC THE
FICROAWAVE QUTPLUT PORT.

10.8 On-Gite Initial Installation

The Sywtern is shipped completsly ssssmbled, in & singls
b Boston Seisntific authorized instal lstion personns| will
install, connect and test the unit at the customer’s looation.
It im imn porta nt, however, to read the Operation Section
iBection 100 in the user’s manual carefully and com pletshy
before uming the eystem.

ABBREVIATED DIRECTIONS FOR USE
Fleass referto user manual for oomplets dirsctions for use.

INDICATIONS The Proliswvs Thermodilatation System iz 8
transurethral miorowaye therapy devics for the trestment
of syrptomatio Benign Prostatio Hyperplasia (BPH} in men
with & proststs size of 20 to B0 grams and prostatio ursthras
length betwesn 1.2 am and 5.5 orm and in whom drug
therapy ifinasterids or Proscart is typically indicatsd.

CONTRAINDICATHOMS Patients who hawve signifioanthy
decrsassd pain responses, severs ursthral stricturs
prehibiting eathetsrization, current urinary or prostatic
infagtion, penile or urinary sphincter implants, prostate
aizms 30 g or =20 g, peripheral arterial dissass with
irtsrmnittsnt olaudication or Lerichs’s Syndrome, protruding
madian lobes with chatruction, metallio implamts, implantsd
aardias passrmakers or defibrillstors, previous transurethrsl
prostatsotony, renal impai rment, coagulation disorders,
neuralogical disorders that may affect bladder function,
bladder stonss, svidenos of prostats or bladder cancsr

or have an intsrest in the pressreation of future fertility.

WARNIMGS AND PRECAUTIONS All components of the
Prolisve Syatem must bs ussd in scoordanos with the
Usmr Manual. The smission of miorowsve snargy must bs
off during placemsnt and removal of the cathetsr. Patisnt
aomments of pain or sxcess heat should be investigated.
Failure to monitor adequately and deliver the procedurs
per User Manual many lead to decrsassd patisnt safety
andior redused olinical sffectivensas. & singls high doss of
miorowave radiation to ths testss, or tastioular hasting for
a prolongsd psriod, may result in tsmporary or permanent
sterility. Mo anesthetio other than agqueous-based topical
imtraursthral anesthetio used for cathetsr placement is
recommendsd, The safety and sffectivenses of the Prolisvs
Syatem for men <60 and =20 yvears old has not bsan
satablishad in olinical studizs. ¥ procsdurs kit s=al or
irtsrmal sterils packaging s=als ars damaged or broken, the
aonterts may not be sterile and could oauss infection.

POTENTIAL ADVERSE EFFECTS that many coour includs
but are not limited to blsading, bowsl irmtation, ursthral
injury firritation}, chronio pain at site, bladder spasms,
urinary retention loempleste or inoomplets), urinary
inoontinenoe, prostatitia, pressure asnsation, urinary
urganay, urinary tract infestion, ursthral tsar, snal irtation,
ursthral stricturs, infartility, retrograds sjaculstion and
sractile dysfurcton.

CAUTION: Federal ILISA) |aw restricts this devics to ssls by
ar on the order of a physician.

Irdivid uals depictsd in this material are modsls and inoludsd for illustrative purposes only; modsls depicted are not users and

do ret sndores the Prolisye®™ Syatsm.,
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Delivering what's next.

Distributad by:

Boston Scientific Corporation

One Boston Scientific Place
Matick, MA 017601527
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