reZl | r T ] Operator’'s Manual
Rezim® Generator

Model G2200

WARNING: Carefully read and understand all-instructions, indications, warnings, and cautions
in this operator’s manual prior to using the-Rezam Generator. Failure todo so.could result.in
compromised patient safety, patient complications and/or insufficient treatment.

R ONLY

3033-001 Revision H February 2019 ©NxThera 2019 Page 1 of 85



This page intentionally left blank.

3033-001 Revision H February 2019 ©NXxThera 2019 Page 2 of 85



Table of Contents

Chapter 1~ About the REZUM® GENEIAtOr..........ccveveeeveeeeeeieeieeee e es et sssenaesnans 6
1.1  Trademark and Copyright INfOrmation..........cooeeeeieeiecciiccceee e 7
1.2 Contact INfOrMationN . ...c.cieeeieeee ettt e ae s 7
1.3 Indications for Use/Intended Use and Contraindications ..........cccovvevereeeneinierinenesenesenens 8
) S S o To [Tl d B L=t 1 o1 4o o e OSSOSO 9
15 SOty i et it CE0 T Lok bbb 10

1.51 Dangers, Warnings and CaULIONS .........ccviieiiiiieeiiiiee e ceitee e esiee e erree e e sree e e s seree e e ssabaee e enareeas 10
1571 () DANGERS ..l ih s it i ettt sttt sttt 11
1.52.2 - WARNINGS it s e 2 ettt sttt ne st nas 11
1.5:1.3  CAUTIONS L i e i e sttt ettt st st b ettt se b seennas 13

1.5.2 Potential ADVEISE EVENTS ... il i iiaeeeieeiieeeieee s B rree ettt esbeesbeessateesbeessneeesareesneeesareess 16

1.5:3 RePOrted AdVErsSE EVENTS . .....ciii el tte e e tee e e e etee e e e sabae e e e deda b tae e e e areeas 16

1.5.2 )Y 510 o] Lo U S S o SR S U UU 17
1541 GeneratorSymbols. ... i b b 17
1.5.42< UserInterface Symbols . i et e S Gh e et e 20

1.6 Operator Training REGUIEMENTS: v .o i e e e bbbttt see e ees 21

Chapter 2 Getting Started ...ttt e h e Lot Ee i it ia ettt 22

2.1 Unpacking and InSpecting...ccv e i iiiesi i ettt e e e s 23
2.11 Generator Controls.and CoNNECtiONS ...t lih it ade i e Tl fede e eihe b e e dela e 24
2.1.2 Display SCre€n Map ..o ot e eeeeas e ee e e e s e itrae e e s bueeeeeines e s reeeae Sk e eeeeend s i enrasaeeensenas 27
213 Audible TONEs.......cceo it it et e e s e b 28
214 VOolUME CONTIOL ..ot i i eyt e et e be bt e e b e 63 29
2.15 Detachable Parts and ACCESSOMES ...coiluereimietonnnreiinbe o fediert o s Gose s e s afia b s BT e 30

Chapter 3 Using the Rezlm Generator ...t i et b 31

3.1 Step by Step INStrUCHIONS. ..o s it St St 32
3.1.1 Connecting the POWET COrd .......uuiiii o e 0 e sie et 34
3.1.2 Turning on the REZUM GENEIAtOr ....ciiiciieee e i e deee e e etre e e e etee e e e sabee e e e eareeeeenreeas 35
3.1.3 Priming the DeliVEry DEVICE .....cciicvieie et e e et e e tte e e stte e e e stae e e e satae e e s satae e e enraeas 39

3033-001 Revision H February 2019 ©NxThera 2019 Page 3 of 85



3.14 Performing the TREIAPY ..uuii et e e e e e earae e e e eabae e e eareeas 42

3141 TUIDO FIUSH oot 45
3.14.2 Connecting New Delivery Device during treatment Session ..........cccceeevveerievrnennns 45

3.1.5 Turning off the REZUM - GENEIatOr.....cccccuiii i 46
3.1.6 Rezlm Generator Options MeNU [TEMIS.......uuuuuuiiiiiiiiiiiii e 47
3.1.6.1  Drain Bladder......c.oeoetorivneeiiiieceet et 48
3.1.6.2  RePIACE SAlINE ..ttt ettt naeneas 48
3.1.6.3"  REMOVE DEVICE. ...civi st diia it i ettt ettt sttt b ettt sbe et 49
3.1.6.3:1. EXport Procedure RECOFU. ......cviveiieiirieiirieisieese et 50

TN O G Y o Ty @) 4 0] O TR 53
3.1:6.4.1° System StatuS ... ihicieee i s 53

3.1.6.4.2 “EXPOItLOGS. . cuciuesiis e i s b Dttt 56

3.1.6:4.3  ProCedure: SUMIMAIY ..o it b ittt sttt 58

3:1.6.44  Treatment IMONILOT ... .ol ihuericiricie it e e e 60

3.216.4.5> -Treatment Config i i it e e e 60

3.1:6:4.6_ (SEIVICING ...ccilliatlueiailivheisiatidieiees sl b e et e b e 60

Chapter 4 . ;MaintenanCe @and SEIVICE. . it e e e ree B o sinssse e padan s e enesbeseeeas 61
41  Recommended Maintenance and: Care ..o e it il e ot 62
4.1.1 VisUBI TNSPECTION (oot it o e res e e (ae e e e e o e et b e s ree e e s abe e e e enbeeeeeareeas 63
4.1.2 Cleaning the Rezim/GENerator......cuu e i elennie e el i DT, 64
4121 Recommended Cleaning Products:....... ol it e 64
4.1.22 Not Recommended Cleaning Products ... ...t 64
4.1.2.3  Cleaning INStruCtiONS. ... .ociutrnue s et St s e i G e e etiaab e firn i e 65

4.1.3 Maintenance Checklist....... i m il i P s e 66

4.2 Authorized Repair OF SEIVICE. . ot taichireenesudiisrenesendhieteesae e durses e e bai e raibe e s hbvastenes 67
Chapter 5  Technical SPecifications ...t it e ede i sl b e 68
5.1  Generator SPeCfiCatioNnS........ccouiiiririrest Gindenenesrstin e e he e fiebe e et eseseseseseesesenenes 69
5.2 Electromagnetic Compatibility ReQUIremMENtS ... s it it 70
5.3  EN 60601-1-2 COMPHANCE ..cooveuiieiiieiieerieee et de bbbttt ssens 77
Chapter 6 TroubleShOOTING......couciiiiiiiiiee b ettt 78

3033-001 Revision H February 2019 ©NxThera 2019 Page 4 of 85



6.1  TroubleShOOtING StEPS....ccucirieieieeeee ettt 79

6.2 EITOr MESSAQES......uiiiiiciiee et 80
6.3 Error Message Table ... 82
6.3.1 (O o | I g o T\ FoT Yo U 82
6.3.2 NON-CritiCal ErrOr IMIESSAZES ..vvviiiiiiiiiiiiiieeeiitee e ertte e stee e e e see e e s sbee e e e sabee e s essbeeeessabeeessnnrenas 83
6.3.3 INfOrmMatioNal ErrOr IMESSAEES. . ciiivieieieiiieeiettee e ettt e et e e e see e e s sbee e e e sabee e s ssnbeeeessabeeessnnreeas 84
6.4  Obtaining techniCal @SSIStANCEL i i 85

3033-001 Revision H February 2019 ©NxThera 2019 Page 5 of 85



Chapter 1 About the Rezim® Generator
Overview

This chapter contains informatiaﬁ)%out the Rezim Generator including safety. Please make
sure you read this entire in{@%tion manual prior to using the Rezim Generator.
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1.1 Trademark and Copyright Information

RezOm is a registered trademark of the NxThera Corporation.

© NxThera Corporation 2019. All rights reserved.

1.2 Contact Information

u NxThera, Inc.

7351 Kirkwood-Lane Nerth
Suite 138

Maple Grove, MN.55369
USA

www.nxthera.com

Phone: +1-763-515-0404
Toll-Free;'+1-888-319-9691
bscemailorders@bsci.com

Emergo Europe

EC | REP Prinsessegracht 20
2514 AP.The Hague
The Netherlands
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1.3 Indications for Use/Intended Use and Contraindications

The Rezum generator is intended to be used with the NxThera Rezim Delivery Device Kit, Model
D2201 only. Refer to the Instructions for Use for the Rezim Delivery Device Kit for the
Indications for Use/Intended Use and Contraindications.
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1.4 Product Description

The Rezim generator is designed to heat the RF coil within the hand-held Delivery Device
rapidly. The device uses radio frequency (RF) energy to heat water into vapor outside the body.

The vapor is injected into the tissue and rapidly disperses through the interstitial spaces
between the tissue cells. The vapor begins to cool and condenses immediately on contact with
tissue. The stored heat energy is released, gently denaturing the cell membranes and causing
instantaneous cell death.

The denatured tissue is absorbed by the body over time. The vapor condensation process also
causes a rapid collapse of blood vessels in‘the ablation treatment zone, resulting in a bloodless
procedure.

The generator rapidly heats and converts-sterile water into nearly pure or “dry vapor” at slightly
above 100°C. The'generator delivers this thermal energy in the form of dry vapor at
temperatures through precise vapor emitter openings at the:tip of the Vapor Emitter Needle.
The rate-and time over,which'the thermal energyin the form of vapor is delivered is monitored
and regulated by the generator.
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1.5 Safety

This section contains important safety information. NxThera requires that you read and
understand all warnings, cautions, and the operator's manual prior to using the Rezim
Generator.

1.5.1 Dangers, Warnings and Cautions

The symbol and signal words shown below identify potential hazard categories. The definition
of each category is as follows:

& DANGER

This alert'identifies.hazards that will.cause serious personal injury or death.

& WARNING

This alert identifies hazards-that may cause serious personal injury or death.

& CAUTION

This alert identifies-hazards.that may cause minor personal injury, product damage, or property
damage.
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1.5.1.1 DANGERS

DANGER: Do not take or use the device in locations where combustible anesthetics or
flammable gases are used or in high-pressure oxygen rooms or inside oxygen
tents.

1.5.1.2 WARNINGS

WARNING: A protective ground connection by way of the grounding conductor in the power
cord is essential for'safe operation. To avoid electrical shock, plug the power cord
into a-properly wired receptacle, use only the power cord supplied with the
generator; and make sure the power cord is in good condition.

WARNING: Aftervisual.inspection, if the generator is damaged or a message is indicated to
not use<the generator; please contact Customer Service and take the generator out
of service.

WARNING: Before conducting.maintenance work, turnthe power off and unplug the power
cord from the outlet to prevent electric-shock.

WARNING: Do not modify this.equipment without authorization of NxThera.

WARNING: Carefully read and understand all instructions, indications, warnings, and cautions
in.this operator's manual prior to using the Rezim Generator. Failure to do so
could:-result in"compromised patient safety, patient complications and/or
insufficient treatment:

WARNING: Donot connect a:grounding wire from a’grounding.stud to a gas pipe or water
pipe.

WARNING: Do not connectto an electrical-outlet controlled by a wall switch because the
device may be accidentally-turned off.

WARNING: Do not'plug power.cord into an outlet (orunplug-it) with wet hands.

WARNING: Do not submerge the device in liquids or pour cleaning liquids.over, into or onto
the generator:

WARNING: Do not use the ‘'generator ifit is damaged,is not functioning properly, or fails to
meet an electrical safety check: Notify the appropriate personnel to ensure the
generator is removed from service‘'and properly repaired.
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WARNINGS CONTINUED

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

WARNING:

3033-001 Revision H February 2019

Failure on the part of all responsible individuals, hospitals, or institutions,
employing the use of Rezim generator, to implement the recommended
maintenance schedule may cause equipment failure and possible health hazards.
The manufacturer does not, in any manner, assume the responsibility for
performing the recommended maintenance schedule. The sole responsibility rests
with the individuals, hospitals, or institutions utilizing the Rezim Generator.

If a critical error-message is displayed, take the generator out of service and call
BSC Tech Services,; Do not attempt to service or maintain the generator while in use
with a patient.

If the generator measurement readings or messages seem dubious or abnormal,
check the condition of the patient first and stop using the generator.

In the event of power failure, the generator will automatically shut off. Turn the
power button off. Please remove the Delivery Device from the patient immediately
per-instructionsin the IFU, 3032-0XX Section 9. Turn on again to restart the
generator to begin a new therapy session.

No modification of this equipment is allowed. Do not attempt to service or
maintain the generator-while in use with a patient.

RF Interference -Known RF sources, such-as cell phones, radio-or TV stations, and
two-way. radios, may cause unexpected or.adverse operation of this generator.
Consult qualified personnel regarding system configuration.

Shock Hazard. = Do not open, disassemble, or alter the Rezim:Generator! Failure to
observe this warning cah resultin personal injury.or death. Refer maintenance
issues to authorized service personnel.

The generator contains'-magnets in.the LCD'lid. Avoid close or-prolonged contact
with-electrical devices or devices that have strong magnetic fields.

The generatoris not.intended tobe deployed-in settings or situations-that
promote use by untrained personnel. Operation by ‘untrained personnel can result
in injury or death.

The generator needs special precautions regarding Electromagnetic Compatibility
(EMC) and needs to be installed\and put into service according to-the EMC
information in Chapter 5 provided-in this.operator’s manual.

The generator should not beused adjacent to, or stacked with other equipment. If
adjacent or stacked use is necessary, test'the generator-to verify normal operation.
Refer to the Electromagnetic Immunity information-in Chapter 5.

The Rezum Generator is equipped with'a USB port that is sensitive to ESD that may
potentially result in injury or device failures.
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WARNINGS CONTINUED

WARNING:

WARNING:

WARNING:
WARNING:

WARNING:

WARNING:
WARNING:
WARNING:

The Rezim Generator is reusable, but is restricted to a single patient at a time for a
therapy session.

To avoid the risk of electric shock, this equipment must only be connected to a
supply mains'with protective earth.

Use a grounded AC outlet for the power supply and ground this generator.

Use of accessories other than those specified in this document may result in
increased emission or decreased immunity of the Rezim Generator.

Use only NxThera approved -and specified parts, accessories, optional parts,
consumables, and components.

Use only NxThera specified power cord.
Use with-the specified AC voltage and frequency.

When transporting the generator, it.is important to position it with the display
facing away from the body.

1.5.2.3 CAUTIONS

CAUTION:
CAUTION:

CAUTION:

CAUTION:

CAUTION:
CAUTION:

After cleaning, allow complete drying before plugging into an outlet.

Before conducting‘maintenance work, turn the power OFF ahd unplug the power
cord from the outlet to prevent electric shock.

Before moving this generator, turn the'power-OFF, remove-all accessories from the
patient, and-unplug-the power cord from the outlet.

Do not install this generator.in‘the following locations:

* Locations where'gases and flames are used

o\ Locations where the air includes dust, salt, or sulfur

* Locations exposed to prolonged direct sunlight

e Locations that vibrate or are subject to sharp impacts

e Locations'near-heating equipment

e Locations-where chemicals are stored

e This generator.cannot be used in any room in which'noise-generating
apparatuses are used (such as an"MRI room, CT:room, X-ray-room,-etc.)

Do not place anything on this generator,

Do not soak the generator or.accessories in‘any medical liquid. Also, keep liquids
out of the generator and accessories.
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CAUTIONS CONTINUED

CAUTION:

CAUTION:

CAUTION:

CAUTION:
CAUTION:

CAUTION:

CAUTION:

CAUTION:

CAUTION:

CAUTION:

CAUTION:

Equipment operating in close proximity may emit strong electromagnetic or radio
frequency interference (RFI), which could affect the performance of this device.
Avoid operating the Rezim Generator near cauterizers, diathermy equipment, FM
2-way radios, or cellular phones. Turn power off to radio, cellular and other like
equipment near the Reziim Generator. Refer to the EMI tables in Chapter 5.

Exposing'the Rezim Generator to extreme environmental conditions outside of its
specified parameters'may compromise the ability of the Rezim Generator to
function properly and/or cause the plastic to warp and/or crack.

Follow yourfacility’s procedures.and applicable regulations when disposing of
anything that'has been used-on patients.

The generator'should-be at room temperature prior to use.

If there is.condensation:on the generator, dry it thoroughly before turning the
power-on.

Input voltage range is 100 to 240V at.50 to 60 Hertz. Verify this voltage matches
that of the power outlet.

Observe the following-cautions when connecting this generator with other
equipment:

¢ Ensure that the connected equipment is in accordance with the IEC60601-1
or IEC safety standards:

« . Employ additional protective measures. (e.g.,-additional protective earthing)
as necessary.

Only-NxThera approved-equipment and accessories shall be connected to the
generator.

The Rezim Generator USB port is only intended for'use during maintenance by
authorized-service personnel or.to export therapy data.

The generator conforms to-the requirements of the EMC standards (IEC 60601-1-
2:2007 and IEC.60601-1-2:2014), so it'can be used-at the same time as other
electrical simulators. However, it may be affected by electrical scalpels.and
microwave treatment devices.and there may be an impact‘on measurement
precision for patients 'using cardiac-pacemakersand the.like. Check the operation of
this generator during and after use of'such equipment and with such patients.

The Rezim Generator is intended to.be used indoors-at aimedical facility or
physician office environment only:
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CAUTIONS CONTINUED

CAUTION:

CAUTION:

CAUTION

CAUTION:

CAUTION:

CAUTION:

CAUTION:
CAUTION:
CAUTION:

The Rezim Generator cables may cause a trip hazard while cables are attached to
the generator.

The Rezim Generator needs special precautions regarding Electromagnetic
compatibility (EMC) and care should be taken in accordance to the EMC
information-provided in Chapter 5 of this document.

To prevent damage to equipment, do not clean any part of the generator with
phenolic compounds. Do not use abrasive or flammable cleaning agents. Do not
steam, autoclave, or.gas-sterilize the generator.

Use of portable and mobile RF‘communications equipment near the Reziim
Generator may affectits operation.

Using this generator.with the air vent blocked could cause a breakdown. Clean this
generator with care.

When any of the following occur, turn the power off, remove all accessories from
the patient, and unplug-the power cord from the outlet.

e There is smoke or-a strange odor leaking out of the generator.
e The generator-has been dropped-or impacted by an object.

e  Liquid or foreign‘matter gets.inside the generator.

o - ‘If you think the generator may have been damaged.

When using disinfectant solutions, follow the-manufacturer’s directions.
Input voltage is pre-selected as labeled on.the generator

Please use caution-in opening the shipping box-and try'not to use sharp utility
knives.and such, as you risk cutting into yourself and/or product.
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1.5.2 Potential Adverse Events

The following adverse events have not been reported in the clinical trials: erectile dysfunction,
pelvic abscess, rectal wall injury, and fistula. Delivering a form of thermal therapy or misuse of
the device has potential for producing these adverse effects.

1.5.3 Reported Adverse Events

The types of device related; or procedure related adverse events reported are typical of thermal
BPH ablation procedures. There wereno clinically significant complications resulting from the

treatment.

A summary-oftheadverse events observed in-NxThera clinical studies is presented in the Rezim
Delivery Device Kit Instructions for Use forithe Rezim Delivery Device Kit, 3032-0XX.
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1.5.4 Symbols

The following symbols may appear in this manual, on the generator labeling and/or packaging.

Some of the symbols represent standards and compliances associated with the generator and its

use.

1.5.4.1 Generator Symbols

Indicates.on therating plate that the

equipment is suitable for alternating IEC 60417
current-only; to identify relevant
terminals

Alternating current
(5032)

REF Manufacturer’s catalog'number, so that
the medical device can be identified

ISO 15223-1:2016

Catalog number
(5.1.6)

Electrostatic sensitive device

Caution: Contains parts and assemblies
susceptible to damage by electrostatic
discharge (ESD)

‘ Contact with generator-package should

‘I \ be avoided at low'levels of relative IEC 60417

: humidity, especially if insulating
footwear is.being.worn or the
ground/floor.is-nonconductive. Low
levels of relative humidity-must.in
particular be éxpected-on hot, dry
summer days and,very cold winter
days.

Electrostatic sensitive
devices (5134)

Consult accompanying documents

Refer. to instruction
manual/booklet
(M002)

Indicates the date when the medical

. ISO 15223-1:2016
device was manufactured

@
(Printed in blue on generator label) 150 2420201

Date of Manufacture
(5.1.3)

Authorized Representative in the

EC | REP European Union ISO 15223-1:2016

Indicates the
Authorized
representative in the
European Community
(5.1.2)

3033-001 Revision H February 2019 ©NxThera 2019
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Indicates a medical device that can be
broken or damaged if not handled
carefully.

The generator. package should be
handled carefully and should never be
tipped-over or slung

ISO 15223-1:2016

Fragile, handle with
care (5.3.1)

Indicates aimedical device'that needs
to be protected from-moisture.

The generator package must be
protected from excessive-humidity and
must accordingly be-stored.under
cover.

ISO 15223-1:2016

Keep dry (5.3.4)

Indicates the medical device
manufacturer

ISO 15223-1:2016

Manufacturer (5.1.1)

VIEG PN Manufacturing internal part number Not Applicable Not Applicable
reference
MODEL |{ModelNumber Not/Applicable Not Applicable

((ti’))

Indicates generally elevated,
potentially-hazardous, levels of non-
ionizing radiation, or-toindicate
equipment or systems e.g. in the

Non-Ionizing

safety is involved.

medical electrical area that include RF QLY eIec.trc.)magnetlc
. ( : radiation’(RF) (5140)
transmitters or that.intentionally apply
RF electromagnetic energy for
diagnosis or.treatment.
Indicates disconnection‘from the "OFF” (power)
o mains, at least for mains switches.or. [EC 60417
their positions, and all those casés (5008)
where safety is involved.
Indicates connection to the mains, at
I least for mains switches or their o cedS ON’" (power)
positions, and all those cases where (5007)

R ONLY

US Federal law restricts this device to
sale by or on the order of a physician.

FDARegisterVol. 81,
No. 115

Prescription device
(IIG, page 38919)

3033-001 Revision H February 2019
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Protection against Ingress of Solids

electric shock in case of a“fault, or the
terminal-of a protective’earth (ground)
electrode,

IPx0 and Liquids IEC 60529 Non-protected
Identifies any terminalwhich is
intended for connection to an external .
conductor for'protection against Protective earth;
P 9 IEC 60417 protective ground

(5019)

S

] @®

Indicates the‘manufacturer'sserial
number so that a specific medical
device canbe identified.

ISO 15223-1:2016

Serial number (5.1.7)

34

Thiscsymboliindicates that the waste of
electrical'and electronic-equipment
must ‘not be-disposed-as unsorted
municipal waste and must-be collected
separately. Please contact an
authorizedrepresentative of the
manufacturerfor information
concerning the decommissioning of
your equipment.

BS EN 50419:2006

WEEE wheeled bin

Identifies a'type BF.applied part
complying with'IEC 60601-1,

IEC60417:2002

ANSI/AAMI/IEC
TIR60878:2003

IEC 60601-1

Type BF applied part
(5333)

Universal Serial Bus (USB),port
connector

Not Applicable

NotApplicable

R
VAN

Indicates the need for the userto
consult the instructions for use for
important cautionary.information such
as warnings and precautions that
cannot, for a variety of reasons, be
presented on the medical device itself.

1IS0.15223-1:2016

Caution (5:4.4)

w95/F,

EXXXX

S
(),

S

Medical Equipment as to electrical
shock, fire and mechanical hazards
only in accordance with ANSI/AAMI ES
60601-1 AMD 1 (2012), CAN/CSA
C22.2 No 60601-1 (2014)

ANSI/AAMI ES 60601-
1’AMD-1(2012),
CAN/CSA C22.2 No
60601-142014)

Medical Equipment
recoghized by
Underwriters
Laboratory Inc.

3033-001 Revision H February 2019
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1.5.4.2 User Interface Symbols

Priming the Delivery Device

Perform a pre-treatment vapor cycle

Back to.previous screen

Complete

Confirmation_.message

Continue

Critical error message

Displayed for.errors thatare not of critical severity.

Informational error messages

Export

Generator question that‘requires-user response

Home screen menu

»OfheroRoR @@

‘ ’ A v Navigation buttons for back, forward, up and down
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Volume Control

@ Options Menu
1)

Table 2: User Interface Symbols

1.6 OperatorTraining Requirements

WARNING: The generatoris not intended tobe deployed in settings or situations that promote
use by untrained personnel:-Operation by untrained personnel can result in injury or death.

Persons authorized to operate the generator must have all the following minimum training.

«_ Training asrequired by state, province; or country regulations.

» Training.on operation and use of the generator.

- Additional training as required.by a physician or Medical Director.
o Athorough understanding of the procedures in this manual.
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Chapter 2 Getting Started

Overview

%o
This chapter contains informg)’ Q’on how to get started with your Rezim Generator.
& 5
& o

3033-001 Revision H February 2019 ©NXxThera 2019 Page 22 of 85



2.1 Unpacking and Inspecting

CAUTION: Please use caution in opening the shipping box and try not to use sharp utility knives and
such, as you risk cutting into yourself and/or product.

Every attempt is made to ensureryour order is accurate and complete. However, to be sure that your
order is correct, verify the contents of the box against your packing slip.

The Rezim Generator-is designed. for simplicity of operation and set-up and requires minimal
assembly. The following:items are included in the Rezim Generator box:

One (1) Rezum Generator:

One (1)Power cord

1. 'Carefully‘inspect each item as it is unpacked for any signs of damage that may have occurred during
shipment.

2.~ Check the components according to the packinglist.

3.  Check forany.-damage or defects. Do not.attempt to set up the Rezim Generator if anything is
damaged or defective, Contact-Customer Service immediately if anything is damaged or defective.
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2.1.1 Generator Controls and Connections

WARNING: The generator contains magnets in the LCD lid. Avoid close or prolonged contact
with electrical devices or devices that have strong magnetic fields.

WARNING: The Rezim Generator.is equipped with a USB port that is sensitive to ESD that may
potentially result in injury or device failures.

WARNING: Do not connect a grounding wire from a grounding stud to a gas pipe or water
pipe.

CAUTION: Using this'generator with the air vent blocked could cause a breakdown. Clean this
generator with care.

CAUTION:Only NxThera approved equipment and accessories shall be connected to the
generator.

CAUTION: The Rezlm Generator USB.port is-only intended for use during maintenance by
authorized service personnel or'to download therapy data.

The following figures and table explain the controls, connections, and their function.
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C F
Figuréedl: Front-and Fop of Generator
ID |Item Description
A | Display Screen Touch screen display to provide system feedback to the-user
B Syringe / Syringe Cradle | Holds'water for vapor treatment
C Electrical cable port The electrical cable is the RF energy-line and the connections
for the switches and thermocouples
D | Roller pump Delivers saline:during procedure
E Power Indicator Displays system; status
F Power switch Turns system on /off
G | USB port Allows data from system to-be-exported onto USB device

Table 3: Front and Top of Generator DéscriptignTable
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Rigure 2<{Back of Generator

P
Q Figure 3:Side of Generatgr

ID | Item Description

I Grounding stud Grounding stud-used:for grounding product
(Required.in Europe)

J Air vent Outgoing air.vent

K Product Label Providesiinformation about the generator

L Fuse box Holds generator fuses

M | Power cord plug Connection plug for electrical power cord

N | Lid Cover to. protect.display screen, syringe and-pressure
sensor ports

O | Handle Use to transportthe device by hand

P Air vent and speaker Incoming airvent(both sides) and speaker (left side
only)

Q Rubber feet (on bottom and side) | Allows product to be stored on base or bottom end

Table 4: Back and Side of Generator Description Table
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2.1.2 Display Screen Map

The Rezim Generator is equipped with a color touchscreen that can be viewed up to 8 feet

away from the generator. The display allows interaction with the generator using screen
buttons icons and menus with the touch of a finger with or without latex gloves.

. =
A-Title Bar ——=> Delivery Device Setup:

B-Information Screen ——>

C-Lower Toolbar ——>

Current Date and Time:
9 Mar 2018 15:33:23

Item | Description
A-Title Bar | Brief title-of the screen displayed
B-Information | Main area for screen information and error messages will be shown to
Screen | the user: Replace saline-button is also available on-the saline bag.
C-Lower | The bottom of all screens, except the start-up-screens, will include the
Toolbar | .same lower bar. This-will have three features on it: volume adjustment,
product logo, and'the Options menu button (if-applicable).

Table 5: Display.Screen Map
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2.1.3 Audible Tones

The generator emits different audible tones to indicate to the user different events. These tones
vary with the type of message and its content. The description of each tone is explained in
Table 6.

Tone Name Tone Description

1. Start-up A musical tone is played during generator power on
sequence.

2. Treatment Warning A single quick tone played when there is a warning after

treating—running low on treatments, running low on
treatment time, and other alerts that may require user
intervention.

3. Partial Treatment Tone Tone emitted when the delivery device vapor activation
button has been deactivated prior to the completion of
a treatment.

4: Treatment Ready Played when the system is ready to perform a treatment

5..-Treatment and Priming Beep tone is repeated once per second while
performing Priming and Treatment operations.

6. Success Tone-emitted when a full treatment has been
administered; after.successful priming, and as feedback
while adjusting the volume.

7. ErrorMessage Two, quick tones in_succession are-played whenever the
generator displays an error message-on the generator
screen,

8. Critical Error Message A single high=pitched tone is played when the

generator encountersa critical error. In addition, three
quick tones:in succession.are played whenever the
generator displays a critical error message‘on the
generator screen:;

9. Delivery Device Disable Tone A high-pitched tone followed by a’'low-pitched-tone
played when the delivery device is disabled,

Table 6;‘Tone Description
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2.1.4 Volume Control

The generator has an on-screen volume control as depicted in Figure 5.

Rigure 5: Volume Control

e Touch the minus symbol to.decrease or silence the volume and touch the plus symbol to
increase the volume. A-tone will be emitted upon each button press.

e The'Critical Error-and Delivery Device Disabled alarm tones cannot be silenced by the
volume control.

¢ The volume resets'to the default when the generator.is turned off and on again.

e . Set the volume loud enough to be‘heard-adequately in the actual use environment.
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2.1.5 Detachable Parts and Accessories

WARNING: Use only NxThera approved and specified parts, accessories, optional parts,

consumables, and components.

CAUTION: The Rezim Generator cables may cause a trip hazard while cables are attached to

the generator.

The Rezim Generator has the following-detachable parts and accessories:

Detachable Parts.~Supplied with'the.Rezim Generator

Model Description, Function Type
Number
1519-001 Power cord Reusable
3.05:meter hospital grade power cord
North American; 15 amp
1519-002 Power cord Reusable
3:05 meter hospital grade power cord
Continental Europe; 10 amp
1519-003 Power. cord Reusable
2.50 - meter hospital grade power cord
Swiss, 10.amp

Table 7: Detachable(Rarts

Accessories — Supplied Separately

Model Description, Function Type
Number
D2201 Delivery Device, Disposable, single use
Delivers the vapor into the tissue
Table8: Accessories
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Chapter 3 Using the Reziim Generator
Overview

This chapter provides step by st@’%structions and sequence of operation for the Rezim

Generator. o§\0

c,@\“
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3.1 Step by Step Instructions

This section contains step by step instruction on how to connect the power cord, turn on and off
the generator, prime the delivery device, perform treatment, and use the option menu.

WARNING: When transporting the generator, it is important to position it with the display
facing away from the body.

CAUTION: Follow your facility’s procedures and applicable regulations when disposing of
anything that has been used on patients.

CAUTION: Do not install this generator in‘the following locations:

e Locations-where gases and flames are used

e Locations where the air includes dust, salt, or sulfur

* _Locations exposed to prolonged direct sunlight

e  Locations that vibrate or are subject to sharp impacts

e . lLocations near heating equipment

¢~ Locations.where chemicals are stored
This-generator cannot be used in-any room in which noise-generating apparatuses are used
(such as-an MRI'room,CT room, X-ray room, etc.)

CAUTION: Do not place anything on this generator.
CAUTION: Observe the'following cautions when connecting this generator-with other
equipment:

* Ensure that the connected equipment is in‘accordance with the IEC60601-1 or IEC safety
standards.

Employ additional protective measures(e.g., additional-protective earthing) as necessary.

CAUTION: Exposing the Rezim-Generator to extreme environmental conditions outside-of its
normal conditions may compromise the ability of the.Rezum Generator to function properly
and/or cause the plastic to warp and/or crack.

CAUTION: The Rezim Generator cables may cause‘a trip-hazardwhile cables are attached to
the generator.

CAUTION: If the Rezim Generator is stored in an environment with a temperature below the
operating temperature, the unit should be allowed'to warm up to'the needed ©Operating
temperature before using.
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CAUTION: Equipment operating in close proximity may emit strong electromagnetic or radio
frequency interference (RFI), which could affect the performance of this device. Avoid operating
the Rezim Generator near cauterizers, diathermy equipment, FM 2-way radios, or cellular
phones. Turn power off to radio, cellular and other like equipment near the Rezim Generator.
Refer to the EMI tables in Chapter 5.

CAUTION: The Rezim Generator is intended to be used indoors at a medical facility or
physician office environment only.
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3.1.1 Connecting the Power Cord

WARNING: Do not connect to an electrical outlet controlled by a wall switch because the
generator may be accidentally turned off.

WARNING: Do not plug power cord into an outlet (or unplug it) with wet hands.
WARNING: Use only NxThera specified power cord.

WARNING: To avoid therisk of electric shock, this equipment must only be connected to a
supply mains with protective earth.

WARNING: A protective ground connection by way of the grounding conductor in the power
cord is essential for safe operation. Toavoid electrical shock, plug the power cord into a
properly-wired receptacle, use only-the power cord supplied with the generator, and make sure
thepowercord is in good condition.

WARNING: Use a grounded AC outlet for the power supply‘and ground this generator.

WARNING: Use only NxThera.approved and specified parts, accessories, optional parts,
consumables, and components.

WARNING: Use with'the specified AC voltage and frequency:

1. Make sure that.the AC outlet.is properly grounded and supplies the specified voltage
and frequency.

2. Connect the female connéctor end of the power cord:to the-AC power connector on the
back of the generator.

3. Plug the male connector end of the-power-cord into a properly-grounded AC power
outlet.
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3.1.2 Turning on the Rezom Generator

DANGER: Do not take or use the device in locations where combustible anesthetics or

flammable gases are used or in high-pressure oxygen rooms or inside oxygen tents.

WARNING: The Rezim Generator is reusable, but is restricted to a single patient at a time for a
therapy session.

CAUTION: If there is condensation on the generator, dry it thoroughly before turning the power

on.

CAUTION: When any of thefollowing occur, turn the power off, remove all accessories from the
patient, and unplug the power:cord fromthe outlet.

There is smoke ora-strange odor-leaking out of the generator.
The generator-has been dropped or impacted by an object.
Liquid or foreign matter-gets inside the generator.

If you think the'generator may have been‘damaged.

To turn ON:

1. Open the lid of the generatorto show the display screen and make sure'it is fully open.

2. Turn on the generator by pushing the top-of the Power button located on the front of the

generator as-depicted in Figure 6.

——————

Power button

Figure 6: Power butfon

3033-001 Revision H February 2019 ©NXxThera 2019 Page 35 of 85



3. While the generator is powering up, it initially displays two start-up screens and a test

screen.

WARNING: In the event of power failure, the generator will automatically shut off. Turn the
power button off. Please remove the Delivery Device from the patient immediately per
instructions in the IFU, 3032-0XX Section 9. Turn on again to restart the generator to begin a

new therapy session.

NXTHERA

Figure 7: NxTherd Start-up'Screens
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Figurec8:'NxThera Test Screen

4. It will automatically run the Start-up Diagnostics.  During this time the test screen is
displayed, and a barand text will indicate status of the tests on the screen.
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5. After the Start-up Diagnostics are completed, the generator will display the Delivery Device
Setup screen.

Delivery Device Setup:

Current Date and Time
9 Mar 2018 15:33:23

Figure,9: Deliver Device Setup
After.all connections are properly.made;, a message will-be displayed for 5 seconds letting

the'user know that items have been‘connected and then the Priming screen will be
displayed.

Connected!

Please ensure that the syringe water line is connected
to the syringe.

Figure 10: Confiection-Message
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3.1.3 Priming the Delivery Device

CAUTION: When any of the following occur, turn the power off, remove all accessories from the
patient, and unplug the power cord from the outlet.

e There is smoke or a strange odor leaking out of the generator.

e The generator has been dropped or impacted by an object.

e Liquid or foreign matter gets inside the generator.

e If you think the generator may have been damaged.

Priming:

3 Deploy Needle
Press and Hold

Ready for priming...

Figure’11:Ready for(Priming

When the operator starts'priming the Delivery Device, a progress bar will be initiated and
displayed. The textwill.change,cand a tone will be generated to indicate that the operation is in
progress. Priming is‘initiated by deploying the needle and holding the Delivery Device vapor
activation button for thepriming-duration, which lasts approximately 30-seconds..'A message
will be displayed indicating when-Priming-is complete.

If the vapor activation trigger is activated while the needle'is being deployed, priming, pre-
treatment, or treatment operation will-not beinitiated until the vapor trigger is released and
reengaged.
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Therapy

Status { : : l Saline Instilled

Setup Complete

@ Please perform a Pre-Treatment Vapor Cycle

immediately prior to procedure to initiate
treatment stage.

Treatmen

O\J

Full Treatments

@ Options

Figure 14<Setup Complete Screen

If the device is not properly primed;.an error message will-be displayed to the user. Upon
resolution-of the issue and closure of the error message, the screen will display the Priming
Screenjand the steps.should be repeated.
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3.1.4 Performing the Therapy

WARNING: If the generator measurement readings or messages seem dubious or abnormal,
check the condition of the patient first and stop using the generator.

CAUTION: When any of the following occur, turn the power off, remove all accessories from the
patient, and unplug the power cord from the outlet.

e There is smoke or a strange odor leaking out of the generator.
e The generator has been dropped or impacted by an object.

e Liquid or foreign matter getsiinside the generator.

e If you think'the generator may have been damaged.

After setup is complete, perform a Pre-TreatmentVapor Cycle immediately prior to procedure to
initiate treatment stage.

_— Thera Py _———

Status ‘ 7 N Saline Instilled
Loiomiiomi\

Setup Complete

Please perform a Pre-Treatment Vapor Cycle
immediately prior to procedure to initiate
treatment stage.

Treatmen

0,

Full Treatments

Figure'15: Setdp-Complete Screen
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After performing a pre-treatment vapor cycle, a screen will be displayed indicating the generator
is ready for treatment.

Therapy

Status Saline Instilled

.00,

- )

OmL

Treatment Log

00

Full Treatments

Figure 16: Ready for Treatment Screen
A treatmentis initiated bycactivating flush, deploying the needle, and pulling in and holding the

vapor activation-button. When a treatment.is in progress, the time clock will count in whole
seconds to'the maximum preset treatment time. After treatment time has elapsed, the
generator willautomatically end thetreatment and will.once again be ready for treatment.
Releasing and reactivating the vapor activation button will initiate another treatment after the
required rest period-has elapsed:

Therapy

Status Saline Instilled

_____(05) ~

sec.
s SRREEL ) —

T

>

Treatment Log

00

Full Treatments

Q) (=) (+

Figure 17: Treatment in Progress S¢reen
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If at any time the generator is not ready to perform a treatment (e.g. rest period between
treatments is in effect, etc.) the screen specified Waiting as depicted below and is grayed out.

Therapy
Status Saline Instilled
- N
Waiting [ ‘ ] | —}

Treatment Log

01

Full Treatments

Figure 18:PRending ReadyIndicator on screen

The"generator will automatically be ready for treatment (Figure 16) when the pending condition
is resolved. . Monitorthe ALERTS message area during treatment and take action:when specified
to do so.
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3.1.4.1 Turbo Flush

If visualization becomes cloudy during the procedure, Turbo Flush can be activated to improve
the visualization by increasing the saline flow rate. To activate Turbo Flush, press twice and hold
vapor release button. Treatments will not be performed during this mode.

When visualization has been cleared, turn off Turbo Flush by releasing the button.

3.1.4.2 Connecting New Delivery Device during treatment session
The generator can detect if a new delivery device has been connected to the generator during a
therapy session.

If a new Delivery Device is connected during the therapy session, select New to create a new
procedure record or Continue-to continue with current procedure record.

New Delivery Device:

New Delivery Device

A new Delivery Device has been connected. Do you

want to create a new Patient Info record or continue
with the current record?

New Continue

rezumm:

Figure 19:'New Delivery Device
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3.1.5 Turning off the RezUm Generator

In the event of power failure, the generator will automatically shut off. Turn the power button
off. Please remove the Delivery Device from the patient immediately per instructions in the IFU,
3032-0XX Section 9. Turn on again to restart the generator to begin a new therapy session.

CAUTION: Before moving this generator, turn the power OFF, remove all accessories from the
patient, and unplug the power cord from the outlet.

1. Turn off the generator by pushing the bottom Power button located on the front of the
generator.

Power button

él r o d

Figufe 20: Power bufton

Note: In the event of loss of power;a new. procedure record is created: ‘Previously completed
treatments will be‘saved-in the prior procedure record.
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3.1.6 Rezum Generator Options Menu ltems

To configure the generator and setup before the therapy session begins, select the Options
button on the lower toolbar.

@ Options

Figure 21: Options Menu button

The following.options (if applicable) are available and described in further detail in the sections
below:

Delivery Device Setup:

Current Date and Time:
9 Mar 2018 16:22:43

Replace Saline

Remove Device

More Options

Figure 22;'Options’Menu choices
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3.1.6.1 Drain Bladder

When 750ml of saline has been used, a message will be displayed to the physician to drain the
bladder. When this has occurred, select from the Options Menu, Drain Bladder. A “Confirm
Bladder Drain” dialog box shall appear when Drain Bladder is selected. Select Confirm to
confirm the physician has done so.

Confirm Bladder Drain

& /)

Please confirm the physician has drained the bladder.

\c)\ O\ Cancel Confirm

\oc_)o\e & %&%r{t&ﬂadd&%nflr@’%on
3.1 6@‘3 Sa(me Q/\\((\ /1,\\’0 O)Q\/o
When s@me |S\Fe\)|a (d%e%et e glacgzsﬁ from t&)Op ns &eﬁu and selegr(t/the

approprlat&lze &é‘i\me @ th%@ballg) A@\o&@e vo{q&e \&Lﬂ\‘@e set to the
previously se@%tf\c/l \z}%@@% b r u&@f tk)gﬁner%éf @ Q,\O \g\/

Replace Saline Source:

N
@ ( 1000

3000 ' 4000 '

Cancel

Figure 24: Replace Saline 60(\
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3.1.6.3 Remove Device

From the Options Menu, select Remove Device. A “Confirm Syringe Release” dialog box shall
appear when Remove Device item is selected. If the user selects "Release”, then the syringe shall
be released. If the user selects “Cancel”, no action shall be taken.

Confirm Syringe Release

v

Please confirm that you wish to release the syringe.

Cancel Release

Eigure-25: Release Syringe

If the Delivery Device is-primed-and a release syringe operation occurs, then the Delivery Device
shall require re-priming before treatments can be resumed.

After the device is removed; procedure.summary-will be'displayed. From this screen, procedure
summary and.optionsto continue,.complete or export are.available.

Remove Device

Date: 09 Mar 2018
Device: D2200-1001

Generator: 2025

Procedure Summary

Full Treatments Treatment Log L

2)90s 3)90s

Figure 26: Procedure Summary
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3.1.6.3.1 Export Procedure Record

CAUTION: Only NxThera approved equipment and accessories shall be connected to the
generator.

CAUTION: The Rezim Generator USB port is only intended for use during maintenance by
authorized service personnel or to‘export treatment data.

This option is used to export selected procedure records. Therapy information can be exported
to a USB memory stick:

Touch the desired folderto select the location on.the USB drive to export the procedure records.
Touch Save to‘export the procedure records.

< Export:

Export Path: [USB\

Name Size Date

Save

Figare 27: Export Pracedure Records
I« Export:

Export Path: (USB\

™ Name Size Date

Exporting file ...

Q) (=) (¢t rezum
Figure 28: Export Procedure Recdrds Progfess
When the records are properly transferred to the USB memaory. stick, a confirmation message will
be displayed on the screen.
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Success

File(s) successfully exported.

N> @ O AN X . < - \\
RS . O Q¢ O P
@) ,O‘;G% \é%vif@@%l %Qﬁz\e u&ks(} n@g}m&\ﬁqi '\\;’ro éﬁére records. Once the generator reaches

o @Jm@%ordé%'aci@,(\h Qmeratg‘pw.illéo}omatically delete the oldest record to perform
< @Ker\‘;@?ra Q@sti%&c’\ ’big Q,Q O%& ,&Q/
Q @q . ‘Q/ 64 \Q}' $ 6\ .. . ,1:1/
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The procedure records are saved in both a .csv and .txt format. The serial number plus
date/time, and unique number are saved as the file name. The .txt file contains all the user-
viewable information stored in the procedure record (Figure 30). The .csv file contains details of
individual treatments stored in that procedure record (Figure 31). Specifically, each comma-
separated line of data contains: serial number of the Delivery Device, treatment start date/time
stamp, treatment duration.

=
File Edit Format View Help
I
Date: 9 Mar 2018 14:35:24

Rezum Generator Model Number: G2200
DeViCG |nformoﬁon — Rezum Generator Serial Number: 123456

GUI Version: 3.0.6.7

0% Version: 3.0.3b

MCU Version: 3.0.9

CPLD Version: 4517.3.1

RF FPGA Version: 6.5.0

Log Identifier: 56592188

Treatment Information Areq ==» || Treatment Count: 4

Full Treatments: 3

Total Treatment Time: 34.3 =
Delivery Device Model Nomber: D2201
Delivery Device Serial Number: 30895-008-2920234
Therapy Date: 9 Mar 2018 14:35:24
Therapy Time: 34.3 s

Treatment Times:
1) 5.0 s 2) 7.3 = 3) 9.0 s 4) 9.0 =

Signature:

Date:

Figure 30:Example‘of Exported .txt File

| ™| 123456 20180209-143524 56592188 .csv - Notepad [N

—

File Edit Fermat View Help

berial Number ,Date/Time, Treatment
3089-008-2920234,9 Mar 2018 14:36:
3089-008-2920234,9 Mar 2018 14:36:
3089-008-2920234,9 Mar 2018 14:36:
3089-008-2920234,9 Mar 2018 14:37:

Figure 31: Example of Exported .csvFile
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3.1.6.4 More Options
From the Options menu, select More Options. The More Options screen allows the 6 options
that can be selected.

< More Options: )

System Status Treatment Monitor
Export Logs Treatment Config
Procedure Summary Servicing

)

|

\

)

Figure)32: Morée Options Scréén

3.1.64:1 System Status

The System Status screen contains information.
o Information onthe generator-and.Delivery 'Device internal device identifiers.
e Software versions
e Ability-toset date and-time
e Ability to'set language

PRV @3 LS A2 YA - Wi A o - - LI V-2 A _—
] System Status: )
Generator Serial Number 3025 A
GUI Version 3.0.8.7 1
OS Version 3.0.3b J
MCU Version 3.0.10 1
Bootloader Version 3.0.1
CPLD Version 4517.3.1
RF FPGA Version 6.5.0 \
Delivery Device Serial Number D2200-1001
Delivery Device Model Number D2200
Current I?ate 09 Nov 2018 SetiDate/Time )
Current Time 16:40:09 L
“ ?;;?i::ija;od Lane Suite 138 Set Language N
Maple Grove, MN 55369 USA . =
€ 1-888-319-9691
1-763-515-0404 \
e www.nxthera.com >

Figure 33 System Status
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3.1.6.4.1.1 Set Date and Time
The Select New Date and Time screen allows the date and time of generator to be updated from
factory defaults for time zone or daylight-saving time changes. The generator does not

automatically adjust for daylight savings time changes. Valid dates are between 1900 and the
current year.

Select New Date and Time

2018 | 2
Mar >
(/\“q\ 5 6 7 é ; 10
Q,Q 12 13 14 15 16
Q e 19 20 21 22 23
g\fb QQ/(L . 26 27 28 29 30
Qo
Oéfbi ,b\’b\fbé&Qe ! Cancel
,\/@fo O
97, O
A@ o & ?5\.
2 F QF
?‘eq’}\ \?/ cDO (Q@e I%@/ *\>\
316412 Setl q@ugge' N\ \ \O

The Set @%{Lg@} scr%QQQallowx h
language opt onsan ’bfibera&m, T
s o)%q S

and off the geAgFatQ_)be ' Qe\%

15

%e;\jfod%@\ﬁrgm En %@'to prelo ed

tt| \do @n chgt@cé v&@@powenng on
’1/

Language Settings

Language '
N
- ( ) !

| English

Figure 35: Language ttin’b
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Select the desired language from the dropdown language list and click OK to change the
language from English to desired language. Use the scroll bar to display more languages.

Language Settings

Language Number Format

)

Deutsch
Svenska
Francais
Espaiiol
Dansk
Nederlands
Suomi
Italiano
Norsk
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3.1.6.4.2 Export Logs

CAUTION: Only NxThera approved equipment and accessories shall be connected to the
generator.

/bo
CAUTION: The Rezim Gener tgq?USB port is only intended for use during maintenance by
authorized service personng@;r to export treatment data.

Encrypted log files cetﬂ)e exportedég’a USB drive for use by NxThera service personal only.

Select files to e@%\'t f@?th@%%of Q&dons and thk OK.
A’

“\‘b
C Z
& ca-$ | .
ﬂ\fb Q/\'\/ ) OQ Select Files to Export
éfb ‘(b\ QQ/ \0 C Today's logs
O @ & &
,bc) \6 \SQ (7 Last 7 days
<<O \C)\ \) Last 30 days
QQ/ \§\ ‘(o‘{* Q,(\.
Q/q ‘0 All logs .&
QO\}\' (;\
QQ} ’b('.
¢ &
A ) 5
1287 @ rigine e o pepon (O S

Iz More Options:

’ Reading files ...
= e

Figure 38: Reading Filg . (\|

D
Select export path and select Save. <
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I«

Export File(s):

>»

Export Path: |USB\

Name

Size

Date

Save

Figure 39: Export Files

After saving the files, the generator will build the.archive, export the files, and prompt when it is

successful,

< Export File(s): N
Export Path: USB\ ] I
™  Name Size Date
1
Building archive ...
—= b
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Exporting file ...
[ ——

,{i&re 41: Exporting filﬂ’bQ }

Success

File(s) successfully exported.

DX S : e
3.1.6.4.3 Procedure Summary \S&' “o\rb +Q $ \’b é \\’b

e
The Procedure Summary screen dlsplay&or@@e list.of rece&@ry {{@é"de{@Q ?3\

N© «‘9 & \’5\’
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|

Procedure Summary

Delivery Device Serial ‘ Treatment Count | Full Treatments Total Treatment

. mmw 5 Dec 2018 15:50:20 4 4 -
. D2200-1006 5 Dec 2018 15:35:11 6 6 407

B 22001005 5 Dec 2018 15:27:26 4 4 327

I Dp2200-1003 5 Dec 2018 15:12:19 7 7 614

. D2200-1002 5 Dec 2018 15:03:56 4 4 326

[0 123456789012-1234567890 | 15 Jun 2016 14:13:30 5 5 400

B 22001001 22 Feb 2016 08:5¢:04 5 5 4190

Q. (\ 4? roc
he c@e S oro"he Ieft of the screen, and then select View.

e wma%%epo%\bl% the Ilst of selected devices.
@
>

é 0
(9
Qé’b(_}’b \é’b \)(\\)& \6’\0(\(\("0
10 & &M € 2
ORI
O &
&
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< Procedure Summary - View

»

Generator
Rezum Generator Model Number G2200
Rezum Generator Serial Number 2025

280 (2) Elevated Coil Temperature

Figare 45: ProcedureSumpiary — View

Use'the scroll bar to view the entire summary.

3.1:6:4.4 _Treatment Monitor

This screen is;password protected and accessed by NxThera service personal only.

3.1.6.4:5" TreatmentConfig

This screen-is password ‘protected and accessed by NxThera service personal only.

3.1.6.4.6 Servicing

This screen is password protected.and accessed by NxThera service personal'only.

3033-001 Revision H February 2019 ©NxThera 2019

Delivery Device Serial Number D2200-1007

Treatments

Date 5 Dec 2018 15:50:20

Treatment Count 4

Full Treatments 0

Total Treatment Time 286s

Treatment Times 775 43s 835 835

Saline Instilled 782 mL
\
-

Error
o 250 Vapor Activation Button Released
> 251 Vapor Activation Button Released
S

k|
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Chapter 4 Maintenance and Service
Overview

Proper maintenance of the Rezim Generator is very simple, yet it is an important factor in its
reliability. This section describes the maintenance and service required for the generator.

WARNING: No modification of this equipment is allowed. Do not attempt to service or
maintain the generator while in use with a patient.
WARNING: Do not. modify this equipment without authorization of NxThera.

WARNING: If this equipment.is madified with authorization from NxThera, appropriate
inspection and testing must be .conducted toensure continued safe use of the equipment.

CAUTION: When any-of the following occur, turn the power off, remove all accessories from the
patient, and unplug the power.cord from the outlet.

e There'is smoke or-astrange odor leaking-out of the generator.
e The generator has been‘dropped orimpacted by an object.

e Liquid or foreign matter gets inside the ‘'generator.

o If you think the’generator may have been damaged.

3033-001 Revision H February 2019 ©NXxThera 2019 Page 61 of 85



4.1 Recommended Maintenance and Care

WARNING: Failure on the part of all responsible individuals, hospitals, or institutions, employing
the use of Rezim Generator, to implement the recommended maintenance schedule may cause
equipment failure and possible health hazards. The manufacturer does not, in any manner,
assume the responsibility for performing the recommended maintenance schedule. The sole
responsibility rests with the.individuals, hospitals, or institutions utilizing the Rezim Generator.

WARNING: Do not submerge the device in liquids or pour cleaning liquids over, into or onto
the generator.

WARNING: Before conducting maintenance work, turn the power OFF and unplug the power
cord from'the outlet to prevent electric shock.

CAUTION: To prevent-damage to generator, do not clean any part of the device with phenolic
compounds:-Do not-use abrasive or flammable cleaning agents. Do not steam, autoclave, or
gas-sterilize the generator.

CAUTION: Using this.generator with-the ventilation ports blocked could cause a breakdown.
Clean this generator with'care.

CAUTION:-Only NxThera-approved equipment.and.accessories shall be connected-to the
generator.

CAUTION: The-Rezum Generator USB portis only‘intended for use during maintenance by
authorized service'personnel orto export treatment data.

To ensure the Rezim Generatoris-always functional when required, NxThera recommends
performing the following maintenance activities:

e Performing a Visual Inspection
e Cleaning the Rezim Generator
e Maintenance per checklistn this section

It is important that the generator is stored at room temperature if it is expected to -be used.

The Rezum Generator requires no calibration.
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4.1.1 Visual Inspection

WARNING: After the visual inspection, if the device is damaged or a message indicating the
generator is not to be used, take the generator out of service and call NxThera Customer service.

The generator should be carefully inspected prior to installation, use, and each time the
equipment is serviced.

e Carefully inspect.the generator case for stress or physical damage.

Inspect all-external connections for loose connectors.

Inspect all external cables for.damage or cracking.

Inspect the display for marks,scratches, or other damage.:

Verify that the Productlabel on the device is.clearly legible and present.
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4.1.2 Cleaning the RezOm Generator

It is recommended that the generator be inspected after each use according to the Checklist in
this manual and cleaned when appropriate. Listed below are recommendations for cleaning the
generator. The generator does not need to be sterilized before or after use.

WARNING: Do not submerge the device in liquids or pour cleaning liquids over, into or onto
the generator.

CAUTION: After cleaning, allow complete drying before plugging into an outlet by wiping with
a dry, soft cloth.

CAUTION: Do not soak the generatoror-accessories in any medical liquid. Also, keep liquids out
of the generator and-accessaries.

CAUTION: When using disinfectant solutions, follow the manufacturer’s directions.

CAUTION: Using this generator with the-air vent blocked could cause a breakdown. Clean this
generator with care.

CAUTION: To prevent damage to equipment, do not clean any part of the generator with
phenalic compounds: Do hot use abrasive or flammable cleaning agents. Do not steam,
autoclave, or gas-sterilize the generator.

4.1.2.1 Recommeénded.Cléaning Products
The following cleaning products may bewused to clean the exterior surfacesof the geherator:

e Water

e 70% Isopropyl Alcohol

e Super Sani-Cloth® Germicidal-Disposable Wipes by PDI only
e C(Cidex®

4.1.2.2 Not Recommended CléaningProducts

e Do not use abrasive cleaners or strong solvents such as acetone or-acetone-based cleaners.

¢ Do not mix disinfecting solutions:(such as bleach'and.ammaonia) as hazardous gases may
occur

e Do not clean electrical contacts or.connectors with bleach.
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4.1.2.3 Cleaning Instructions

1. Before cleaning the generator, turn the generator off and disconnect the power cord.

2. To remove any foreign material and fluid (e.g. dust, paper, etc.), wipe thoroughly with a soft
cloth lightly dampened with water or 70% isopropyl alcohol. Super Sani-Cloth® wipes and
Cidex® may be used per manufacturer instructions.

To prevent scratchingthe display, the use of a soft cloth is recommended.
3. When cleaning, do not immerse.
4. Wring any.excess moisture from.the cloth before and during cleaning.

5. Avoid pouring fluids on the generator, and do not allow fluids to penetrate the exterior
surfaces of.the generator.

6.7 To dry-the generatorafter cleaning, wipe with a dry, soft cloth:
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4.1.3 Maintenance Checklist

Maintenance activities involve verifying operation and safety.

Maintenance should always be performed by the Customer at least once every 12 months. The
following checklist is recommended to be utilized when checking the generator:

Visual Inspection

WARNING: Afterithe visual inspection; if the generator is damaged or a message indicates to
not use, take the generator out of service and calllNxThera Customer Service.

e Carefully inspect the generator case for stress or physical damage.

o (Inspect all external connections for loose connectors.

e Inspect all. external cables for damage or cracking.

e ~ Inspect the display.for marks, scratches, or other damage.

o Verify that the Safety label on the device is clearly.legible and present.

Operating Test

WARNING: If a Critical Error message is‘displayed, take the generator out of service and call
NxThera-Customer Service.

o “Set-up generator-and turn-on power to check the start-up diagnostics.

Tablé*9: Maintenance Checklist
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4.2 Authorized Repair or Service

WARNING: Shock Hazard - Do not open, disassemble, or alter the Rezim Generator! Failure to
observe this warning can result in personal injury or death. Refer maintenance issues to
authorized service personnel.

WARNING: Do not use the generator if it is damaged, is not functioning properly, or fails to
meet an electrical safety check. Notify the appropriate personnel to ensure the generator is
removed from service and properly.repaired.

The generator has no user-serviceableinternal components. Try to resolve any maintenance
issues with the'generator by‘using'the Troubleshooting Table presented in Section 6,
Troubleshooting. If you are unable to resolve the problem, contact Customer Service.

The warranty will be void upon unauthorized disassembly or service of the Rezaim
Generator.

3033-001 Revision H February 2019 ©NXxThera 2019 Page 67 of 85



Chapter 5 Technical Specifications
Overview

This chapter contains specificatigbf?f‘or the Rezim Generator and EMC information.
N\
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5.1 Generator Specifications

CAUTION: Exposing the Reziim Generator to extreme environmental conditions outside of

normal parameters may compromise the ability of the Rezim Generator to function properly

and/or cause the plastic to warp and/or crack.

CAUTION: If the Rezim Generator is stored in an environment with a temperature below the

room temperature, the unit should be allowed to warm up to the needed operating temperature

before using.

Description

Specification

Protection against Electric Shock

Class I Equipment (generator)

Model Number

G2200

S

100-240 VAC, 50-60Hz

Power Input

10 Amps maximum

External Fuses

Two, 10AH-250V, 5x20mm

Mode of Operation

Continuous Operation

System Control

Provides controlled flow of water vapor at
ambient temperatures below 25°C

Case dimensions

23L x16W x9H-inches

particulate matter

Weight 50 pounds orless (generator only)
Power cable length 9 feet
Applied Parts protection ®
Type BF
Protection against ingress of fluids and IPx0

Table 10: Generator Specification
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5.2 Electromagnetic Compatibility Requirements

WARNING: Use of accessories other than those specified in this document may result in
increased emission or decreased immunity of the Rezim Generator.

WARNING: The Rezim Generator should not be used adjacent or stacked with other equipment
and, if necessary, observe its'operation to verify its normal operation during use. Refer to the
Electromagnetic Immunity information-in this chapter.

CAUTION: The Reziim Generator needs special précautions regarding Electromagnetic
compatibility: (EMC) and.care should be taken-in-accordance to the EMC information provided in
Chapter 5 of.this document:

CAUTION: Use of portable.and mobile RE communications equipment near the Reziim
Generator-may.affect its operation.

CAUTION: Observe the following cautions, when-connecting this generator with other
equipment:

« “Ensure that the connected equipment is in accordance with the IEC60601-1 or IEC safety
standards.

Employ additional’protective measures (e.g., additional protective earthing)-as necessary.

CAUTION: Equipment operating in.close proximity may-emit strong electromagnetic or radio
frequency interference (RFI), which could affect the performance. ofthis device. Avoid operating
the Rezim Generator, near cauterizers, diathermy-equipment, FM 2-way radios, or cellular
phones. Turn power off to radio, cellular and other like equipment nearthe Rezum Generator.
Refer to the EMI tables in:=Chapter 5.
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Table 11: Electromagnetic Emissions

Guidance and manufacturer’s declaration - electromagnetic emissions

The Rezim Generator is intended for use in the electromagnetic environment specified
below. The customer or the user-of the Reziim Generator should assure that it is used
in such an environment.

Electromagnetic environment -

Emissions test Compliance .
guidance
Radiated emissions The:Rezum Generator uses RF energy only
for its internal function. Therefore, its RF
Group:2 o .
emissions are very low and are not likely
CISPR 11:2015 to cause any interference in nearby
electronic equipment.
Conducted The Rezim Generator is suitable for use in
emissions all‘establishments other than domestic
(S A and those directly connected to the public
low-voltage power supply network that
CISPR 11:2015 supplies buildings used for domestic

. urpose.
Harmonic-current purp

€emissIons Class A

IEC 61000-3-2:2014

Voltage fluctuations

and flicker [
Complies

IEC 61000-3-3:2013
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Table 12: Electromagnetic Immunity

Immunity
test

Compliance
level

Electromagnetic environment - guidance

Electrostatic
discharge
(ESD)

IEC 61000-4-
2:2008

+8 kV contact

+15 kV.air

Floors should be wood, concrete or ceramic tile. If floors
are covered with synthetic material, the relative humidity
should be at least 30%

Electrical fast
transient/burst

+1'kV common
mode; 5kHzand

Mains power quality should be that of a typical commercial
or hospital environment.

magnetic field

IEC 61000-4-
8:2009

immunity 100kHz
IEC 61000-4-
4:2012
Surge +1-kV Mains power quality should be that of a typical commercial
immunity differential or hospital envifonment.
mode
IEC 61000-4-
5:2014 12 kV.common
mode
Power 30.A/m, Power frequency:magnetic fields-should be atlevels
frequency 50/60 Hz characteristic of a typical location.in‘a typical commercial

or hospital-environment.
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Immunity
test

Compliance
level

Electromagnetic environment - guidance

Voltage dips
and
interruptions
immunity

61000-4-
11:2004

Six dips each at
100%, 60%, 30%
voltage
reduction; one
interrupt

Three 100% dips
each at phase
angles.of 0, 45,
90,135, 180,
225, 270, and
315:;0ne
interrupt

Mains power quality should be that of a typical commercial
or hospital environment. If the user of the Rezim
Generator requires continued operation during power
mains interruptions, it is recommended that the Rezim
Generator be powered from an uninterruptible power

supply.
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Table 13: Electromagnetic Immunity

Guidance and manufacturer’s declaration - electromagnetic immunity
The Rezim Generator is intended for use in the electromagnetic environment specified below.
The customer or the user of the'/Rezim Generator should assure that it is used in such an
environment.
Immunity Compliance . . .
Electromagnetic environment - guidance
test level
Portable and mobile RF communications equipment should be
used no.closer to any part of the Rezim Generator, including
cables, than the recommended separation distance calculated
from the equation applicable to the frequency of the
transmitter.
Recommended separation distance
Conducted 3 Vrms d=124p
R 150%kHz 1080 1 4 = 1.3 vp 80 MHz to 800 MHz
RC oNPU-A O Mg d'= 2.3YP 800 MHZtd 2.57GHz
6:2013
6 \'s INGM Where P is the maximum-output powerirating of the transmitter
bands in-watts (W) according to the transmitter manufacturer and is
the recommended separation distance in meters (m)®.
Field strengths from fixed RF transmitters, as determined by an
electromagnetic site survey,“ should be less than-the
compliance level in each frequency range.®
Radiated RF | 3 V/m Interference may occur in the vicinity of equipment marked with
IEC 61000-4- | 80 MHz to 2.7 ¢ )
the following symbol:
3:2010 GHz
(((i'))
NOTE1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations.” Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people.
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a The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6.765
MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957 MHz to 27.283 MHz; and 40.66 to
40.70 MHz.

The compliance levels in the ISM frequency bands between 150 kHz and 80 MHz and in the
frequency range 80 MHz to 2.5 GHz are intended to decrease the likelihood that
mobile/portable communications equipment could cause interference if it is inadvertently
brought into patient areas. -For this reason, an additional factor of 10/3 is used in
calculating the recommended separation distance for transmitters in these frequency
ranges:

Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones andJland mobile radios, amateur radio, AM and FM radio broadcast and TV
broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic
environment due to fixed RE-transmitters, an electromagnetic site survey should be
considered. If the.measured field'strength in-the location in which the Rezim Generator is
used exceeds-the applicable RF compliancelevel above, the Reziim Generator should be
observed to verify-normal operation.. If abnormal performance is observed, additional
measures may be necessary, such'as re-orienting or relocating the Rezim Generator.

d Over the frequency range 150 kHz to 80-MHz, field strengths should be less than 1 V/m.

Table 14: Separatiaon’' Distances

Recommended separation distances between portable and mobile RF communications
equipment and the Rezam Generator

The Rezim Generator is intended-for use in‘an electromagnetic environment,in which radiated RF
disturbances are controlled. The customer or'the user of the Rezim Generator. can help prevent
electromagnetic interference by maintaining a minimum-distance between portable-and mobile RF
communications equipment (transmitters) and Rezim Generator. as recommended below,
according to the maximum output)power of the communications equipment.

Separation distance according to frequency of transmitter (m)
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Rated maximum output

150 kHz to 80

80 MHz to 800

800 MHz to 2.7 GHz

power of transmitter MHz MHz
(W)
d=23VP
d=12VP d=12VP

0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73

1 1.2 12 2.3
10 338 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation

distance d-in'meters (m)can be determined using the equation applicable to the frequency of the
transmitter, where P.is the maximum output power rating of the transmitter in watts (W)
according to the-transmitter manufacturer.

NOTE 1 At 80-MHz and 800 -MHz, the separation-distance for the higher frequency range

applies.

NOTE 2 “The ISM (industrial, scientific.and-medical) bands. between 150 kHz and-80 MHz are
6.765:MHz t0'6.795 MHz; 13.553'‘MHz to 13.567 MHz;'26.957 MHz to 27.283 MHz; and

40.66 10 40.70 MHz.

NOTE 3 An additional-factor-of 10/3.is used-in calculating the recommended separation distance

for transmitters.in'the ISM frequency bands between 150 kHz and-80 MHz and in the
frequency range 80')MHz to 2.5 GHz to decrease the likelihood that-mobile/portable

communications equipment could cause interference if it is inadvertently brought into

patient areas.

NOTE 4 These guidelines may not apply-in all situations. Electromagneticpropagation is

affected by absorption and reflection from- structures, objects and people.
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5.3 EN 60601-1-2 Compliance

WARNING: RF Interference - Known RF sources, such as cell phones, radio or TV stations, and
two-way radios, may cause unexpected or adverse operation of this generator. Consult qualified
personnel regarding system configuration.

WARNING: The generator should not be used adjacent to, or stacked with other equipment. If
adjacent or stacked use is'necessary, test the generator to verify normal operation. Refer to the
Electromagnetic Immunity information’in Chapter 5.

WARNING: The generator needs special precautions regarding Electromagnetic Compatibility
(EMC) and‘needs-to be putinto service’according to the EMC information in Chapter 5 provided
in this‘operator’s manual.

CAUTION: The generator conforms to the requirements of the EMC standard (IEC 60601-1-
2:2009).-However, it may be affected by electrical scalpels.and microwave treatment devices and
there 'may-be-an impact on-measurement precision for.patients using cardiac pacemakers and
other similar devices..Check the operation of this. generator during and after use of the above
mentioned equipment and-with patients ‘potentially affected.
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Chapter 6 Troubleshooting

Overview
%.

This chapter contains troubl oting steps, error message description, error message table,

and how to obtain techn'eﬁ‘assistance.
4\ e‘?'
o2 O
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6.1 Troubleshooting Steps

If you experience a problem while using the generator, please use the Error Message table to
troubleshoot the issues. If you are unable to correct it, write down the error message and error
code, if applicable, and contact qualified service personnel in your institution or contact
Customer Service.
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6.2 Error Messages

Error messages will be displayed on the screen. There are 3 types of error messages —Critical,
Non-Critical Error, and Informational Error.

Error:

Critical Error message

40000: Generator Error

I,

Power off/on the Generator. If problem persists, contact
Technical Support.

| S
QQ Er:;il’ ufaobiet;; Communicate with MCU be

é,b
O @4@

V&

) <)
0 Q-
¥ X \S\\l“e
& Q\p‘
. \rg

N\, 2 v .
\’b {&:ﬁ({@‘gl E@@(n/wessage

245: Prime Failed Q’
& P
A S
Check syringe and water line for bubbles or leaks. If .\b $
bubbles are found, release and replace syringe, and \\ N
reprime Delivery Device. If leaks are found, replace O Q R e ,\\/l/
Delivery Device. If no bubbles or leaks are observed, &’b -\<\/ \'\
replace Delivery Device. O 0’0 eo ;.\'
e, O (9 I Q% . - &e.
\)
Error Code: 245 $,b 00 J/l/\ Q
High Temperature (Prime) / . ?\ 0 <b 7O -
>* o O x° O
(S . i ,OA

Figure 47: Example Error Message
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250: Prime Paused

Delivery Device button was released before priming
completed. Press and hold Vapor Activation Button

(blue) to continue priming.
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6.3 Error Message Table

The following tables list all error messages that are displayed by the generator. Follow error

message instructions to resolve the error.

6.3.1 Critical Error Messages
Code | Error Title Error Cause Text Error Message
400 Generator Error RF Power Supply-Error Retract the needle and remove the Delivery Device from patient. Remove
the Generator from service and contact Technical Support.
405 Generator Error Power Supply Initialization Retract the needle and remove the Delivery Device from patient. Remove
Error the Generator from service and contact Technical Support.
425 Generator Erron SBC Communications Critical‘| Retract the needle and remove the Delivery Device from patient. Remove
Timeout the Generator from service and contact Technical Support.
430 Generator Error, RF-Power Supply Retract the needle and remove the Delivery Device from patient. Remove
Communication Error the Generator from service and contact Technical Support.
435 Generator Error MCU Processing Error Retract the needle and remove the Delivery Device from patient. Remove
the Generator. from service and contact Technical Support.
440 Generator-Error CPLD Self-Test Error Power off/onjthe Generator. If problem persists, contact Technical Support.
450 Generator Error Delivery Bevice Interface Poweroff/on the Generator. If problem persists, contact Technical Support.
Self-Test Error
455 Generator Error Saline Pump)Self-Test Error .| Power off/on the Generator. If problem persists, contact Technical Support.
460 Generator Error Syringe Pump Self-Test Error | Power off/on.the Generator. If problem persists, contact Technical Support.
465 Generator Error Water Pressure Self-Test Power off/on the Generator. If problem persists; contact Technical Support.
Error
470 Generator Error, Delivery Device Temperature | Retract the needle and remove the Delivery Device from patient. Power
Excessive off/on.the Generator. Replace Delivery-Device.
475 Generator Error Software Compatibility-Self- | Power off/on the Generator. If problem persists, contact Technical Support.
Test Error
480 Generator Error SensorInterface Error Retract the needle and remove the Delivery Device from patient. If problem
persists, contact Technical Support.
485 Generator Erfor Internal Generator Retract the needle and remove the Delivery Device from patient. Power off
Temperature Error the Generator-and allow it to cool down before using again.
490 Generator Error RF PowerSupply Retract the needle'and remove theDelivery Device from patient. If problem
Operational Error persists, contact Technical Support:
495 Generator Error RF.-Power Supply Self<Test Power off/on the Generator. If problem persists, contact Technical Support.
Error
35000 | Generator Error GUI Program Files Corrupted |Power off/on the Generator. If problem persists;.contact Technical Support.
35001 | Generator Error Unexpected GULProgram Power off/on the-Generator. If problem persists, contact Technical Support.
Exit
35002 | Generator Error Unable to Start GUI Program”| Power/off/on the Generator. If problem persists, contactTechnical-Support.
40000 | Generator Error GUI Unable to Communicate | Power off/on the Generator. If problem persists, contact Technical Support.
with MCU
41020 | Generator Error MCU Reboot Detected Retract the needle and remove the Delivery Device-from patient. Remove
the Generator from'service and contact Technical Support.
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6.3.2 Non-Critical Error Messages

Code Error Title Error Cause Text Error Message
200 Faulty Delivery Unable to Read from Remove and reconnect Delivery Device electrical cable. If problem persists,
Device Delivery Device Memory | replace Delivery Device.
205 Faulty Delivery Unable to Write to Remove and reconnect Delivery Device electrical cable. If problem persists,
Device Delivery Device Memory | replace Delivery Device.
210 Faulty Delivery Faulty Delivery Device Replace Delivery Device.
Device Thermocouple
211 Faulty Delivery Faulty Delivery Device Replace Delivery Device.
Device Trigger Signals
215 Faulty Delivery Invalid Therapy.Code Remove and reconnect Delivery Device electrical cable. If problem persists,
Device replace Delivery Device.
218 Faulty Delivery Delivery 'Device Replace Delivery Device.
Device Impedance-Error
219 Faulty Delivery Delivery Device Frequency(| Replace Delivery Device.
Device Error
220 Expired Delivery Maximum Full Treatments_| Replace Delivery Device.
Device Exceeded
225 Faulty Delivery. Delivery Device is Replace Delivery Device.
Device Permanently Disabled
230 Expired.Delivery Maximum Vapor Time Replace Delivery Device.
Device Exceeded
235 Prime_Failed Low Temperature (Prime)" | Replace Delivery Device.
236 Pre-Treatment Failed (|'Low Temperature (Pre- Replace Delivery Device.
Treatment)
240 Prime Failed Low Water Pressure Check syringe’and water line for bubbles or leaks. If bubbles are found, replace
(Prime) syringe'and reprime Delivery-Device. If leaksare-found, replace Delivery
Device: If nobubbles or leaks are observed, replace Delivery Device.
241 Prime Failed High Water Pressure Check.water line for kinks. Resume priming. If problem persists, replace
(Prime) Delivery Device.
242 Pre-Treatment Failed {Low WaterPressure-(Pre- |Check syringe and.water line-for bubbles or leaks. If bubbles are found, replace
Treatment) syringe.and reprime Delivery Device, If leaks.are found, replace Delivery
Device. If no'bubbles-or leaks are observed, replace Delivery Device.
243 Pre-Treatment Failed | High Water Pressure (Pre-{ Check-water line-forkinks. Resume pre-treatment vapor cycle. If problem
Treatment) persists, replace-Delivery Device.
245 Prime Failed High Temperature(Prime) {{Check syringe and water line-for bubbles or leaks. If bubbles are found, replace
syringe. and reprime Delivery Device:If leaks-are found,.replace Delivery
Device. If no.bubbles-or'leaks’are ‘observed, replace'Delivery Device.
246 Pre-Treatment Failed | High Temperature (Pre- Check syringe and water line for bubbles or leaks. If bubbles are found, replace
Treatment) syringe and reprime Delivery Device. If leaks are found, replace-Delivery
Device. If no’bubbles-or leaks are observed, replace Delivery Device.
255 Treatment Halted Low Temperature Retract the needle and.remove the Delivery.Device from patient..Replace
(Treatment) Delivery Device.
260 Treatment Halted High Water Pressure Check'water linefor kinks."Resume treatment..If problem-persists,-replace
(Treatment) Delivery Device.
265 Treatment Halted Low Water Pressure Check syringe and'water line‘for bubbles or leaks. If bubbles are found, replace
(Treatment) syringe’and reprime Delivery Device. If leaks-are found, replace Delivery
Device, If'no’bubbles or leaks are observed, replace Delivery Device.
270 Syringe is Empty Syringe Empty Retract the needle'and remove the Delivery-Device from patient. Replace
syringe and reprime Delivery Device.
275 Prime Failed Syringe Water Fill Error Refill syringe and reprime Delivery Device.
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Code Error Title Error Cause Text Error Message
280 Treatment Halted Elevated Coil Temperature | Partial treatment delivered. Check syringe and water line for bubbles or leaks.
If no bubbles or leaks are found, resume treatment. If problem persists,
replace Delivery Device. If bubbles are found, replace syringe and reprime
Delivery Device. If leaks are found, replace Delivery Device.
290 Faulty Delivery High Temperature (Idling) | Replace Delivery Device.
Device
291 Faulty Delivery High Water.Pressure Replace Delivery Device.
Device (Idling)
295 Faulty Delivery Needle Deployment Error | Ensure needle is retracted. Replace Delivery Device.
Device
296 Faulty Delivery Needle Retraction Error Reattempt needle retraction. If problem persists, retract needle manually and
Device replace Delivery Device.
300 Saline Pump Error Saline Pump Encoder Ensure Delivery Device saline flush line is correctly inserted into saline pump
Error and-pump door is closed. If problem persists, contact Technical Support.
325 Confirm Bladder Saline Instilled, Limit Saline instilled limit exceeded. Please confirm the physician has drained the
Drain Exceeded bladder.
Table 16: Non-Critical Error Message Table
6.3.3¢ Informational Errot-Messages
Code Error Title Error Cause Text Error Message
250 Prime Paused Vapor Activation Button Delivery Device button(was released before priming completed. Press and hold
Released Vapor Activation Button (blue) to continue priming.
251 Pre-Treatment Vapor Activation Button> | Delivery Device button was released before pre-treatment vapor cycle
Paused Released completed.'Press and.hold Vapor Activation Button (blue) to restart pre-
treatment vapor cycle.
341 Prime Paused RF.Power Tolerance Limit | Wait-for RF Power Supply reset to complete.
Exceeded
342 Pre-Treatment RF Power Tolerance Limit- | Wait for RF Power Supply.reset to complete.
Paused Exceeded
343 Treatment Halted RF Power Tolerance Limit~.| Wait for RF Power Supply.reset to'complete:
Exceeded
41000 | Export Error USB Drive Not Present or- | Re-insert:USB flash-drive.and try again. If problem persists, replace USB flash
Invalid drive,
41002 | Export Error USB Drive Export-Error Insert a,valid USB flash drivewwith sufficient available memory.

Note: The error message dialog boxes associatedwith errors:250 and251 close when-the. user engages the'delivery-device vapor button. The
error message dialog boxes associated with-efrors 341,342, and343 close automatically when the RF Power Supply reset-is.complete.

Table;17: Infornmational Error Message Table
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6.4 Obtaining technical assistance

For technical information and assistance, contact:

NxThera, Inc.

7351 Kirkwood Lane North
Suite 138

Maple Grove, MN 55369
USA

www.nxthera.com

US Technical Assistance Center(TAC)

(+) 1-800-949-6708

Monday - Friday: 4:30°a.m. t6-5:00,p.m. PT
CETechSupportUSA@bsci.com

European Technical Assistance Center (TAC)
(+) 31 45.546.7707

Monday —Friday:8:30 .a.m:to 5:00 p.m. CET
CEtechsupportEMEA®@bsciicom
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