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WARRANTY

Care Wise Medical Products Corporation (Care Wise) warrants the analyzer, probe,
printer and relakd products addressed in this Service Manual to be free of defects
due to workmanship, materials and design for a period of twelve months from date
of delivery. Damage resulting from misuse by the owner or its agent(s) will be the
sole responsibility ofhe owner.

In event of instrument failure, the owner must notiffCare Wise for repair or
replacement. Liability of this warranty is limited to the purchase price of the
instrument. Electrical safety must be periodically checked at the hospital in which
this device is used in accordance with Joint Council of Accredited Hospitals
(JCAH) standards and procedures.

User servicing or disassembly of any portion of this system voids the warranty. The
individual performing unauthorized disassembly and the owner thie system
assume sole liability for damage to the system and any consequential damages

Manufacturer: Authorized Representative:
Care Wise Medical Products Southern Scientific, Ltd.
16110 Caputo Dr. Scientific House

Morgan Hill, CA 95037 USA Rectory Farm Road
Phone: 408795531 Sompting, Lancing

Fax: 4087793185 West Sussex, BN15 ODP
WWwWw.carewise.com United Kingdom

For Sales and Service:8B8GO CTRAK Phone: +44 (0)1903 604000
http://www.ssl.gb.com/
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RETURN OF GOODS TO MANUFACTURER

All equipment that is being returned for repair or evaluation, whether under warranty or
not, must receive a returmaterials authorization (RMA) fronCare Wiseprior to
shipment. TheC-Trak® instrument must be returned shipped in the original shipping
container or in a container that has been approve@ang Wise [Do NOT ship in just

the carrying case.] Pleasdldathere are any questions regarding the packing material
and cartons. All shipments should include documentation containing customer name,
shipping address, telephone number and any other necessary information.

Your cooperation will expedite thetten of your equipment.

Equipment being returned for any reason MUST be clean and disinfected. A copy of the
Care WiseProof of Cleaning Statemeigfppendix D) must be completed, signed and
accompany any returned product. Items returned without this,fas well as any
contaminated items, will be returned at the expense of the party returning the equipment.
In addition, all returns must be accompanied by a Purchase Order for evaluation/repairs
or rework in order for said work to be performed.

SERVICING C-TRAK® PRODUCTS

New and/or manufactur@efurbished €Trak Products are only available for sale
directly from Care Wise or one of the Care Wise licensed distributors or sales
representatives.

Care Wise is also the Sole Source for authorized, preper responsive repair, rework,
and remanufacture of theTak Products.

Care Wise, and only Care Wise, has a full understanding of the manufacture, operation
and performance of the-Trak Products. Full working knowledge and understanding,
including tolerances, specifications, performance requirements, and product history of
each of the specific machined, molded, and assembled components and subassemblies of
the GTrak Products, are known only to Care Wise, and are proprietary to Care Wise.
Thereare NO CUSTOMER SERVICEABLE COMPONENTS IN THIS SYSTEM!

Any unauthorized servicing, disassembly, or attempted repair, rebuilding or modification
of a GTrak Product by the customer owning the Product, or a third party, voids the
warranty of the entire Qrak System of which said Product is part. As stated in the
product warranty, @er servicing or disassembly of any portion of this system voids

the warranty. The individual performing unauthorized disassembly and the owner

of the system assume sole liability for damage to the system and any consequential
damages.O
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SERVICE MANUAL INTRODUCTION

This manual, in conjunction with th@ Trak® Automatic Analyzer Product Manual,
provides information for servicing the @ak® Automatic Analyzer, CW3000 series.

This manual is intended for use by biomedical instrumentation technicians competent
to perform authorized servicing of medical electronic instruments. The individual
should be completely familiar with ti@ Trak® Automatic Analyzer Product Manual.

« Thismanual does not provide information for servicingdi@k® GammaDetecting
Probes or other accessories, as these cambailserserviceable partand are
proprietary to Care Wise Medical Products.

* This manual is not intended to provide informationdargical or nuclear medical
procedures.

* This manual is not intended to support any unauthorized servicing, disassembly,

rebuilding, modification or resale of theT@ak® Automatic Analyzeby
unauthorized third parties.

ATTACHING EQUIPMENT TO THE C-TRAK® SYSTEM

Accessory equipment connected to the analog and digital interfactengertifiec
according to the respective IEC standards (i.e., IEC 950 for data processing eqt
and IEC 6011 for medical equipment). Furthermore, all configurations shall co
with the system standard IEC 6Q41. Anyone who connects additionaugpment tc
the signal input part or signal output part configures a medical system and is tr
responsible that the system complies with the requirements of IEQ-801f in
doubt, consult the technical services department or your local auth
representative.

In the unlikely event of a malfunction or failure,
Care Wiserecommends that owners of
C-Trak® products contact Care Wisefor
complete and reliable service.
1-888-GO-CTRAK
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1.0 INTRODUCTION

1.1 C-Trak Analyzer and Probe

The GTrak system has been designed to detect and quantify the nuclear radiation from
gamma emitting isotopes. The system is comprised of a probe and an automatic analyzer.
The probe (or OdetectorO) is capable of detecting gamma rgieengr to 563 keV. The
analyzer is designed for operation with scintillation detectors (probes).

C-Trak probes have special collimation and shielding that allow highly directional detection
of radiation from sites of interest, along with greatly redudetiection of background
radiation.

The batterypowered analyzer is designed to operate the probe, display the data from the
detected radiation, and display and control the system's operating parameters. The result is
optimum performance in measuring gamnadiation from the photopeak(s) of isotopes such

as Technetiur®9m (Tc¢99m), while minimizing detection of Comptatattered radiation.

The analyzer will display both a visual meter and numeric quantitative data. The audible
signal allows the surgeon teceive information while focused on the patient.

Comprehensive shielding of high voltage sites within the instrument and operation only from
internal batteries eliminate the possibility of significant electrical current leakage to patient or
user unér normal operating conditions. TheTCak system's electrical safety is greatly
enhanced by the fact that the system is not designed or manufactured to be connected to an
AC power line or any other type of external power supply. The system has bearedesid
manufactured for safe operation in an operating room environment, as long as flammable
anesthetic gasses are not used.

1.2 Service Manual

Section 2.0 provides information to help you become familiar and comfortable with the
system and with sysin check steps.

Sections 3.0 and 4.0 provide pictorial and verbal assistance in recognizing and removing
common serviceable assemblies and components.

Sections 5.0, 6.0 and 7.0 address cleaning, sterilization and safety issues associated with the
C-Trak system.

Section 8.0 supplies technical specifications.

Section 9.0 lists the international symbols utilized by tHErék system.

Appendixes A, B and C give additional support and answer commonly asked questions
regardingSurgical Use Diagnostic TrolbleshootingandError messages Appendix D is a

copy of theProof of Cleaning Statemetitat should accompany all returns.
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2.0 TECHNICAL OVERVIEW OF THE C-TRAK® SYSTEM

2.1  Front Panel [Refer to Figure 1]

(1) Main Power - Turns the main battery powsupply on and off. A green LED is
lighted when main power is on.

(2) Reserve Power - Turns the reserve battery power supply on and off. A green LED is
lighted when reserve power is on.

(3) Display Screens - Depending on the specific screen selectedhlalys the data on
radiation detected by the system, the specific configuration of the system when in use,
or the information needed to reconfigure the system when desired.

(4) Ratemeter Multiplier Selection Buttons - Allow selection of the multiplier (i.¢x1,
x10, x100, x1000) for the ratemeter range. If Ox100 is selected, the Ratemeter range is
from zero to 100 (10 x 10). An orange LED identifies the selected multiplier.

(5) Selection Buttons - Located above LCD display, they are used to select certain
parameters and initiate certain processes, depending on the screen selected.

(6) Volume Control - Adjusts volume level of the audible tones that indicate the detected
level of radioactivity (bar graph on LCD display indicates approximate volume level).

(7) Probe Connector - MHV style connector for all probes (not BNC style).

(8) Overload Indicator - If the current at the probe connector is more thandps,
the red indicator light is lighted and the power to the connector and the probe (if
connected)s turned off.

Fig. 1:
Front Panel

C-Trak®

Automatic
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2.2  Rear Panel [Refer to Figure 2]

(1) Battery Access Panel - The Release Latchesllow the Access Panel to open
providing access to the main and reserve batteries. Tools are not required to remove
and replae the batteries.

(2) RS-232/Printer Output - Optically isolated serial data utilizing apih OsuO
connector designed to operate an external bagtewered printer. No AC line
powered equipment is permitted to be attached tcCtiieak system. Care Wise
provides a Printer System as one of its available accessories.

(3) LED Repeater Connector Port - LED display of timed counts, or courgersecond,
by a small batterpowered unit that can be positioned as preferred by the user; e.g.
hanging fran a standard 10 diameter IV pole for a higher view or anywhere within
the line of vision. Care Wise provides an LED Repeater System as one of its available
accessories.

(4) Footswitch Connector - External footswitch utilized to start the preset counting
period. Uses a-Bin female Switchcraft SL173F connector. Care Wise provides a
Footswitch as one of its available accessories.

Fig. 2: Rear Panel
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2.3  Side Panel [Refer to Figure 3]

2.3.1 Control Wheel - A dial on the right side of the analyzer that allows userccess
CONTROL SCREENS for advanced functions.

The control wheel is also used to edit settings on certain CONTROL and FACTORY
SCREENS.

I Rotating the Control Wheel clockwise increases the number being edited.
I Rotating the Control Wheel countelockwise decreases the number being edited.

Fig. 3: Side Panel
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3.0 C-TRAK® SYSTEM COMPONENT VIEWS

B/
e

’;‘/‘ ‘
AN
— -

<

p

da

S—
T —

o
A

|

Fig. 4: Top Cover Removed (Left Side)  Fig. 5: Top Cover Removed (Right Side)
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Fig. 10: Main PCB Cabling to Display and Power Supply
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Fig. 11: “Sound” PCB Piggybacked to Main PCB

Fig. 12: Power Supply and Analog Modules
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Fig. 13: Removable Cable Assembli¢Refer to Figs. 4.1 for cable placement.]

There are a total of 6 field replaceable cables in the chassis:

A. Main PCB to Rear Interface PCB intermect ribbon cable

B. Power & Analog Module interconnect power cable

C. Main PCB to Power Supply Module interconnect ribbon cable
D. Sound to Main PCB interconnect ribbon cable

E. Main PCB to Analog Module interconnect ribbon cable

F. Sound to MairPCB interconnect cable (not shown; similar to OAO)
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CARE WISE C-TRAK ® SYSTEM BLOCK DIAGRAM
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Fig. 14: System Block Diagram
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40 GENERAL DISSASSEMBLY TECHNIOQUES

4.1 Top Cover

4.1.1 Remove six each-82 flat head screws from each side. Inspertvgs for damage
and replace if needed.

4.1.2 Lift top cover off starting with the left side and rotate over the analyzer towards the
right. Do NOT lift straight up. The OControl WheelO is anchored to the right side of the
cover and is attached to theaimm PCB with a short ribbon cable. This cable is hard wired to
the Control Wheel assembly and is detachable only at the Main PCB. Pay attention to the
position and polarity of this connector before removal.

4.2 Power Supply & Analog Modules

4.2.1 From bottom of chassis, remove the two ea@2éylock nuts from each module.

4.3 Bezel Cover Assembly
4.3.1 Remove the seven eactB8 screws attaching the bezel to the frame.

4.3.2 Gently move bezel assembly forwardCaution: This assembly will onlymove
approximately 23 inches. Very short cables attached the components to the main assembly.

4.4 Sound PCB
4.4.1 Remove the three each3@ pan head screws affixed to standoffs on main PCB.

4.4.2 Remove the two each cable assemblies connecting to Main PCB.

4.5 Main PCB
4.5.1 Remove all cables from PCB (eight each)

4.5.2 Remove the six each® pan head screws attaching PCB to frame.
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5.0 STERILE PRACTICES, CLEANING AND DISINFECTING

The system should be turned off before cleaning or disinfectiiige components of the

C-Trak system may be cleaned and surface disinfected when necessary by wiping down
their surfaces with either "Alcohol Wipes" (with 70 percent isopropyl alcohol) or with-a lint
free cloth moistened with 70 percent isopropyl alcolidlis method is satisfactory for
cleaning the surfaces of the analyzer control unit, the detector probe and its cables, the
footswitch and cable assembly, and the printer with its cable.

The analyzer control unit must not be sterilized or immersed.

Neve immerse the connector ends of the cables for the probe, the footswitch, or the printer
in liquid.

Steam or dry heat sterilization will damage the detector probe and cable, void the
warranty, and could result in injury to the operator or patient.

Referto the product manual for more detailed information.

6.0 SYSTEM DECONTAMINATION

The probe could be contaminated with radioactive isotope if the instrument indicates an
increase in background counts in the NORMAL OPERATING MODE, with no radioisotope
nea the probe. The system can be tested for radioisotope contamination by doing a
background test. If the probe is found to be contaminated, use the following procedure to
remove radioactive contamination. Also, check with your nuclear medicine, biomedical
engineering departments or radiation safety officer (RSO), as applicable.

6.1 Decontamination Steps

6.1.1 Remove the sterile cover from the prelibe background should return to normal.
If the system still indicates a high background, proceed todkestep.

6.1.2 Turn the system off.

6.1.3 Use a disposable pan, vessel, etc, to contain the liquid required to complete the
cleaning process. The liquid, disposal wipes, and any other material that will contact the
liquids used in the decontaminatigrocess must be assumed to be radioactive. These
materials and liquids must be handled and disposed of as per your institutionOs license
agreements with state and federal regulatory agencies. Consult with your radiation safety
officer for guidance.

6.1.4 Use a commercially available decontaminating product to clean the probe. Rinse the
probe several times with distilled water.

Make certain that the connector within the distal end of the probe handle is absolutely dry
before inserting the cable connaar into the probe handle.
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6.1.5 Dry the probe thoroughly with a disposable wipe. It is extremely unlikely that the
probe cable will become contaminated; however, if it does, the same practice can be followed
as with the probe, being careful not to imseethe connector ends of the cable in liquid.

6.1.6 Turn on the €Trak system and wait until the system returns to the normal operating
mode. If the system is still indicating a high background, turn the system off and repeat the
steps above. If the sin still indicates a high background, contact nuclear medicine or
biomedical engineering for evaluation. The probe may have been damaged.

7.0 SAFETY CONSIDERATIONS

7.1 Current Overload

The current overload indicator signhals excessive currentttiotve probe. If the CURRENT
OVERLOAD indicator is on, the system will not operate until it is reset (turning system OFF
then back ON). Before resetting the system, inspect the cable and all cable connectors for
signs of obvious damage.

7.2 Power Supply Requirements

7.2.1 The system is designed and manufactured to operate wittll disposable alkaline
batteries in the MAIN power supply and Acell disposable alkaline batteries in the
RESERVE power supply.

7.2.2 Do not attempt to operate the instrent or printer with any type of AC powered
OBattery EliminatorO or to connect the instrument to an AC power line through any type
device. Connecting the instrument to the AC power line will void the warranty and could
result in serious damage to the patj@perator and/or instrument.

7.3 Use of Electrosurgical Devices

Electrosurgical and other electrocautery devices can emit excess electromagnetic Onoise.O
This OnoiseO may cause thér@k analyzer to record false counts if these devices are used
to cut or cauterize concurrewith the probeOs use in surgical exploration.

DANGER: The C-Trak system is not intended for use in the presence of flammable
anesthetics or other explosive gases. There is a risk of explosion if the System is used in
the presence of these or other flammable/explosive gases.

CAUTION: Do not place C-Trak probe on or near a magnetic instrument pad (or
mat). The magnetic field can permanently degrade probe components and/or
performance.
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8.0 TECHNICAL SPECIFICATIONS

8.1 Power

Main power supply consists of 6 alkaline, r@thargeable f2ell batteries, contained in the
analyzer.

Reserve power supply consists of 6 alkaline,-remhargeable AAell batteries, contained in
the analyzer.

Both Main and Reserve batterieg accessible from the instrumentOs rear panel. No tools are
required to change the batteries.

All internal voltages are closely regulated to within £0.1 vdc. Battery voltage will not affect
instrument operation or accuracy until the battery voltage iscextito below 6.9 vdc (end of
useful battery life).

Diagnostic circuits automatically monitor the voltage of both internal power supplies (main
and reserve). If the voltage from the MAIN power supply decreases to less than 7.0 vdc, a
warning will begin toblink on the LCD display. Also, an audible tone will be heard every
10B15 seconds until the instrument is switched to the RESERVE power supply or the
batteries are replaced and the internal power supply voltages are above 7.0 vdc. The same
warning signalswill be displayed if the RESERVE power supply decreases to less than 8.0
vdc.

A stable high voltage supply provides the bias voltage requireg for proper operation of the
probe. The bias voltage can be adjusted to meet each probeOs requirements tiygcalibra
Probes require between 550 and 850 vdc bias voltage for proper operation.

8.2 LCD Display

320 x 240 pixels monochrome type
5.1250 (130mm) wide x 30 (76mm) high

8.3 Ratemeter

FOUR RANGES:

Selectable from touch sensitive range multiplier buttmmshe front panel. Ranges are:
x1=0D10 CPS

x10 = 0D 100 CPS

x100 = 0B 1,000 CPS

x1000 = 010,000 CPS
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RATEMETER DISPLAY:

A high torque tauband analog meter with af®30 (110 on Version 2.2x and higher) scale.
Scale length 4.220 (107 mm).

Accuracy £ 2% of full scale.

RATEMETER LINEARITY:
+ 5% of fullscale.

RATEMETER RESPONSE:
Automatically optimized for each range and does not require adjustment.

8.4 Probe Connector

Series OMHVO coaxial connector for ALL probes (detec{@sution: this is NOT a BNC
style connector!]

8.5 Probe Overload Indicator

The red LED overload indicator will light and the bias voltage supplied to the probe will be
reduced to near zero if the probe current exceeds 10 micro amps. The INTERNAL
DIAGNOSTIC sceen will replace the screen in use and will display OProbe Fault: Failed.O
(See Appendix C for corrective action. If corrective action does not work and the warning is
still present, contact nuclear medicine or biomedical engineeringCare Wise for
evalwation.)

This is a safety feature of theT@ak system. Ten micro amps is the international standard
for the maximum allowable leakage current from a medical device operating @fteshal
powerwhich contacts a patientOs body during use. Eveghthibare is no standard for
solely batteryoperateddevices, Care Wise Medical Products has elected to meet this
international standard.

8.6 Rear Panel Connectors

RS-232/printer output: Din OSUBDO female.
External LED Display: 9inOSUBDO male.
Renmote footswitch: 3pin female Switchcraft SL173F.

8.7 Size
12.3 O (312mm) long x 100 (254mm) deep x 70 (178mm) high.

8.8 Weight
=10 Ibs &4.5 kg) including full battery complement (without detector).

8.9 Housing

Aluminum with moisture resistd touch sensitive front panel.
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8.10 Finish

Aluminum cover, back panels and chassis with catalyzed polyurethane enamel coating;
front panel is laminated with sH&creening beneath top polycarbonate layer.

8.11 Environmental

32j F (0j C)- 120j F 60j C).
5% - 95% relative humidity, noxondensing.

8.12 Compliance

Meets requirements of US Food and Drug Administration, Health Canada and Medical
Device Directive of the European Union.

8.13 Serial Numbers

The serial number of the analyzer is lmthon the bottom of the unit. The serial number for

the probe is located at the base of the probe body, near the cable connection. The serial
number for the LED Repeater is located on the rear of the unit. The serial number for the
Printer is located othe bottom of the unit.

EN001-007-03 Rev. 1-3 19



9.0 INTERNATIONAL SYMBOLS

Front Panel

Loudspeaker (Fig. 1, Item 6)

1119.1
@ Start Symbol (Fig. 1, ltems 1 & 2)

High Voltage (Fig. 1, Item 7)

Rear Panel

O
©
N

Attention, Consult Accompanyg Documents (Fig. 2, Item 1)

@ Printer Connector (Fig. 2, ltem 2)
Symbol indicating explosion risk if system used in presence of
(& flammable anesthetic gasses (Fig. 2, Item 1)

Z Footswitch Connector (Fig. 2, Item 4)

appoved by the Notified Body UL International (UK)
Ltd. Registration number: 0843. (Fig. 2, Item 1)
I

x Type B Equipment (Fig. 2, Item 1)

ce Conformity with the MDD has been confirmed and
0843

Q\}SSIF/GO

H us

MEDICAL ELECTRICAL EQUIPMENT
WITH RESPECT TO ELECTRIC SHOCK, FIRE,
MECHANICAL HAZARDS ONLY
IN ACCORDANCE WITH CAN/CSA C22.2 NO. 601.1,
(CAN/CSA 6012.XX, if applicable)
48ZK

(Fig. 2, Item 1)
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APPENDIX A

QUICK REFERENCE FOR SURGICAL USE
Check Battery voltages for Main (5%;) and Reserve (>8.4v).

Check that probe cable is free of any nicks, cuts, or exposed wires. Connect probe,
then turn power on.

" Perform CALIBRATION CHECK (QA TEST) at least once a week if used weekly or
before each surgical use if used less often.

Takebackground test to ensure probe is free of contamination.

Set Ratemeter at desired multiplier range (x1, x10, x100, x1000) based on the
expected level of activity. "x10" is often a good setting for the initial survey. If the
analog meter is "pegged"dadle remaining at 0 or 3 (10 for firmware v2.1 and later)]
when probe is scanning an area of interest, change the range. Change to a higher
range (x100) if pegged at 3 (10) or a lower range (x1) if pegged at 0.

" Check VOLUME setting to ensure a comformaldvel.
" Check the HOME SCREENare the corredsotope, windovandthresholdselected?

Use the probe to locate the area of greatest radiation uptake of clinical interest before
making the first incision.

In sentinel node procedures, always remain cions of the location of the injection

site in order to differentiate between very high levels of radiation coming from the
injection site and radiation coming from the desired tissue; e.g., sentinel lymph node
itself. It can be helpful to mark the pati€st skin to show the boundary of the very
high level radiation coming from tissue immediately surrounding the injection site.

Move the probe slowly and avoid jerky movements. With experience the user will
develop a OfeelO for the appropriate speed.

Deteced count rates drop with the square of the distance from tissue being viewed.
Stay very close to the tissue plane. While performing the initial survey, be careful not
to push the probe into the skin while moving it, as this will also move the skin
relativeto the lymphatics.

Take a 16second count for the ex vivo specimen(s) and for the cavity (background).
This will establish whether all significantly radioactive tissue has been removed.

Every 18 months, replace the 5!Ci €Y source. You may purchasel@eck source
throughCare Wise

Call Care Wise Medical Products Corporation with any inquiry-8B8GO-CTRAK).
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APPENDIX B

DIAGNOSTIC TROUBLESHOOTING

¢ NO COUNTS

1.

Check that probe to analyzer connector is Oturned and lockedO in place and that
probe to chle connector is pushed in and locked. If not, correct, and try again.

Check that analyzer has proper Isotope selected and Window and Threshold
settings for the isotope in use. If not, correct and try again.

Check that you get counts with a known good3Zosource held against nose of
probe. If yes, then problem may be with radiopharmaceutical administration or
distribution.

Depending on your firmware version, perform a QA TEST or CALIBRATION
CHECK. If OK, try using again. If not OK, recalibratedatny again. Still no
counts? CalCare Wise

¢ COUNTS WITHOUT A RADIOACTIVE SOURCE PRESENT.

1.

If the instrument indicates a high background when no radioisotope is present, the
sterile disposable drape may be contaminated. If such is the case, rerheving t
sterile drape from the probe should reduce the background to a normal reading (if
no radioisotope is present). Continued indication of radioisotope after the sterile
disposable drape has been removed may indicate the probe body has been
contaminated (fer to Section 6.0).

System registers OspuriousO counts when the probe or cable is shaken and no
source is present. Cdallre Wis&probe or cable may be damaged.

¢ ANALYZER IS MAKING SOUNDS - WHOOP, WHOOP, WHOOP (five
times)

1.

Five whoops is the low ditery alarm. If batteries are low, the LOW battery
symbol should be displayed at the lower right corner of the HOME SCREEN.

Check battery level. If less than 6.9 Volts, switch to RES.

At first opportunity check both MAIN and RES batteries. If MAIBNess than 7.0
Volts or RESERVE is less than 8.4 Volts, replace batteries.
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¢ THE ANALYZER WON’T TURN OFF

1.

Check battery levels of both ODO (Main) & OAAO (Reserve) cells. If less than 6.9
Volts, open battery compartment and remove oneelDbattery.Unit will turn
off.

Replace MAIN batteries. Power will go back on. If not using the unit, turn it off
using the MAIN power button.

Check the RES battery level and, if less than 8.4 Volts, replace theelhA
batteries. Note: System should netdperated without AA batteries installed as
this might cause false Opower supply problems.O

¢ THE PROBE OVERLOAD LIGHT STAYS ON

This will cause OPROBE FAULT: FAILEDO to be displayed on the screen.

Turn power off, wait a few seconds to allow system seteTurn system ON. If
OFAILEDO is no longer displayed, proceed with use of system.

If system still shows OFAILED,O turn system off. Disconnect probe. Turn analyzer

on. If the overload and fault displays are not activated, the prolsdenith a

faulty probe or probe cable. Before reconnecting probe to analyzer, inspect

surfaces and both ends of cable/probe connections and probe connector on
analyzer for damage. If damage is present, contact responsible hospital

department o€are Wise

Check cable, praband analyzer connections for moisture. Dry thoroughly.

Turn system on. If overload/fault displays do not recur, proceed with use of
system. If they do recur, turn system off and confact Wise

¢ WHEN TO PERFORM A QA TEST (CALIBRATION CHECK)

1.
2.

If the system is used every day, perform QA TEST before use once a week.

If the system is used less often, perform QA TEST before each clinical usage.

¢ WHEN TO CALIBRATE THE SYSTEM

1.

Any time you change/replace any part of the OsystemO (Analyzer, P@ieckor
Source).

As your hospitalOs QA policy dictates.

Any time you suspect a problem with the systemOs performance.
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FOR EACH OF THE FOLLOWING SITUATIONS...
**CALL CARE WISE**

I 10m getting counts and the probe is not connected.

I | get counts, with noairce present, when | wiggle the probe cable or shake the
probe.

I The footswitch wonOt work.
I | putin new batteries but the battery alarm stays on.

I The probe has been dropped and now does not calibrate, triggers the Overload
Indicator or exhibits erratic bavior.

I The probe and/or cable has been autoclaved.

I If you have any questions or comments concerning operation, service, supplies or
any other subject regarding youwT€ak product

Co57 CHECK SOURCE - GENERAL INFORMATION

This radioactive material (Cali 57m) used in the calibration Check Source conforms to the
conditions and limitations specified for radioactive material in:

e 49CFR173.421

* 10CFR30

* 10CFR30.71, Schedule B Exempt Quantities

e BS5288/C11111

The radioactive material contained in the CheckrBe is an exempt quantity from USNRC
and/or Agreement State licensing requirements.

The quantity (less than or equal to 5!Ci) of radioactive material contained in the Check
Source is extremely small and presents no known radiation hazard. Howeveaiwiays

good practice to minimize exposure by following the basic principles of time, distance and
shielding. These sources require no special handling.

Use of radioactive materials should be supervised by a responsible person and in authorized
areas. Eempt quantity products should be used only as intended and in accordance with
instructions provided.

The manufacturer of these sources states that exempt quantity products may be disposed of in
regular waste providing all radiation symbols have beenvethor defaced. HoweveCare
Wisesuggests that you please follow your owshouse procedures for proper disposal.

The halflife of Co57m is 271.8 daysCare Wiserecommends that you replace your Check
Source every eighteen months for best resuf®u may callCare Wiseto order new Check
Source. The order code is CSC.

Care Wise also utilizes a Na22m (Sodium 22m) Check Source for calibration purposes when
using the OmniPET probe. Its halfife is 2.6 years and is recommended that it be
replaed every 2.5 years. The above information also applies to the Na22m source.
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APPENDIX C
ERROR MESSAGES

Screen: QA TEST (for v2.21 or greater, otherwise the term
“CALIBRATION CHECK?” is used)

The following message may be displayed during QA TEST:

QA TEST FAILED

Corrective Action:
I The system forces you to perform a CALIBRATION.
I Assure that calibration check source is properly positioned at the nose of the probe and
that all connections are secure. Start CALIBRATION.

Screen: CALIBRATION

Thefollowing message may be displayed when you exit at the completion of calibration.

SYSTEM IS CALIBRATED

Your Calibration Source
May Need Replacing Soon

I The system is calibrated and ready for Bseven if this message is displayed. Exit the
calibraton screen and return to the home screen and continue as applicable.

' As soon as possible, perform the Corrective Action below.

I This message may appear when calibrating an OmniPriehesven though the source
is at full strength. Ignore the message untee check source is due for its normal
18-month replacement.

Corrective Action:
' Assure that probe is configured for calibration; i.e., the standard collimator is installed
(if it is an OmniProbe) and is inserted properly into the Check Source Holder.
I Assure that the check source is properly positioned in its holder (label away from probe)
and is less than 1@ onths old.
I ContactCare Wisefor information on purchasing a fresh 5!Ci Co57 source (ordering
code: CSC). Co57 check sources should be reglagery 18 months.
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Screen: CALIBRATION

The following message may be displayed when performing a calibration.

* *CALIBRATION FAILED* *

Please Recalibrate. If this

recurs, contact Care Wise
Medical Products

Corrective Action:

I Assure the mbe is configured for calibration; i.e., the standard collimator is installed
(if it is an OmniProbe) or the collimator is removed (if it is a MiniProTk%).

I Assure that the check source is properly positioned at the nose of the frrplagain
to calibrate.

I Observe the counqsersecond (cps) displayed during the first calibration OrunO of
voltages from 500 Volts to 900 Volts. If the highest cps values are around or below 500
cps, you may have an expired calibration check source.

I Contact your nuclear medne department and try to obtain a source thait ikast
1!Ci and not greater than 5!Ci and try to calibrate with it. If successful, you may use
the system.

I If the system will not calibrate with a source of 1!Ci or more, conGante Wise

Screen: HOME SCREEN
During the use of the system, the OOKO in the battery symbol at the lower right corner of the
HOME SCREEN (and others) may change to a flashing OLOW.O

LOW

Corrective Action:
I Replace batteries in the MAIN Battery supply withsfieD-cells.
I Also, check the RESERVE battery level by pressing RES. Replace with fresielsA
if less than 8.4 Volts.
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Screen: INTERNAL DIAGNOSTIC

During the initial system set up or during use, an error could be identified by the system and
the INTERNAL DIAGNOSTIC screen will be displayed. One or more OFAILEDO messages
may appear on the screen. Only Date/Time and Probe Fault can be corrected by the user. If
any other item displays OFAILED,O conBaoe Wise

***SYSTEM FAILURE***

Contact Care Wise Medical Products

XXXXXX : ok
XXXXXX : ok
DATE/TIME : FAILED
XXXXXX : ok
XXXXXX : ok
PROBE FAULT : FAILED
XXXXXX : ok
XXXXXX : ok

Corrective Action —- DATE/TIME

Turn control wheel and bring up MA&ER CONTROL screen. Select FACTORY
MENU and proceed to set date and time. Save changes and exit.

Turn the system off then back on. Return to INTERNAL DIAGNOSTIC screen. If the
DATE/TIME condition is OOK,O continue as applicable.

If the OFAILEDO messagetifl displayed, contac€are Wise

Corrective Action — PROBE FAULT or CURRENT OVERLOAD

If the current at the probe connector is more than 10!A (10 micro amps), the power to
the connector and the probe (if installed) will be turned off and the red oddidbéa

will be on.

The INTERNAL DIAGNOSTIC screen will replace the screen in use and Probe Fault
will display OFailed.O

Turn the power off. Wait a few seconds. Turn power back on. The system should reset
and the overload light will be off. When QA TESTpressed, and the list of diagnostic
tests appears (for just a few seconds, if tests passed), OFailedO should be replaced with
Ook.0

If all items are OOK,Q return to the screen you were previously using and continue.

If the problem is not corrected, coat&are Wise
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APPENDIX D

PROOF OF CLEANING STATEMENT

(Must be included with any C-Trak® Device/System return!)

RMA Number: Date:

Purchase Order Number:

Serial Number(s) and Reason(s) for return:

S/N-1 REASON-1
S/N-2 REASON-2
S/N-3 REASON-3
S/N-4 REASON-4
S/N-5 REASON-5

This OProof of Cleaning StatementO is a safety requirement! Its purpose is to assure that
the item(s) being returned for evaluation/repairiteiance pose no biological threat to
any personnel that may be exposed to said product.

A thorough cleaning with 70% denatured alcohol or an enzymatic detergent (such as
Klenzyme, MantKlenz or similar product) will suffice.

If you are returning an Omiarobe device, the collimator must be removed and cleaned
thoroughly, inside and outside along with the probe body. No residue is to remain on the
probe or collimator surfaces.

Improperly cleaned product will either be returned to the customer at tipgingx or a
cleaning charge of $150 will be levied.

If there are questions on how to properly clean the equipment, please refer to your
Product Manual or call Care Wise Medical Products for instructions.
1-888-GO CTRAK or 4087795531

I attest that the above has been completed and that the item(s) being returned is/are

not contaminated and pose no biohazard threat to personnel.

Signature Title Date
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