AUG.22.1997  9:28AM  UROLOGIX NO. 941

P.4

T3® Targeted Transurethral Thermo-ablation System: MODEL 4000

T3 System Control Unit

T3 System Procedure Kit Components:
T3 Systemn Microwave Dellvery System (MDS)
T3 System Rectal Thermosensing Unit (RTU)
T3 System Coolant Bag

Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a physician trained
andlor experienced in the use of this device as outlined In the required training program.

CAREFULLY READ AND UNDERSTAND ALL INSTRUCTIONS, INDICATIONS, WARNINGS,
PRECAUTIONS, AND DIRECTIONS FOR USE PRIOR TO USING ANY PROCEDURE KIT COMPONENT
OR THE CONTROL UNIT. FAILURE TO DO SO COULD RESULT IN COMPROMISED PATIENT SAFETY,
PATIENT COMPLICATIONS AND/OR INSUFFICIENT THERAPY.

INDICATIONS FOR USE

The Urologix T3 System Is a non-surgical device intended to relleve symptoms associated with Benign Prostatic Hyperplasia (BPH)
and is indicated for men with prostatic urethra lengths of 30 to 50 mm.

T3 SYSTEM DESCRIPTION

The T3 System s comprised of a Control Unit which produces the microwave energy and monitors all aspects of the T3 System
procsdure, an MDS (treatment catheter) which delivers the microwave anergy to the targeted prostatic tissue, an RTU which measures
rectal temperatures during the T3 System procadure and 8 Coclant Bag which provides a reservoir of sterila coolant water to the MDS.

CONTRAINDICATIONS FOR T3 SYSTEM THERAPY

Patients with a prostatic urethra < 3 cm in fength

Patients with Implanted active pacemakers or defibriators

Patents with panile or urinary sphincter implants

Patlents with metaliic implants in the region of the @elvls orhlp

Patients with urethral stricture (|unable to pass 22 urelhmscodpe)

Patients with peripheral arterial disease with intermittent clau ication or Leriches syndrome (i.e. claudication of the buttocks or

gerfneum) . . .
atients with elinlcal or histolagical evidence of prostatic cancer or bladaer cancer

WARNINGS
The T3S ure has Inherent associated risks of lications (Refer to Adverse Events and Complications). The T3 System
ystem proced <omp { g o ) Yy

and components should not be used in any way other than the intended and indicated use and

nstructions For Use.

PRECAUTIONS
mg\%se ysicians who have been thoroughly trained on the operation of the T3 System and the T3 System procedure should deliver
e Y8

em procedure.

The T3 System procedure must not be initiated without assurance that the MDS is properly positoned in the patient. The correct

positioning of the MDS must always be checked by ulirasound imaging prior to commenéing treatment. Improper placement of

:g&:tgzu?n of mg MDSmmay lead lo procedure falluras or heating damage of non-target tissues such as the bladder neck. extemal
er of penile urethra.

The treatment must not be initiated unti! the rectal-thermal probe I3 properly placed into the patient's recturn and Inflated.

All components of the Procadure Kit must be used In a manner consistent with the instructions set forth in this T3 System Instructions
;o:hUse iase;t and the T3 Systam User Manual. Fallure to do so may result in insuificient therapy or Incraased risk of injury or infection
e patient.

Use of the T3 System resulls in the deposition of microwave energy within the patient's prostate and In adjacent regions of the body.

Some animal stidles In the fiterature suggest that th

nlmébc as yet unknown health effects from exposure to microwave radiation,

are
including an increased incidence of lumors. Although [t [s not possible to extrapoiate these studles to humans, they suggest that
unnecessary microwave radlation exposure should be avoided.

At least 20 cm of ventilation clearance must be provided around the base of the Control Unit.

Equipment that Is susceptible to electromagnetic energy could be affected by the emissions of the T3 System If located within 3 meters

whil

e treatment is being performed. Other electronic equipment should be operatad with caution under these circumstances.
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Do not piace the equipment near an electronic device or other equipment emitting efectromagnetic waves as they may Intarfare with
the operation of the equipment.

Operate the Control Unit and connected devices only in clinical environments where the electrical Instaliation is in accordance with
in tlons! standard DIN VDE 0107; and the national standard, ANSI/NFPA 70. The equipment must be connected to 2 fully tasted,

hospital grade power outlet with adequate grounding.

" The Centrol Unit must be plugged Into the appropriate voltage outlet.

The electrical equipment inside the T3 System uses voliages which are capable of causing serious injury or death from electric shock.
To avoid this hazard, operators must never remove the cabinet covers.

Power Requirements

Supply: 2207240 V [+/-10%](8 A) Sihgle phase 50 or 60 Hz or
1107120 V {+/-10%}{15 A) Single phase 50 or 60 Hz or
100 V [+/-10%](15 A) Single phase 50 or 60 Hz

Connections:  Hospital Grade plug
For further safaty Information, refer o the T3 SYSTEM USER MANUAL.

The safely and effectiveness of the T3 System procedure has not been established in patients with the
following conditions:

Interest in the %reservauon of future fertility
Post Void Residual (PVR) >350 mL

Previous pelvic surgery o pelvic radlothera;gd
Previcus rectal surgery (other than hemorrhoidectomy)
Enlarged cbstructing median lobe of the prostate
Active urinary tract Infection

Urinary retention requiring an indwelling catheter
Prostatic urethra >5cm in length

Gross hemaiuria not due to BPH

Prior rmmﬂc surgery {excluding balloon dilatation
Coexisting Ninass or sp(edﬂcobngu'ucﬂve sympbms) found to be caused by any of the following conditions:

Neurclogic biadder disorders
Prostats volume greater than 100 cc
Bladder neck contracture

Urinary sphincter abnormailies
Bladder stones N
Evidence of bacterlal prostatitis
Renal impeairment

Coaguiation disorders

A thorough physical exam should be performed on patients prior to initiation of the T3 System procedure.

Batients who have received treatment with the T3 System should be followed on an annual basls since the treatment does not result
in complete destruction of the prostate.

The prostate specific antigen (PSA) tavals will increase significantly following treatment. This Increase can be up to 10 times (1000
percent) higher at 1 week and will decrease back to approximate normal levals by € weeks following the T3® System treatment. The
use of PSA testing during this pariod will be unreliable. Physiclans are cautioned to measure the serum PSA fevel before treatment
for future comparisons. PSA levels should retum to baseline by 3 months following T3® System treatment and may once apaln be used
3s a diagnostic test.

Attention by a qualified physician Is required during the use of the T3 System. The Control Unit display must be menitored and contolled
during the course of a therapy session to make sure that the MDS and rectal temperatures are within prescribed treatment parameters.

Failure fo monitor and deliver the T3 System procedura per recommendations by Urcloglx may lead to decreased patient safety and/or
reduced clinical effectiveness.

All components of the Procedure Kit are intended for one tirme use only. DO NOT resterilize and/or reuse them as this will llkely result
in compromised device performance and Increased risk of injury or infection to a patient. The Procedurs Kit components must not be
used with any other system.

Do not use a treatment catheter if It appears to be damaged.
Use all components of a Procedure Kit prior to the "use befora” date specified on the package.
Use ONLY starlle water when filiing the Coolant Bag. DO NOT use saline or non-starile water.

Care should be taken In handling all components of the Procedure Kit 1o avoid damage that may lead lo subsequent failure of the
component or procedure.
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Because the T3 System procedurs elevales intraprostatic issue temperature causing tissue damage that may resuit In acute urinary
retention, it is advisable for the patient to be cathetarized for 2 to 5 days (median 3 days) following the procedure.

As patient responses to the T3 System procedure are variable, the patient should be evaluated by their physician following treatment.

Fallure to malntaln the equipment may result in exposure of the patient and/or the operalor to excessive microwave energy.

ADVERSE EVENTS AND COMPLICATIONS
Most complications occurred shortly after treatment and were translent.

in the United States, mutti-center prospectivs studles of the T3 System procedure, 206 patlents wers treated and followed for
complications, complaints and observations. The foliowing table shows the clinical adverse events and complications that were possibly,
probably and definitsly rofated to the T3 System treatment procedure. An asterisk (*) denotas events which were temporary or minor,
requiring minimal or no medical intervention.

Posl-treatment catheterization (2-5 days) 98.0%"
Dysuria 38.8%"
Paln or discomnfort during sexual activity 13.6%"
Urgency 13.1%"
Frequency 12.1%"
‘Short tarm urinary relention (> 7 days following treatment) 11.7%
Irritative symptomns due to catheterization 8.7%"°
Nocturia 6.8%"
Hematuria 5.9%°
Urinary tract infection 5.3%
Loss of ejaculate 3.9%
Obstructive urinary symptoms 3.9%"
Prostatic urethra damage 3.4%°
Pain or iritation In groin or penis 3.4%°
Sensation of not emptying bladder 34%°
Epididymitls 2.9%
Temporary Acute Incontinence 24%°
Flu like symptoms 24%"
Symptoms of UTI, non-specific 2.4%"
Rectal irritation 2.4%"
Hemospermia 2.4%"
Severe pain during treatment 1.9%
Hospitalization refated in general to the reatment 1.9%
Urethritis 1.5%°
. Urethral strictures not requiring treatment 1.0%"
Flank paln oo 1.0%”
Blood pressure changes during treatment 1.0%"
Urethral stricture (roquiring treatment) 0.5%

Study inveatigators were required ta notify Urologix Inc. of any complications which may have developed as a direct result of the T3
System procedure.

CLINICAL SUMMARY

Follow-up on patients treated with the T3 System demonstrated that this device is assoclated with significant Improvements in 8PH
symploms and urine flow rates. The multiple U.S. Clinical studies, which include 152 patients at 6 month follow up, show that 79% of
the T3 System treated patients experiencad symptom improvemant greater than 25% and that 59% experienced improvement greater
than 80%. The mean Improvement in AUA Symplom Score was 51%. With regard to uroflometry, 66% of the patients demonstrated
improvemnents In Peak Flow Rate of greater than 25%. The mean change in Peak Flow Rate was 4.1 mlJs, 2 53% increase over
baseline.

In a randomized and blinded study, patients who received an active treatment exhibited significantly grester improvements In symptom
scors than sham treated pafients (p=0.011). Patients who recsived an active treatment also exhibited significantly greater improvements
in peak flow than sham treated patients (p=0.002).

One hundrsd and seven patients have matched data on AUA symptom score from baseline to one year follow-up. The mean symptom
improvement in this patient group was 10.2 points (S1%). Elghty-nine patients have marched data on peak flow from baseline to one
year follow-up. Msan peak flow improvement in this patient group was 3.8 mlss (45%). Significant improvements were seen In
additional measured parameters of Quality of Life, Symptom Problem Index (SP1) and the BPH Impact index (BIl). All Improvements
ramained stable through one-year follow-up. These improvements are consistent with additional data collected from international studies
on over 111 patients at one year follow-up.

From the clinical investigations of the T3 System, it was not possible to identify any baseline charactersitics that are associated with

~ afavorable response to treatment.

£/
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INFORMATION FOR PATIENTS

Physiclans should inform patients that an inherent risk of complications is associated with the T3 System procadure (refer to Adverse
Events and Complications). Physicians should inform patients that loss of ejaculation may occur as a result of the T3 System procedure
and thus should be considered by men who may wish to have further offspring. Physicians shoutd inform patients that the volume of
ejaculate may be decreased In some men who undergo the T3 System procedure. Temporary acute yrinary retention, temporary
incontinence, minimal bleeding, pain on urination and Intercourse and urinary tract infection may be associated with the T3 System
procedure. The patient should be Informed that 2 small risk of urethral stricture may result from the T3 Syslem procedure requlring
further intervention (refer to Adverse Events and Complications). Patients may likely be catheterized for a 2 to 5 day (median 3 day)
period following the T3 System procedure. Pafient should be informed that they may experience discomfont during the procedure that
may require the use of anaigesics or sadalives to deliver an effective therapy.

PRODUCT DESCRIPTION

The T3 System utilizes proprietary miqowave technology to deliver thermal energy into the anterior and lateral prortions of the prostate.
praferentially and within the axis of the MDS antenna. This altows the T3 System to deliver energy continuously, with minimal concemn
of treatment limiting shutdowns from rectal and urethral alarms. Thus, the T3 System can selectively generate and maintain peak
Intraprostatic tissue temperaturs levels of > 65°C and mean Intraprostatic tissue temperature levels of 2 50°C with minimal isk of
damage to adjacent structures. This aliows the T3 System o overcome the heat sink effect of the prestatic blood flow resuiting in
necrosis of a large volume of diseased hyperpiastic lissues.’

The Procadure Kit is composed of the foliowing individual components:

Microwave Delivery System (MDS)
Rectal Thermosensing Unit (RTU)
Coolant Bag

Each component is a single use disposable dasigned to be used as a system with the Control Unlt intended for the treatment of
symplomalic Benign Prostatic Hyperplasia (BPH) and its associated voiding difficulties. All components must be In place with the
Control Unit to begin a T3 System procedure. The Urologix T3 System is a non-surgical device Intended lo relieve symptoms
assoclated with BPH and is indicated for men with prostatic urethr lengths of 30 to 50 mm. For complats and detalled instructions, refer
to the T3 System User Manual.

MDS

The MDS is a catheter-based system that includes a fiber optic {emperaturs sensor, microwave antenna and cable, coolant channels
and connectors, rine drainags channet and a distal batioon for placement. The MDS is designed to deliver microwave energy to the
target prostatic tissue, white at the same time cooling and protecting the urethra. The flber oplic sensor in the MDS measures the
temperatura of the urethra and s used to determine the amount of snergy defiverad during a procedure. In the avent that urethral
temperature rises above 44.5°C, the Control Unit will discontinue microwave energy delivery to the MDS. For the T3 System procedure,
the MOS is placed in the patient’s urethra with the Up and baltoon in the bladder and it is anchored Into placa with the 10 cc ballcon.
The MDS is oriented with the coolant tubing in the anterior direction. Microwave energy is transmitted from the Control Unit to the MDS
antenna and directed Inte the prostate. The microwave energy generates haat In the prostate that causes tissue necrosis, which, when
resolved can improve the patient's symptoms, flow rate and quality of life associated with BPH.

FEMALE LUER FITING

COOLANT TUING
WALE LUER FIMNG TEMPERATURE SENSOR
MICROWAYE ANTENNA
/— MICROWAVE CONNECTCR N \ MANFOLD
) R
N \\.
\ a

URINE DRANAGE FORT f FLEXIBLE CATHETER SHAFT —/ FOLEY BALLOON couoe

FIRER OPMIC CONNECICR BALLOON INFLATION PORT
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RTU

The RTU is a catheter-based system that incorporates a compliant balloon and five tamperature sensors used to moniter the
patient's rectal temperature during a T3 System procedure. The RTU Is placed in the patient’s rectum prior to a2 T3 System

re and left in place for the duration of the procadure. in the event that rectal temperatures are ralsed above 42.5°C, the RTU
wilt signal the Control Unit to discontinue microwave energy delivery to the MDS.

CONNECTOR

CABLE \/

HANOLE \ :
1 J{\
i) INFLATION
PORT

BALLOON ORIENTATION
FLAG

TEMPERATURE SENSORS

Coolant Bag

The Coolant Bag is used as a reservoir for starlia water, which, during therapy is chilled and circulated through the MDS by the
Control Unit 10 protect the urethra from heat generated by the MDS. The Coslant Bag is comprised of three (3) main subassemblies;
coolant reservolr, sensor modute and tubing with conneciors. The coolant reservoir is a polymer bag that is filled with sterile water.
The coolant reservolr mates with the chill ptate of the Control Unit to remave heat generated by the MOS during the T3 Systern
procadure. The sensor mocule pressure and temperature windows mals with comesponding measuremant devices on the Control
Unit. The sensor module works in communication with the Control Unit to allow pressure and temperature to be monitored during
the T3 System procadure. The Control Unit uses this information to monitor these paramaeters during the entire T3 Systemn
procedure. The inlet and cutiet lubing connectors mate with the connectors of the MDS to establish a closed loop coolant system
involving the Coolant Bag and the MDS.

COOLANT RESERVOIR
MOUNTING l MOUNTING

ch.e\ ) / HOLE

HYDROPHOBIC—— O
VENT

CONNECTORS

]
( i Y -
COOLANT INLET
MO#(;I&NG T AND OUTLET TUBING

COOWANT SENSOR
INLET TUBING MaDULE
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Control Unit

The Control Unitis used to provide and control energy generation and safety for the T3 System procedure. The Control
Unft includes a computer, microwave energy source, coolant system, fiver optic temperature monitoring system and
software. These systems are integrated lo precisely and continuously monitor all aspects of a T3 System procedure
including energy ganeration and defivery, coolant temperature, and the user interface to provide safety shutdowns when
procadural and patient safety issues are detected. The Control Unit also maintzins a procedural file on the parameters

of treatment for an individual patient and procedure.

MICROWAVE
POWER
INDICATOR

PRINTER

MAIN POWER
INDICATOR

COQLANT
DQOR

WHEEL
LOCKS

#
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SUMMARY INSTRUCTIONS FOR A T3 SYSTEM PROCEDURE
BEFORE PERFORMING A T3 SYSTEM PROCEDURE, REFER TO THE T3 SYSTEM USER MANUAL FOR SPECIFIC AND

COMPLETE INSTRUCTIONS FOR USE FOR THE PROCEDURE KIT COMPONENTS AND CONTROL UNIT,

To perform a T3 System procedure the following equipment is required:

Control Unit 50 c¢ lubricating gel 200 cc sterile water

Procedure Kit 50 cc Lidocalne Jelly Leg band or tape

1-Foley catheter 160 cc luer tip syringe Transrectal Uitrasound system

1-8traight catheter 1-80 cc catheter tip syringe Urine drainage bag kit (for outpatient use)
Urine drainage bag 1-10 cc luer syringe Catheter plug

2 palr sterlie gloves

PREPARE CONTROL UNIT

SiEe JTROUALESHOQTING
At least 20 cm of ventiiation claarance must be provided around the base of the Controf Unit.

Do not place the equipment near an electronic device or other equipment amitting electromagnstic waves as they
may Interfere with the operation of the aquipment.

1. Plug unitin and tum power switch on” | ". The unit should be
tumed on for at least 3 minutes pricr to the therapy session.

2. Press ‘MW Off* Soft key 2. if the system does not come on, turn unit
3. Verlfy that screen lights. off 0" thenon “| ™

3. Must enter: Patient name, patient D #,
4. Press "NEXT*, access keyboard and enter patient data. Press “Tab”  MDS serial #, e.g9. AB000123, and RTU Lot

to move between fields. Replace keyboard. # before pressing “NEXT™.
5. Press "NEXT".

PREPARE COOLANT BAG
SIEP JROUALESHOQTING
|Usc all components of a Procedure Kit prior to the “use before” date specified on the package. 1
1. Open package and inspect Coolant Bag. 1. Replace if Coolant Bag tray |
2. Add 100 + 5 cc sterile water to the Coolant Bag. d:ngaged'. colntHagfy's openet

Use ONLY sterle water when filing the Coolant Bag.
DO NOT use saline or non-sterile water.

Open door and place Coolant Bag on pins of chill plate.
;gm Inlet tubing through pump mechanism.
ce sensor module on mounting pins. Close pump tubing clamp, i
run tublng out the side of the Control Unit and closs coolantdoor, > C1oure that tubing Is free of door.

orw

PREPARE MDS
Syep TRAUBLESHOQTIING

Insert 10 ce of lidocaine 2% Jelly into the urethra.

Insert straight catheter to drain urine, replace with 50 cc sterlle

water.

Remove straight catheter.

Open and inspect MDS, 4. Replace If MDS tray is open or damaged.
Lubricate MDS.

Attach catheter plug to urine drainage port.

Insert MDS until the tip and balloon are well into the bladder . 8. Do not over inflata balloon. If the MDS
Align coclant connector tubing towards palient's anterior. poslticn is not acceptable, the MDS may be
Inflate balloon with 10 cc sterile water and pull MDS back to rotated or reinserted.

position balloon at the biadder nack.

g

® NOOGARW N2
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a. Roll patientonto side. Verify balloon position with transrectal
uitrasound. Remaove ultrasound.

Care should be taken in the placement and orientation of the
MDS. Improper placement of orientation of the MDS may lead to
procedural faflure of heating and damage of non-target tissues
such as the bladder neck, external sphincter of penile urethra.
Placement should be confirmed with transrectal ultrasound.

PREPARE RTU

NC. 941 P.11

TROUBLESHOATING

Stee

1. Open, inspect and gefiate RTU.

2. Lubrlcate RTU and insertinto rectum with orientation flag pointed
owards patient's posterior.

3. Inflate with 420 cc air, adjust alr volume lo achieve comforl.

4. Re-position patient. Secure MDS In place.

CONNECT MDS AND RTU 10 CONTROL UNIT
SIER

1. Replace if RTU tray is open of damaged.

3. Retain260c¢cc air In RTU.

TROUBLESHOOTNG

. —— -

4. Connect the MDS fiber optic and microwave cable, and RTU
connector to patient connection cable. Connect coolant tubing to

MDS.

2. Remove catheter plug and fill urine dralnage lurnen with 4 c¢ of
sterile water. Aftach urine drainage bag.

3. Position patienton back with head and shoulders elevated <20°

THERAPY
SIER

1. Line fiberoptic connactor up with slot
in port on patient connection cable.

3. Relleves pressure on RTU and
increases patient comfort.

goun;&summs

———————

Equillbrate MOS and RTU to body temp for 1 min.
2. View Therapy Checklist

screen 1o ensure that all steps have been taken.
3. Press "NEXT"to begin callbration.

-

. Wnen coolantis € 10°C. press*NEXT 1o view powef
adjustment keys, press “up” 10 apply 10 W of power.

At 2 minute intervals Increase power by SW.

Repeat step 5 until: MDS Temp Is 235°Cor Recta) Temp s
40°C or Power is 35 W,

At 1 minute Intervals increase power by 1 W.

Therapy begins when MDS sensorls 2 a7*C Optimum target
MOS temperature is 40°C & 1°C. Malntain this temperature
throughout therapy.

i
i
o 90

9. Maintain power levels for 60 minutes which meet the above
critedia by adjusting the power £ 1 W per minute.
10. After 60 minutes of therapy, reduce power to 0 W by pressing
"NEXT®, “NEXT", MW END.”
11. Run3°C coolant for 2 10 minutes.

4

3. If system will nat callbrate, respond t0
rTor message and repeat the catibration
stap by pressing “REPEAT". lfa
component needs 10 be replaced, press
*REPLACE" to enter new senal #.
Resume callbration by pressing “NEXT."

8. Should rectal temperatire exceed 42'C
dacrease power by 1 walt Increments per
minuts until rectal temp 1s < 42°C. f rectal
temperature does not respond as quickly
as needed 10 1 walt decreases, decrease
power by 3 watt Increments as needed.
When rectal temperature begins t0
decrease, try o increass power to
malntzin MDS at 40.0°C + 1°C.

g, if a system shutdown occurs respond
the error message. Make note of any eror
message numbers for \ater reference
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TERMINATION OF THERAPY
SxER JROUBLESHOGTING

Press "QUIT".

Press "YES".

Deflate MOS balloon, withdraw and disconnect.

Remove air from RTU, withdraw and disconnect.

Disconnact Coolant Bag and drain.

Press "NEXT",

If desired, copy data file onto pre-formatted disk.

Press “Tab" to reach “Copy File to Disketta.” Press enter. 8. Press “Tab" to reach "Print a File.” Press
*Enter” to obtaln Therapy Summary

Press "NEXT" Information.

. Turn off the T3 Control Unit and unplug.

NN WN

-
o

FOLLOWING THERAPY

1. Urologix recommands that the physiclan prescribe the use of an
antiblotic for 3 to 5 days following the T3 System procedure to
minimize the possibifity of a urinary lract infection to the patient.

2. Because the T3 System procedure elevales intraprosiatic tissue
temperature causing tssue damage that may result in acuts urinary
retention, it may be advisable for the patient to be catheterized for 2
to § days following the procedure.

N7
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For complete references, refer to the T3 SYSTEM USER MANUAL.

HOW SUPPLIED

All components of the Procedure KIt are Intsnded for one time use only. DO NOT resterilize and/or reuse them as this will
Tikely resuttin compromised device performance and increased risk of injury or infection to a pattent and treating staff. The
Procedure Kit components are supplied in storile double barrier packaging that has been exposed to ethylene oxide. The
Procedure Kit and components are placed in sheif boxes with tamper proof labets. DO NOT USE COMPONENTS THAT
HAVE EVIDENCE OF A COMPROMISED PACKAGE OR DAMAGE. Store In a cool, dry placs.

RESTRICTED DEVICES

The Procedure Kit, Its components and the Control Unit are intended for urological use only in the treatment of patients
suffering voiding difficulties secondary to BPH. Candidates for T3 System procedure require careful consideration.

The Procedure Kit components must not be used with any other system.

Only thase physicians who have been thoroughly trained on the operation of the T3 System and the T3 System procedure
should deliver the T3 System procedure.

WARRANTY AND LIMITATIONS

Urologix, Inc. warrants that each component of this device has been manufactured, packaged and tested with reasonable
care 2nd will be free from defects In workmanship and material. Urologix will not be ltable for any incidental, special, or
consequential loss, damage or expense direct or indirect, from the use of its product. Urologix’ sole obligation shall be to
repair, replacs, at its option, any device that we feel was defecttve at imae of shipment if notice thereof is received within
one year of shipment. Buyer assumes all liability, whether arising on warranty, contract, negligence, compliance with all
local taws and regulations which govem the use and sale of Ihis device, or otherwise for damages resulting from the
handling, possession, use, or misuse of the product. Because Urclogix has no control over the operation, Inspection,
maintenance, or use of its products after sale and has no control over the selection of patients, THIS WARRANTY IS
EXPRESSLY IN LIEU OF ANY OTHER EXPRESSED OR IMPLIED WARRANTY OF MERCHANTABILITY OR PITNESS
FOR ANY PARTICULAR PURPOSE, AND OF ANY OTHER OBLIGATION ON THE PART OF THE SELLER, If the user
is located outside the United States, Urclogix Invokas all oral or writien expressed or implied warranty, limitations legally
permissibla in that jurisdiction. The remedies set forth in the above Warrenly and Limitations shall be the exclusive remedy
available to any person. No agent, employee or representative of Urciogix has any authonty to change any of the foregoing
or assuma or bind Urclagix to any additonal liabiiity or responsibllity in connection with this device. .

T3® System Model 4000 IFU 250021

“Urologlx,” the Uralogix logo, "The Issue is Quality of Life,” and “73" are

trademarks of Uralogix, Inc., some of which are registered.

Covered by or licansed under one or more of the following patents.

U.S. Patents; 5,234,004; 5,300,099; 5,370,677; 5,413,588; 5,464,445; 5480,417; 5,643,335; 5,645,528.
European Patant Spec: 0 370-890 B1; 0 §19-958 B1. Prench Patents: 2,636,238; 2,659,519.

Japanese Patent: 2,127,932

©1898 Urologix, Inc. All rights reserved.
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Fax: 612475-1443 0123

W



