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MediSense Precision PCx Point-of-Care System

Introduction

Welcome to the Medi Sense Precision PCx™ Point-of-Care System,
the portable hospital whole blood testing system. The Precision PCx
System simplifies patient monitoring for point-of-care whole blood
glucose testing by nurses, physicians, diabetes educators, laboratory
staff and other healthcare professionals who need quick, accurate
results. The Precision PCx System includes the following:

Features and Benefits

Hand-Held Monitor The hand-held design of the monitor allows
it to be easily brought to the patient for testing.

Simplified Data Entry The monitor contains a built-in barcode scanner
which allows the operator to enter patient
identification, operator identification, test strip lot
number and other pertinent data by simply scanning
abarcode.

Easy Operation To perform atest, atest strip isinserted into the
monitor’s test strip port, and a small drop of blood
is applied to the target area on the test strip.

Rapid Test Results The monitor automatically begins testing as soon as
the sample is detected on the test strip. Results are
displayed in 20 seconds.

Easy Home Training The monitor’s design and operation are similar to
other MediSense monitors, making it easy to educate
patients on home self-testing procedures.

Infection Control The risk of contamination to operator and patient
is minimized since the blood does not enter the
monitor.

Improved Test Strip The Precision PCx System uses unique biosensor

Technology technology to obtain accurate results over a broad

range of patient hematocrit levels and sample types.
Precision PCx Test Strips and Precision PCx Plus
Test Strips with TrueMeasure™ Technology are
approved for use with arterial, venous, capillary and
neonatal whole blood samples.

Minimal Maintenance The monitor’s exterior surface needs only to be
wiped down once a day, or as needed, and the
batteries need to be replaced or recharged when
necessary.
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Accurate Calibration

Built-In Security Options

Patient and Quality
Control Data M anagement

Data Networking

Battery Power

The barcode on each test strip packet label ensures
accurate calibration before each test begins.

Optionsin the Precision PCx Monitor enable the
requirement of Patient and Operator IDs, to include
minimum and maximum lengths. Other security
optionsinclude:

QC Interval —requires quality control tests
at regular intervals.

Operator Security — limits access to the list
of certified operators.

Strip Lot Security —test only with approved
test strip lots.

Test Security — reports control test as
Pass/Fail only. Thisisto prevent patient
testing from being performed while the
monitor isin control test mode.

The Precision PCx Monitor can store up to 4,000
patient tests and 1,000 control tests. All stored data
can be automatically uploaded to the MediSense®
QC Manager™ Data Management System using the
docking station (optional) or serial cable.

The QC Manager Data Management System provides
asimple and automated way to collect, report and
send data to the Laboratory Information System

(L1S) or Hospital Information System (HIS).

The monitor uses 2 standard alkaline AA batteries,
or the rechargeable Medi Sense battery pack.



Manual Organization

The Precision PCx Point-of-Care System Operator's Manual provides
basic information about the Precision PCx Monitor and contains easy-
to-follow, step-by-step procedures for using it.

The Precision PCx System operates using menu-driven software. The
software consists of two main menus, Test Mode and Menu Mode. Test
Mode is used to perform Patient Tests and Control Tests. Menu Maode
is used to set up the monitor's options. (See page 1-2).

The menu portion of the software is set up like atree, with various
levels of sub-menus branching out from the main trunk. The menu
diagram on the next page, called the Precision PCx Menu Tree,
illustrates the multiple sub-menu layers. For ease of understanding in
using the monitor, this manual is organized into sections which follow
the menu.

It is recommended that the Introduction and Overview sections of

this manual be read thoroughly prior to using the monitor for testing.
These sections will acquaint users with the Precision PCx Point-of-Care
System'’s features and operating controls so it can be used more
effectively.
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Precision PCx Menu

Tree

1.Patient Test 1. Data Review

2.Control Test

1. Patient History
sort by:

2. Proficiency Test
3. Linearity Test

N

Control History
sort by:

w

. Proficiency Data

>

Linearity Data

All Tests
Patient ID
Operator ID
ActionRange
CommentCode
Date

All Tests
Operator ID
OutsideRange
CommentCode
Date

4. Review /5.Change
Setup

1. Test Setup

1. All Tests

2. Patient Test

Upload Interval
Operator ID Format

Patient ID Format

Comment Code
Memory Full
3. Control Test Levels
Results Format
CommentCode
Memory Full
4. Security QC Interval
Operator ID
Strip Lot
5. Test Type [ Glucose Units
SampleType
ActionRange
2. System Setup Language
Beeper On/Off
Date Format
Time Format
Password
Factory Settings
3. System Status Battery Power
Temperature
Memory Gauge
Software Version
4. Date and Time
5. Edit Lists 1. Operator List | Add
Delete
Change
2. Strip Lot Add
List Delete
Change



Overview:

Understanding the Precision PCx Point-of-Care System

The Precision PCx Point-of-Care System is a portable whole blood
testing system which performs tests with quick and accurate results.
This section isintended to provide an overview of the Precision PCx
System'’s components and basic operations. Use product and
accessories only as directed. Failure to operate the product(s) in
accordance with the manufacturer’s documentation may impair the
product safety.

M ediSense Precision PCx Point-of-Care System Components
The MediSense Precision PCx Point-of-Care System includes the
following items:

» The Precison PCx Monitor

» Precision PCx and Precision PCx Plus
Blood Glucose Test Strips

» Accessory / Carry Case (optional)
» Docking Station (optional)

The Precison PCx Monitor includes:
» Test Strip Port

* Large LCD Display

* Barcode Scanner

» Keypad

e Data Port

» Audible Indicator

Precision PCx Blood Glucose Test Strips
The Precision PCx and Precision PCx Plus Blood Glucose

Test Strips offer the latest advances in biosensor technology. Each test
strip iswrapped in afoil packet with abarcode label. This label holds
the calibration information about the test strip including the lot number,
the expiration date and expected control solution ranges.
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Precision PCx Test Strips

There are now two types of Precision PCx test strips that may be used
for testing with this system. The target area of the origina Precision
PCx biosensor test strip is on the top of the strip. The target area of the
new Precision PCx Plus Test Strip with TrueMeasure™ Technology is
at the end of the strip. Only Precision PCx branded test strips should be
used for testing with this system. Note: For data management, Precision
PCx Plus Test Strips can be used only in conjunction with

QC Manager 3.0.

Inside each carton of test strips are test strip instructions for use. The
instructions contain important information about the test strip such as:
Storage and Handling, Sample Collection and Preparation, Quality
Control and Limitations of the Procedure. The section “Limitations of
the Procedure” contains the operating ranges for the system and the test

strips. Please read the instructions for use carefully.
Lot Number

Lot Number

Barcode number Expiration Date

Barcode number Control Test Ranges

Expiration Date

Control Test Ranges Barcode

Barcode

Precision PCx Precision PCx Plus Test

Test Strip Strip with TrueM easure

Technology

Target Area Target Area
Contact Bars 1
Contact Bars

Precision PCx Test Strip Precision PCx PlusTest Strip with
For Usewith Precision PCx v2.0,v2.1and v2.2 TrueM easureTechnology

For Usewith Precision PCx v2.2 Only
Target area: A small green and Target area: A whiteareawhere
white oval whereyou placeadrop you place adrop of blood at the
of blood on top of thetest strip. end of the strip. You can apply

blood to the edge of the strip or
onthetop of thestripwithinthis
whitearea.

Contact bars: At the opposite end of both test stripsare three black
contact barsto beinserted into thetest strip port of the monitor.



Accessory / Carry Case (optional)

The light yet rugged accessory/carry case holds the hand-held monitor,
test strips, glucose control solutions and other suppliesin a

convenient manne.

A transparent cover allows the operator to check the supply status
without opening the case. The overall form is compact, allowing the
convenient storage of many casesin asmall area.

The case holds the Precision PCx Monitor and the
following items:

* Precision PCx or Precision PCx Plus Test Strips
» Single-use Lancing Devices

» Gauze Pads

* Glucose Control Solutions

* Quick Reference Guide

Docking Station (optional)

The optiona docking station will
automatically upload the data from the
monitor into a central computer via the
MediSense QC Manager Data
Management System.

To start the upload of data, smply place
the Precision PCx Monitor into the
Precision PCx Docking Station.
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The monitor will automatically upload data to the MediSense QC
Manager Program. Please refer to the QC Manager Operator’'s Manual
for more information.

The docking station has an additional role as a recharge station for the
Medi Sense rechargeable battery pack (optional). The rechargeable
battery pack must be in the monitor to take advantage of this option.

Identifying Monitor Functions

Through the monitor, the operator can view information, make
selections and enter information. The location of al the monitor
functions are shown on the following page.

Test Strip Port
After the operator scans the barcode or manually enters* information

via the monitor keypad, the operator will insert a new test strip into
the test strip port to perform atest.

Display
Here is where menu options, error codes, and test results are viewed.

Press and hold >+ on the keypad to turn on or off the backlight for
the monitor display.

Keypad
The keypad contains the following controls:

On/Off
Press this button to turn the monitor on or off. The monitor will auto-

matically turn off after 4 minutesif the monitor is left on but has not
been used.

Scan

Press the Scan button to use the laser barcode scanner. The barcode
scanner enables the operator to scan the information into the monitor
instead of manually entering the data by using the keypad. The scanner
can automatically enter the test strip information (calibration, control
range, lot number and expiration date), as well as the operator ID,
patient 1D, and control 1ot number.

* Manua entry of strip lots with al pha-numeric barcodes is not supported.



Numbers
The 10-digit keypad can be used to enter identification numbers
or to select an option that appears on the display.

Clear

The operator can press Clear to perform the following functions:

» To back up one space while entering numbers on the keypad.

 Clear anumerical code from the monitor after pressing Enter.

» Clear abarcode scanned by mistake.

* Return to a previous screen.

* When Clear is pressed two times, al entered numbers shown in the
display will be cleared.

Menu

When the Menu key is pressed, the following functions can be
performed:

* Return to the top of the menu.

 Switch between Test Mode and Menu Mode.

Test Strip Port

J Display

Enter
When the Enter key is pressed, it will confirm the information that was
manually entered.

Barcode Scanner

The Barcode Scanner is used to scan barcode information into the
monitor. The operator will hold the barcode scanner 3-12 inches from
the barcode to be scanned. When first using the barcode scanner, some
precautions should be taken while mastering the device.
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Place the object to be scanned on aflat surface, by itself. This will
prevent other items from being accidentally scanned.

Press and hold down the Scan button to start the barcode scanner. A
visible red beam will be emitted from the monitor. Slowly move this
beam over the barcode on the item to be scanned. When the monitor
accepts the barcode, it will beep in acknowledgement. Without
releasing the Scan button, look down at the monitor. The operator
can view the data that was scanned by the monitor. Release the Scan
button to stop the scan and continue with the next step.

CAUTION: Never look into the barcode scanner beam or point it
toward anyone’s eyes. The beam could cause permanent
damage to the eye.

Class Il and lla Laser Product: Avoid Long Term Viewing of Direct
Laser Light.

Data Port

The Data Port islocated at the bottom of the monitor. This port enables
the monitor to automatically transfer the data through a cable connector
to a PC, laptop, Laboratory Information System (L1S), or Hospital
Information System (HIS).

Battery Compartment

The monitor holds two AA alkaline batteries to power the monitor.

A rechargeable battery pack is aso available from MediSense. The
rechargeable battery pack can recharge itself while the monitor isin the
optional docking station. To prolong the battery life of the monitor, the
monitor should be turned off when not in use. If the monitor is left on
and has not been used for 4 minutes, it will automatically shut itself off.



Audible Indicator (not visible)

The monitor will beep to indicate one of the following:
* A successful barcode entry.

» Sample detection.

At three seconds before the result is to appear.

* When an error occurs.

At thirty seconds before automatic shutoff.

Barcode Scanner

Battery Compartment

Data Port

IQuestions? Refer to Page 10-13 For Customer Care Information.



Patient Test

This section describes the steps to be taken to test patient blood samples
using the Precision PCx Monitor.

Operating Guidelines for All Samples

Please follow the recommended guidelines so the most accurate results

will be obtained.

» Always wear gloves and follow your facility’s biohazard safety
policies and procedures when performing tests involving patient
blood samples.

» Use only control solutions approved for use on the test strip
instructions for use to verify the performance of the
Precision PCx and Precision PCx Plus Test Strips and the
Precision PCx Monitor.

» Usethetest strips before their expiration date.

* Do not use test strips that are wet, bent, scratched or damaged. Use
the test strip immediately after opening its foil packet.

* Do not scan a packet’s barcode and use a test strip from another
packet. This may cause incorrect assay results to be generated.

» Cover the entire target area of the test strip with the blood sample.
The test results will not be affected if the target area has been briefly
touched with the patient’s finger, a capillary tube or pipette.

« If thetest failsto start, apply a second drop of blood to the target
areawithin 30 seconds. If the test fails to start after the second drop
is applied, or if more than 30 seconds have passed, discard the used
test strip and repeat the test.

» After the blood is applied to the test strip and the count down begins,
do not remove or disturb the test strip.

» Useanew test strip when repeating a patient test.

» Refer to the instructions for use in the test strip box for specific
directions on storage and use of the test strips.
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Collecting Blood Samples

How to Obtain a Capillary
Blood Sample:

How to Obtain a Venous

Use only fresh whole
blood samples.

Make sure no water
remains on the
puncture site.

Collect the capillary
blood using a

lancing device and an Precision PCx Test Strip Precision PCx PlusTest Strip

appropri ate techni que. For Usewith Precision PCx with TrueM easureTechnology
. . v2.0,v2.1andv2.2. For Usewith Precision PCx

Avoid squeezing the v220nly

puncture site excessively.

Apply the drop of blood directly to the target area of the test strip,

covering the entire area.

If necessary, the blood can be collected in a capillary tube coated

with sodium heparin,

lithium heparin, or

EDTA, and then applied

to the test strip.

Blood Sample:

* Useonly fresh whole
blood samples.

 Collect the venous blood
sample in a collection tube precision Pex Test strip Precision PCx PlusTest Strip
cortaining sodium Voo iandvaz T For Usswith PreoionPOx
heparin, lithium heparin v2.20nly

or EDTA ensuring that the test tube is completely filled.

Do not use collection tubes that contain fluoride or oxalate.

If the blood is collected from an intravenous line, clear the line
before drawing the sample into a syringe that contains sodium
heparin, lithium heparin or EDTA.

Use the sample within 30 minutes of collection.

Invert the tube with the sample several times immediately before
removing the sample.

Use a disposable transfer pipette to obtain a sample from the center
of the collection tube.



* Apply adrop of blood directly to the target area on the test strip,
covering the entire area.

Note: Use VENOUS MODE only for venous samples that have been
in capped tubes and have not been mixed with air. Use CAPILLARY
or ARTERIAL MODE for all other samples.

How to Obtain an Arterial

Blood Sample:

» Useonly fresh whole
blood samples.

» Clear the arterid line
before drawing a blood
sample into a syringe that
contains sodium heparin,
or lithium heparin

or EDTA.
« Usethe sampIeWIthln Precision PCx Test Strip Precision PCx PlusTest Strip
: . For Usewith Precision PCx with TrueM easur e Technology
30 minutes Of COl la:tl on. v2.0,v2.1and v2.2. For Usewith Precision PCx
* Mix the syringe severd v2.20nly

times immediately before applying the sample to the target area
on the test strip.

» Allow adrop of blood to form at the tip of the syringe.

» Cover the entire target area on the test strip with the blood sample.
The syringe can briefly touch the test strip without affecting the
test resullt.

Disposing of Waste

Observe the following guidelines when disposing of

biohazardous waste:

» Dispose of used lancets in an approved sharps container.

* Discard used capillary tubes, disposable transfer pipettes or tips
and test strips in an approved biohazard container.

* Follow your facility’s biohazard disposal policy.

Patient Test Procedure
Use the following procedure to perform patient tests.
Note: The word “Strip” on the display always refers to the test

strip. If the monitor displays a message not indicated in these
procedures, please refer to section 10, Troubleshooting.
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What You See

What You Do

Comments

on the Display

cJ

ABBOTT

rl1sae 2224 PH

1-Patiemt Test
2-Control Test

Scan or Enter
Dperator ID

OPERATOR

1. Press On/Off to turn
on monitor.

2. Press 1 to select Patient
Test.

3. Press Scan to scan the
Operator 1D barcode,
or manually enter the
Operator ID viathe
keypad, then press
Enter.

The Abbott logo screen
will appesar for afew
seconds followed by the
product name, software
version screen and then
the Test Mode menu.

After the patient test is

selected, the Operator ID
screen will appear, if this
setting has been enabled.

Note: If an Operator 1D
prompt is not seen, skip
down to step 4.

The display will prompt
for aPatient ID to be
entered, if this setting
has been enabled.

Note: If aPatient ID
prompt is not seen, skip
downto step 5.



What You See

What You Do

Comments

on the Display

Scan_or ERter
Patient ID

PATIENT

Scan oF Enter
Lot

Select
Sarmple Tupe
1-C
ireerial O

2-Venous

4. Press Scan to scan the
Patient I|D barcode, or
manually enter the
Patient ID viathe
keypad, then press
Enter.

5. Press Scan to scan the
test strip barcode, or
manually enter* the test
strip lot number viathe
keypad, then press
Enter.

6. The operator can select
one of the following:

Press 1 — Capillary or

Arterial.

Press 2 —Venous.

7. Open the foil test strip
packet at the notch and
tear up or down to
remove the test strip.

* Manua entry of strip lots with al pha-numeric barcodes is not supported.

After entering the Patient
ID, the test strip lot screen

appears next.

After the test strip lot
number has been entered,
the Sample Type screen
will appear if this setting
has been enabled. If it
does not appear, skip
down to step 7.

Note: Use VENOUS
MODE only for venous
samples that have beenin
capped tubes and have not
been mixed with air. Use
CAPILLARY or
ARTERIAL MODE for
al other samples.
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What You See What You Do

on the Display

Comments

8. With the contact bars
facing up, insert the
test strip into the test
strip port until it stops.

Insert
Strip

\
=

lx.pll.l Cawillary or

srisl sample 9. Apply adrop of blood

directly from the
patient’s finger or from
asyringe to the target
area on the test strip.

Sammple Roospted
éuiii
10. Wait for the monitor
Analyzing Sample to analyze the sample
Result in and display the test
result.
seconds

PEETESASZEI0NES. 11 Note the test result

9/1/38 426 PH and whether it falls
e !.05“’-“ outside the action
T Fatent
3Repeat Test range.
SFatient Hstary
(5.8 mmol/L)

The Apply Sample screen
will appesr.

The monitor beeps when
the sample is accepted.
The Sample Accepted
screen will appear. For
detailed description of the
test strip target area, refer
to page 2-2.

The test starts
automatically, asthe
sample is accepted.

The monitor counts down
20 seconds, then displays
the test result.

If the test result is above
or below the action range,
an up or down triangle
appearsin front of the test
result.



What You See What You Do Comments

on the Display

Dutside For Out-of-Range results, NOTE: The Outside

fiction Range refer to your ingtitution's ~ Action Range screen will
protocoal. appear if the Patient Test

Scan or Enter Out-of-Range Comment

Comment Code Code is enabled and the
== following two conditions

(A21.9 mmol/L) are met
A. TheAction Range is
set up.

B. The test result is out of
the Action Range.

The monitor may be NOTE: The In-Range
enabled to scan or enter a  Action Range screen will
105 mafdl 1. to 2-digit comment appear if the Patient Test
Scan or Enter code. If thereisno In-Range Comment Code
Comment Code 5 ompt to enter a is enabled and the
- comment code, skip following conditions are
(5.8 mmoliL) down to step 12. met:
A. The action range
is defined.

B. The test result iswithin
the Action Range.

12. Remove the test strip
f from the monitor when

Bemave finished testing.

Strip

IQuestions? Refer to Page 10-13 For Customer Support Information. @



What You See What You Do Comments

on the Display

pEETES432] « 13. The operator can If 1is selected, the Scan
BT “'2'5 ”' select one of the Patient ID screen will
5 masdl following options: appear. Return to step 4
1-Hest Patient i to continue with testin
Press 1 — Next Patient. g
2Repeat Jest on the next patient.
S-Fatient History Press 2 — Repest Test. If 2 i selected. the Scan
(5.8 mmoliL) Press 3— Patient History, 1 215 e

or Enter Strip Lot screen
will appear. Return to step
5 to repeat the test.

If 3isselected, the
monitor will display the
last test result for this
patient as well as alow
the operator to view
previous results.

Refer to the section
entitled Data Review for
Patient History for further
information.

Important: If the blood glucose result appears to be inconsistent (lower or
higher than expected), there may be a problem with the test strip. Repeat the
test using a new test strip. Results that are incorrect may have serious medical
consequences. Consult your healthcare professional before making any
changes to diabetes medication plansiif:

» The blood glucose results are not consistent with the physical symptoms
AND you have ruled out common errors in technique.

» The blood glucose result is less than 50 mg/dL (2.8 mmol/L) or greater
than 300 mg/dL (16.7 mmol/L).



Control Test

This section describes the steps to be taken to test Control Solutionsin

order to verify the performance of the Precision PCx Monitor and

Precision PCx and Precision PCx Plus Test Strips.

The quality control features of the monitor can be customized to fit the

requirements of each facility. The monitor can be set to require:

» Testsof Low, Normal, and High Control Solutions or any variation of
this depending on the facility’s policy

» Tests of Control Solutions at regular times or time intervals, or by
number of patient tests

e Control test results will appear as Numeric or Pass/Fail.

These quality control features can be set through the Menu Mode menu
(Change Setup/Test Setup Menu).

Operating Guidelines for Control Solution Testing

Observe the following guidelines to obtain optimal quality control results

using the Precision PCx System:

» Useonly contral solutions approved for use on the test strip instructions
for use to verify the performance of the Precision PCx and Precision
PCx Plus Test Strips and the Precision PCx Monitor.

» When opening a new bottle, write the current date on the bottle label.
Each bottle of control solution is stable for 90 days after opening
(replace cap tightly after each use). Discard dl unused solutions 90 days
after opening.

 Invert the control solution bottle several times to ensure thorough
mixing before use.

 Invert and tap the capped control solution bottle to remove air bubbles
from the nozzle of the bottle.

» Do not scan one test strip packet’s barcode and use atest strip from
another packet. This may cause incorrect assay results to be generated.

» Replace the correct cap on the bottle and tighten the cap immediately
after each use.

» Store the control solutions at temperatures between 39° and 86°F
(4° and 30°C).

» Do not use control solutions after the expiration date printed on the
bottles and the box. The Precision PCx Monitor does not accept control
solutions that have passed their expiration date.

When To Test Control Solutions

» Asrequired by your facility’s quality policy or local regulatory
requirements.

* When you question blood glucose results

»  When you open anew lot of test strips @

IQuestions? Refer to Page 10-13 For Customer Care Information.




Control Test Procedure
Use the following procedure to perform control tests.

Note: The word “Strip” on the display always refers to the test
strip. If the monitor displays a message not indicated in these
procedures, please refer to section 10, Troubleshooting.

What You See
on the Display

cJ

ABBOTT

128 2224 PH

1-Patient Test
Z2-Control Test

Sian oF Enter
Dperator ID

OPERATOR

Scan or Enter
Low Level
Solution Lot

Unexpected Level
Low expeated
High entered

1-Ee=Enter Lot
2Continue

What You Do

1. Press On/Off to turn on
the monitor.

2. Press 2 — Control Test.

3. Press Scan to scan the
Operator 1D barcode, or
manually enter the
Operator 1D viathe
keypad, then press
Enter.

4. Scan or manually enter
the low control solution
lot number viathe
keypad, then press
Enter.

Comments

The Abbott logo screen
will appesar for afew
seconds followed by the
product name, software
version and then the Test
Mode menu.

After the control test is

selected, the Operator ID
screen may appear, if the
setting has been enabled.

If the Operator ID is not
required, just press enter.
After the Operator ID is
entered, the Low Level
Solution Lot screen will
appear.

The Strip Lot screen will
appear next.

If the Unexpected Level

screen appears, the

operator may either:

1. Enter 1 to ReEnter the
expected level.

2. Enter 2 to continue to
test the unexpected
level.



What You See

What You Do

Comments

on the Display

Scan or Enter

Strip Lot

Insert
Strip

5. Scan or manualy
enter* the test strip lot
number via the keypad,
then press Enter.

6. Open thefoil test strip
packet at the notch and
tear up or down to
remove the test strip.

7. With the contact bars
facing up, insert the test
strip into the test strip
port until it stops.

After the test strip lot
number is entered, the
monitor will prompt for
atest strip to be inserted
into the test strip port.

The monitor will prompt
the operator to apply the
desired control solution
to the test strip.

Precision PCx Test Strip
For Usewith Precision PCx
v2.0,v2.1andv2.2.

Precision PCx PlusTest Strip
with TrueM easur e Technology
For Usewith Precision PCx

v2.20nly

* Manual entry of strip lots with alpha-numeric barcodes is nhot supported.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

on the Display

What You Do

Comments

Sample Rooepted

b

Aralyzing Sample
Eesult in

seconds

Lowe: ZT-65
G198 440 PR

48

1-Heut Lewsl
2Eepeat Test

(2.7 mmol/L)

8. Gently invert the
required control
solution bottle 3-4
times then apply adrop
to the target area on the
test strip.

9. Wait for the monitor to
analyze the control
solution and display the
test result.

10. Note the test result
and whether it falls
within the acceptable
range.

The monitor beeps when
the sample is accepted.
The Sample Accepted
screen will be displayed.
Recap the control solution
bottle tightly.

For a detailed description
of the test strip target
area, refer to page 2-2.

The test starts
automatically asthe
sample is accepted.

The monitor counts down
20 seconds then displays
the test result.

Control test results can
appear as numeric or
PASS/FAIL, depending on
how the test is setup.

The display aso shows
the control leve, the
control range, date

and time.



What You See

What You Do

Comments

on the Display

Ll
28199 1255 PM

PASS

1HeHt Level
2Hepeat lest

Low: FT-65

XE T

Scan or Enter
Comment Code

(x3.7 mmoliL)

tgme 14

Strip

Low: FT-69
198 440 FH

48w

1-Hext Lewsl
2kepaat Test

(2.7 mmol/L)

11. Note the test result
and whether it falls
within the acceptable
range.

12. If required, scan or
manually enter the
comment code, and
press Enter.

The monitor may be
enabled to scan or
enter a 1- to 2-digit
comment code. If
there is no prompt to

enter acomment code,

skip down to step 13.

13. Remove the test strip
from the monitor
when finished testing.

14. The operator may
select one of the
following:

Press 1 — Next Level.

Press 2 — Repest Test

Press Menu to return to

the Menu Mode menu.

Press On/Off to turn off
the monitor.

The display shows the
control level, PASS/FAIL,
date and time.

An*“ X" will appear in
front of atest result that is
Out-of-Range.

If 1is selected, the next
level test will appear. The
operator may perform the
next level control test by
returning to Step 4.

If 2 is selected, the Scan

or Enter Strip Lot screen
will appear.

Return to step 5 to repeat
the test.

IQuestions? Refer to Page 10-13 For Customer Care Information.



Patient History

The Precision PCx Monitor stores up to 4,000 patient tests that can be
retrieved by the following categories:

All Tests: Thisoption displays all patient test results, starting with
the most recent test results (reverse chronological order).

Patient ID: Thiswill display the test results for a particular patient,
starting with the most recent test.

Operator ID: Thiswill show test results performed by a particular
operator, starting with the most recent test.

Action Range: Thiswill display the test results that fall outside of
the action range.

Comment Code: This shows the test results for all tests tagged with
a specific comment code.

Date: Thiswill display al the test results for a specific date, starting
with the most recent test done on that date.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Data Review:

Follow these steps to access the Data Review menu:

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

1. Press the On/Off The Abbott logo screen
button to turn the will appear for afew
monitor on. seconds, followed by the

product name, software
ABBOTT version and then the Test
Mode menu.

198 224 PN 2. Pressthe Menu button. The Menu Mode screen

will ear next.
1-Patient Test P

2-Contral Test

71/98 431 PN 3. Press 1 — Data Review. The Data Review menu
1-Data Bewiew appears

Z2-Froficiency Test
S-Limeasrity Test
4-Beview Setup

S-Change Setup

Data Rewiew At this point, Patient
1-Patient History History, Control History,
Z-Control History Proficiency Data as well
I-Proficiency Data as Linearity Data can be
4-Linearity Data viewed.



Data Review for Patient History by All Tests:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.

Note: If no information is stored for the desired category that was
selected, the following message will be displayed on the monitor:
“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™. If the
monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Beview 1. Press 1 — Patient The Patient History menu

1-Patient History History. now appears.
2-Control History

S-Proficiency Data

4-Linearity Data

E;iﬂ;ﬁmf‘l 2. Press 1 - All Tests. The monitor shows the
2-Patient ID most recent patient test
S-Operator ID result.

4-Action Range
SLomment Code
G-Date

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

(5.8 mmol/L)

pIETESES2] 1EI 123..

af1/58 431 FH

Sy masiL
123456 78901 23...

1-Fravious
ZHent

(A21.9 mmol/L)

Tl -l

3. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

4. When finished
reviewing the data, the
operator can:

Press Clear to return to

the Patient History menu.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to theright of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display aso shows:
p: Patient ID

0: Operator ID

12 : Comment Code
ven: Venous Sample



Data Review for Patient History by Patient ID:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.

Note: If no information is stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Review 1. Press 1 — Patient The Patient History menu

1-Patient History History. NOwW appears.

ZControl History
S-Proficiency Data
4-Linearity Data

Fatient History 2. Press 2 — Patient ID. The monitor will prompt
Al Tests for the Patient ID to be
Z-Patient ID
Z-Dperator ID scanned or entered.

4-Action Range
I Comment Code

&-Date
Sean or Enter 3. Scan or manually enter
Patient ID the Patient ID viathe
B keypad, then press
Enter.

PATIENT

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do Comments

on the Display

(5.8 mmol/L)

4. The operator can select  The number that appears
one of the following to the right of 1-Previous

options: and 2-Next on the monitor
Press2— Next, viewthe ~ Thedisplay aso shows:
next test result. p: Patient ID
0: Operator ID

12 : Comment Code
ven: Venous Sample

5. When finished
reviewing the data, the
operator can:

Press Clear toreturnto
the Patient 1D screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.



Data Review for Patient History by Operator ID:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.
Note: If no information is stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Beview 1. Press 1 — Patient The Patient History menu

1-Patient History History. now appears.
2-Control History

S-Proficiency Data

4-Linearity Data

ﬁfi;"‘ EWF‘I 2. Press 3—Operator ID.  The monitor will prompt
z-hti::t 1D for the Operator ID to be
Z-Operator ID scanned or entered.

4-Action Range
I Comment Code

G-Date
Sean oF Enter 3. Scan or manually enter  The monitor shows the
Operater ID the Operator ID viathe result of the operator's
_ keypad, then press most recent patient test
result.

OPERATOR

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

(5.8 mmol/L)

4. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

5. When finished
reviewing the data,
the operator can:

Press Clear to return to

the Operator 1D screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows:
p: Patient ID

0: Operator ID

12 : Comment Code
ven: Venous Sample



Data Review by Patient History for Action Range:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.

Note: If no information is stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Beview 1. Press 1 — Patient The Patient History menu

1-Patient History History. now appears.
2-Control History

S-Proficiency Data

4-Linearity Data

Patient History 2. Press 4 —Action Range. The monitor displays the
é.ﬂt!::ﬁn most recent test result that
S-0perator ID is outside the action
4-Action Range range.

SComment Code
G-Date

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See What You Do Comments

on the Display

plE24 1550443353 3. The operator can select  The number that appears

wf"'gﬂ 216 PH: i one of the following to theright of 1-Previous
e options: and 2-Next on the monitor
wl2T456TEI0123T.  pog_ Previous, view  indicates the number of

L frevious 1 the previoustest result,  tests available for review.
(A 201 mmollL)  Press2—Next, viewthe ~ Thedisplay also snows:
next test result. p: Patient ID
0: Operator ID

12 : Comment Code
ven: Venous Sample
A ndicates above

action range
V¥ Indicates below action
range
4. When finished
reviewing the data,
the operator can:

Press Clear toreturnto
the Patient History menu.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.



Data Review for Patient History by Comment Code:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.
Note: If no information is stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to the section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Beview 1. Press 1 — Patient The Patient History menu

1-Patient History History. NOW appears.

ZControl History
S-Proficiency Data
4-Linearity Data

Fatient History 2. Press 5 — Comment The monitor will prompt
1-All Tests Code. for the comment code to
Z-Patient ID
I-Operator ID be scanned or entered.

4-Action Range
JCLomment Code

G-Date
Fatient History 3. Scan or manually enter  The monitor will show the
the desired comment most recent test result for
code via the keypad, the selected comment
Soan or Enter then press Enter. code.
Comment Code

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

(5.8 mmol/L)

4. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

5. When finished
reviewing the data,
the operator can:

Press Clear to return

to the Comment Code

screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.
The display aso shows:

p: Patient ID

o: Operator ID

12 : Comment Code

ven: Venous Sample



Data Review for Patient History by Selected Date:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.

Note: If no information is stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to the section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Beview 1. Press 1 — Patient The Patient History menu

1-Patient History History. now appears.
ZControl History

S-Proficiency Data

4-Linearity Data

Patient History 2. Press 6 — Date. The monitor will now

l‘ﬂlt'!'::t I prompt for the desired

Z-Dperator ID date to be entered.
4-Action Range

- Comment Code

G-Date

Patient History 3. Enter the desired date  The operator will enter in

Enter Date for review then press  the date using two digits

micddusyur Enter. for month/day/year.
A For example, June 8, 2001
becomes 06/08/01.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

(5.8 mmol/L)

4. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

5. When finished
reviewing the data,
the operator can:

Press Clear toreturnto

the Enter Date screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The monitor also shows:
p: Patient ID

0: Operator ID

12 : Comment Code
ven: Venous Sample



Control History

The Precision PCx monitor can store up to 1,000 control tests that can
be retrieved by the following categories:
All Tests: This shows al control test resultsin memory starting with
the most recent test result in memory (reverse chronological order).
Operator ID: This shows the control test results that were performed
by a particular operator, starting with the most recent test.
Outside Range: This shows all the control test results that fell
outside of the acceptable ranges.
Comment Code: This shows all the control test results by comment
code.
Date: This shows the control test results performed on a specific
date, starting with the most recent test of the day.

Data Review for Control History for All Tests:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.

Note: If no information is stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests”.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

on the Display What You Do Comments
Data Review 1. Press 2 — Control The Control History menu
1-Patient History History. now appears.

ZControl History
X-Proficiency Data
4-Linearity Data

Control History 2. Press 1 —All Tests. The monitor shows the

iﬂe‘,‘,’t‘.’, 1D result of the most recent
J-dutside Range control test.
4-Comment Code

aDate

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

Low: J0-&0
BFf29/98 1258 PH
2m-;ﬂ_
el 2456 TEI01 2T

1-Freuious
ZHent

(2.3 mmol/L)

1c
1

3. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

4. When finished
reviewing the data,
the operator can:

Press Clear toreturnto

the Control History menu.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows
the acceptable range for
thistest and:

o: Operator ID
0 : Comment Code



Data Review for Control History by Operator ID:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.
Note: If no tests are stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests”.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Peview 1. Press 2 — Control The Control Test History
1-Patient History History. menu Now appears.

2-Control History
S-Proficiency Data
4-Linearity Data

Control History 2. Press 2 — Operator ID.  The monitor will prompt
é_':! Jr":t': D for the Operator 1D to be
I-dutside Range scanned or entered.
4-Comment Code
JDate

=¢an or Enter 3. Scan or manualy enter  The monitor will display
Operator ID the Operator ID viathe the Operator's most recent
keypad, then press control test result.

OPERATOR

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

Low: J0-&0
BF29/98 1258 PH
zm-;ﬂ_
el 2456 TEI01 2T

1-Freuious
ZHent

(2.3 mmol/L)

1c
1

4. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

5. When finished
reviewing the data,
the operator can:

Press Clear to return to

the Operator 1D screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows
the acceptable range for
thistest and:

o: Operator ID
0 : Comment Code



Data Review for Control History by Outside Range Results:

Please refer to page 5-2 of the Data Review section for the step-by-step
instructions to access the Data Review menu.

Note: If no tests are stored for the desired category that was

selected, the following message will be displayed on the monitor:
“No Stored Tests”.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Data Review 1. Press 2 — Control The Control Test History

1-Patient History History. menu Now appears.

2-Control History
S-Proficiency Data
4-Linearity Data

Control History 2. Press 3 — Outside The monitor shows the
HJ,‘,’?_’, D Range. most recent control test
J-Dutside Range result that is outside the
4-Comment Code acceptable range.
SDate

IQuestions? Refer to Page 10-13 For Customer Care Information. @



What You See

What You Do

Comments

on the Display

Lowe: F0-60
Sr2ie8 231 PH
XBgnaia

o] 2X4BETEIOL 2.

1-Frevious
2Hent

(X3.5 mmol/L)

3

i

3. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

4. When finished
reviewing the data,
the operator can:

Press Clear toreturnto

the Control History menu.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows
the acceptable range for
thistest aswell as:

o: Operator ID
2 : Comment Code
X: Outside Range



Data Review for Control History by Comment Code:
Please refer to page 5-2 of the Data Review section for the step-by-step

instructions to access the Data Review menu.

Note: If no tests are stored for the desired category that was
selected, the following message will be displayed on the monitor:

“No Stored Tests.”

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,

please refer to section 10, Troubleshooting.

What You See What You Do

on the Display

Comments

Data Feview 1. Press 2 — Control

1-Patient Historg History.
2-Control History
S-Proficiency Data
4-Linearity Data

Control History 2. Press 4 — Comment
Z-lperator ID "

Jlutside Range
4-Comment Code
JDate

Control History 3. Scan or manually enter
the comment code via
the keypad, then press

Scan or Enter Enter.
l:-lmm'nﬁt Code

The Control Test History
menu Now appears.

The monitor will prompt
for the comment code to
be scanned or entered.

The monitor will display
the result of the most

recent control test for the
specified comment code.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Low: F0-60
9r2i98 231 PH
b =T LETE

o1 2F4 367890123,

1-Freuious
ZHent

(X3.5 mmol/L)

5

i

4. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the
next test result.

5. When finished
reviewing the data,
the operator can:

Press Clear to return

to the Comment Code

screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows
the acceptable range for
thistest and:

0 : Operator ID
2 : Comment Code
X: Outside Range



Data Review for Control History for Selected Date:

Please refer to page 5-2 of the Data Review section for the step-by-step

instructions to access the Data Review menu.

Note: If no tests are stored for the desired category that was
selected, the following message will be displayed on the monitor:

“No Stored Tests™.

Note: If no tests match the criteria specified, this message will be
displayed on the monitor: “No Tests Match Request™.

If the monitor displays a message not indicated in these procedures,

please refer to section 10, Troubleshooting.

What You See What You Do

on the Display

Comments

Data Review 1. Press 2 — Control

1-Patient Historg History.
2-Control History
S-Proficiency Data
4-Linearity Data

Controd History 2. Press 5 — Date.
i-@il Tests
Z-perator ID
S0utside Range
4-Comment Code

>Date

Control History 3. Enter a date then press

Enter Date Enter.

The Control Test History
menu NoOw appears.

The monitor will prompt
for a specified date to be
entered.

The monitor will display
the most recent control
test result for the specified
date.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Low: J0-&0
BFf29/98 1258 PH
2miﬂ_
el 23456 TE90123...

1-Frevious
2Hent

(2.3 mmol/L)

[
1

4. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

5. When finished
reviewing the data,
the operator can:

Press Clear toreturnto

the Enter Date screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows
the acceptable range for
thistest and:

0 : Operator ID
0 : Comment Code



Data Review for Proficiency Data

The monitor stores the last 60 proficiency test results.

Please refer to the beginning of the Data Review for the step-by-step
instructions to access the Data Review menu.

Note: If no tests are stored for the desired category that was
selected, the following message will be displayed on the monitor:

“No Stored Tests™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See
on the Display

Data Feviews

1-Patient Historg
ZControl History

X-Proficiency Data

4-Linearity Data

£:1 234567290
W2/98 242 FH

45m
w1234 3678301 23

1 Frevious
Z4eut

(2.5 mmol/L)

1

What You Do

1. Press 3 — Proficiency
Data.

2. The operator can sdlect
one of the following
options:

Press 1 — Previous, view

the previous test resullt.

Press 2 — Next, view the

next test result.

3. When finished
reviewing the data,
the operator can:

Press Clear to return to

the Data Review screen.

Press Menu to return to

the Menu Mode menu.

Press On/Off to turn off

the monitor.

Comments

The monitor now shows
the most recent
proficiency test result.

The number that appears
to theright of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display shows the
following:

s : Sample Typeor ID
0 : Operator 1D
0 : Comment Code

IQuestions? Refer to Page 10-13 For Customer Care Information.



Data Review for Linearity Data

The monitor stores the last linearity panel that includes a maximum
of 4 replicates for 5 levels (20 tests).*

Please refer to the beginning of the Data Review section for the step-
by-step instructions to access the Data Review menu.

Note: If no tests are stored for the desired category that was
selected, the following message will be displayed on the monitor:

“No Stored Tests™.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

What You Do

Comments

on the Display

Data Beview

1-Patient History
ZControl History
E-FProficiency Data
4-Linearity Data

Level 4 Test 1
298 302 PH

TEr

wl2T486T8901 2&
1-Frevious
2ient

(15.3 mmoliL)

_.]

1. Press 4 — Linearity
Data.

2. The operator can select
one of the following
options:

Press 1 — Previous, view

the previous test result.

Press 2 — Next, view the

next test result.

3. When finished
reviewing the data,
the operator can:

Press Clear to return to

the Data Review screen.

Press Menu to return to
the Menu Mode menu.

Press On/Off to turn off
the monitor.

The monitor now showsthe
mogt recent Lineerity Test.

At the top of the display
the test level isindicated.
The Leve indicates Level
1-5 while Test indicates
1-4 replicates at that level.

The number that appears
to the right of 1-Previous
and 2-Next on the monitor
indicates the number of
tests available for review.

The display also shows
the following:

o: Operator ID

* |t is outside the intended use of the PCx/QCM system to perform atest in linearity mode on a PCx
instrument and change the test result record to a patient result in QCM Data Management System.
Linearity test results outside the test strip assay range should only be used to set linearity
performance on the PCx instrument. The performance of the test strips has not been verified outside
the assay range listed on the test strip instructions for use.



Proficiency Test

The Proficiency Test menu enables the operator to perform unknown
sample test challenges if required by facility policy.

Use the following procedures to perform a proficiency test.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

1. Press the On/Off The Abbott logo screen
button to turn on appears for afew seconds,
the monitor. followed by the product

name, the software
ABBOTT version screen, then the
Test Mode menul.
W1/98 24 PR 2. Press Menu. The Menu Mode screen
Now appears.

1-Patient Test

Z2-Control Test

H1/38 4:31 A 3. Press2 —Proficiency ~ The monitor will prompt

1-Data Review Test. for the Operator 1D to be
2-FProficiency Test scanned or entered.

Ilinearity Test
4-Beview Setup
2'Change Setup

scan or Enter 4. Scan or manually enter  The monitor will prompt

Operator ID the Operator ID viathe for the Sample ID to be
keypad, then press scanned or entered.
Enter.

OPERATOR

Scan or Enter 5. Scan or manually enter  The monitor will prompt
5 . y promp

& D the Sample ID viathe  for the Strip Lot number
1234557290 keypad, then press to be scanned or entered.
Enter.

PROF
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What You See What You Do Comments

on the Display

Segan or Enter 6. Scan or manually The monitor will prompt
Lot enter* thetest striplot  the operator to insert the
- - number via the keypad, test strip.

e

7. Open the foil test strip
packet at the notch and
tear up or down to
remove the test strip.

8. With the contact bars ~ The monitor will prompt
Insert * facing up, insert thetest  the operator to apply the
Strip stripintothetest strip  sample to the test strip.
port until it stops.

NS

Precision PCx Test Strip Precision PCx PlusTest Strip

For Usewith Precision PCx with TrueM easure Technology

v2.0,v2.1and v2.2. For Usewith Precision PCx
v2.20nly

* Manual entry of strip lots with alpha-numeric barcodes is not supported.



What You See

What You Do

Comments

on the Display

Sample Rooepted

-4

fnaluzing Sample
Eesult in

Feconds

264

Scan or Enter
Comment Code

(14.6 mmol/L)

264

Scan or Enter
l:lmma-:t Code

(14.6 mmol/L)

512345678
9/2/598 3111 P'I"I

o 264

L-Hent Test
(14.6 mmol/L)

9. Gently invert the

The monitor beeps when

sample bottle 3-4 times  the sample is accepted.
then apply adrop of the The Sample Accepted

sample to the target
area on the test strip.

10. Wait for the monitor
to analyze the sample
and display the test
result.

11. If the operator is
prompted to enter a
comment code,
continue to step 12;
otherwise skip
forward to step 13.

12. Scan or manually
enter the comment
code via the keypad,
then press Enter.

13. The operator will
select one of the
following options:

Press 1 — Next Test.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off
the monitor.

Screen will be displayed.

The test starts
automatically, asthe
sample is accepted.

The monitor counts down
20 seconds then displays
the test result.

The monitor returns to the
Results menu. The
comment code number
that was entered will
appear in abox to the left
of the test result.

The operator can refer
back to step 5 for the
steps to perform any
additional proficiency
testing at thistime.

IQuestions? Refer to Page 10-13 For Customer Care Information.



Linearity Test

The Linearity Test menu enables the operator to verify method linearity
using a Linearity Assessment Kit.*

Please use the following procedures to perform a Linearity Test.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

What You Do

Comments

on the Display

ABBOTT

Q198 2224 PH

1-Patient Test

2-Control Test

9/1/98 4:51 PH
1-Data Rewview
Z2-Froficiency Test
I-Linearity Test
4-Beview Setup
2'Chanae Setup

S¢an or Enter
bperator ID

OPERATOR

1. Press On/Off to turn
on monitor.

2. Press Menu.

3. Press 3 — Linearity
Test.

4. Press Scan or manualy
enter the Operator ID
via the keypad, then
press Enter.

The Abbott logo screen
will appesar for afew
seconds, followed by the
product name, the
software version, then the
Test Mode menu.

The Menu Mode menu
will appear.

The monitor will prompt
for the Operator ID to be
scanned or entered.

The monitor will next
prompt for the Linearity
Kit lot number to be
scanned or entered.

* |t is outside the intended use of the PCx/QCM system to perform atest in linearity mode on a PCx
instrument and change the test result record to a patient result in QCM Data Management System.
Linearity test results outside the test strip assay range should only be used to set linearity
performance on the PCx instrument. The performance of the test strips has not been verified outside
the assay range listed on the test strip instructions for use.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Scan or Enter
Limearity Kit Lat

1234567830

LIN

Hew Panel
123456 TH90D
will replace Oid
Pamel
1-EeEnter it Lot
2Eeplace Fanel
SETES45210

Select Lewsl
1Level 1 (D)
Zlewel Z ()
Sdeve| 3 (D)
d-Lepel 4 (D)
Slewel 5 (O

Select Level
1dewvel 1 2
Z2lewel 2 100
Slewel 3 (1)
d-Level 4 00
SLewel I 100
EMew Pared

5. Scan or manually enter
the linearity kit lot
number via the keypad,
then press Enter. If the
monitor prompts for a
level to be entered, skip
tostep 7.

6. The operator can
perform one of the
following actions:

Press 1 — ReEnter
Kit Lot.

Press 2 — Replace Pandl.

7. Enter the number of
the level of the next test
to be run.

8. If the operator presses
6 for anew panel, the
monitor will again
prompt the operator to
select alevel.

The monitor will
prompt the operator to
scan or manually enter
the test strip lot number.

If the linearity kit lot
number that was entered
is different from the
previous one, the monitor
will prompt the operator
to do one of two actions:
either re-enter the existing
linearity kit lot number or
replace the existing
linearity kit lot number
with the new linearity kit
lot number.

If 1is pressed, the
monitor will return to the
previous screen so the
operator can scan or enter
the linearity kit lot

number.

The monitor will prompt
the operator to select a
level.

Therecanbeupto 4
replicates per level. The
number in the parenthesis
indicates the number of
replicates aready run for
that level. When alevel is
full, the menu item (1-
Level 1) will no longer

appear.



What You See What You Do Comments

on the Display

Sgan or Enter 9. Scan or manually The monitor will prompt
Strie Lot enter* thetest striplot  for anew test strip to be
- - number viathe keypad, inserted into the test strip

then press Enter. port.

10. Open the foil test strip
packet at the notch
and tear up or down to
open the packet, then
remove the test strip.

11. With the contact bars ~ The monitor will prompt
Insert + facing up, insert the  the operator to apply the
Strip test stripinto thetest  sampleto the test strip.
strip port until it stops.

T

r\QQ\ \

Precision PCx Test Strip Precision PCx PlusTest Strip

For Usewith Precision PCx with TrueM easureTechnology

v2.0,v2.1and v2.2. For Usewith Precision PCx
v2.20nly

* Manual entry of strip lots with alpha-numeric barcodes is not supported.
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What You See

What You Do

Comments

on the Display

Apply Level 2 Sample

Sample Rooepted

-4

Analuzing Samphe
Eesult in

seconds

Level 2 Test 1
9298 323

FH
@ 264
1-Hew Lewsl

2-5ame Level
(14.6 mmol/L)

Level 2 Test 1

264

Scan or Enter
l:l-mm!lI?t Code

(14.6 mmol/L)

Level 2 Test 1
/298 323

3 264w

1-Hew Lewsl
2-5ame Level
(14.6 mmol/L)

12. Gently invert the
sample 3-4 times then
apply adrop of the
sample to the target
areaon the test strip.

13. Wait for the monitor
to analyze the sample
and display the test
result.

14. Note the result. If the
operator is prompted
to enter a comment
code, continue to step
15, otherwise skip to
step 16.

15. Press Scan or
manually enter the
comment code via
the keypad then
press Enter.

16. The operator can do
one of the following
options:

Press 1 — Next Level.

Press 2 — Same Levd.

Press the M enu button to

return to the Menu Mode.

Press On/Off to turn off
monitor.

The monitor beeps when
the sample is accepted.
The Sample Accepted
Screen will appear.

The test starts
automatically, as the
sampleis accepted.

The monitor counts down
20 seconds then displays
the test result.

The display includes the
level and test numbers,
date and time. Level
indicates Level 1-5.
Test indicates replicates
1-4 for that level.

The monitor will return
to the results screen. The
comment code number
that was entered will
appear in abox to the
left of where the result
is displayed.

The operator can press 2
to perform more tests for
the same level (return to
step 9) or press 1 to
perform tests for another
level (return to step 8).



Review / Change Setup

The Precision PCx Monitor provides setup options to customize the
testing procedures and regquirements. These standards promote good
laboratory practices for operators.

Since the steps to review or change setup options are similar, the two
sub-menus are combined in one section. Any operator can review the
setup information; only an administrator (manager) with the password
can change the setup information.

The Review Setup feature enables an operator to review only the
settings for Test Setup, System Setup, System Status and Date and
Time.

The Change Setup feature enables an administrator to review or change
the settings for Test Setup, System Setup, System Status, Date and
Time, and Edit Lists.

The Test Setup menu includes: All Tests, Patient Test, Control Test,
Security and Test Type.

The System Setup menu defines the look or appearance of the data as
it is displayed on the monitor, such as language and formats. The menu
includes: language, beeper on/off, date format, time format, set
password and restore defaults.

The System Status menu allows a review of the current status of the
monitor's operating system: battery power, temperature, memory gauge
and software version.

The Date and Time menu displays the current date and time.

The Edit Lists menu changes the approved Operator ID or Test Strip
Lot lists.

The Precision PCx Menu Tree on the following page will outline the
above menus and the sub-menus.
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Precision PCx Menu

Test Mode e

1.Patient Test 1. Data Review

2.ControlTest

Tree
oae
1. Patient History | All Tests
sort by: Patient ID
Operator ID
ActionRange
CommentCode
Date
2. Control History | All Tests
sort by: Operator ID
OutsideRange
CommentCode
Date
3. Proficiency Data
4. Linearity Data
2. Proficiency Test
3. Linearity Test
4. Review /5.Change | 1. Test Setup 1. All Tests

Setup

2. Patient Test

Upload Interval
Operator ID Format

Patient ID Format
Comment Code

Memory Full
3. Control Test Levels
Results Format
CommentCode
Memory Full
4. Security QC Interval
Operator ID
Strip Lot
5. Test Type [ Glucose Units
SampleType
ActionRange
2. System Setup Language
Beeper On/Off
Date Format
Time Format
Password
Factory Settings
3. System Status Battery Power
Temperature
Memory Gauge
Software Version
4. Date and Time
5. Edit Lists 1. Operator List | Add
Delete
Change
2. Strip Lot Add
List Delete
Change



Moving Around the Review/Change Setup Menu

The Review and Change Setup menu options offer the same additional
sub-menus (as shown in the Precision PCx Menu Tree). The operators
may have to select additional options to access the desired change or
review option.

To access these sub-menus or options in both the Review and Change
Setup menus, the message 1-Next appears at the bottom of the display.
The operator presses 1 to move to the next option. The monitor also
allows the operator to go back to the previous option by pressing Clear.
The current status or selection for the option appears in bold type on the

display.

To change an option, the administrator must access the Change Setup
menu (thisis password protected). In addition to the 1-Next message
that appears at the bottom of the option screen, there is the 2-Change
message. The administrator presses 2 to change the option. The active
selection for the option now appears in bold type.

When finished reviewing or changing the options, the operator or
adminigtrator can press Menu once to return to the beginning of Menu
Mode or press Menu twice to go to Test Mode.

In this section the majority of the directions refer specifically to how to
change various settings. However, these same directions can be
followed as well for reviewing settings under its own menu option.

Differentiation is made between the password protected sectionsin the
Change Setup Menu Option, where only administrators can access the
screens, and the non-password protected sections in the Review Setup
Menu Option, where operators and administrators can access

the screens.
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Review Setup:

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

Use the following steps to access the Review Setup menu:

What You See

What You Do Comments

on the Display

1. Press On/Off to turn
on the monitor.

The Abbott logo screen
will appear for afew
seconds followed by the
product name, the

cJ

ABBOTT software version screen
and then the Test Mode
menu.

9i1/38 24 PH 2. Press Menu. The Menu Mode menu
will appesr.
1-Patient Test
2-Control Test
9i1/38 451 PFH 3. Press 4 for Review The Review Setup Menu
1-Data Review Setup. will appear.

Z2-FProficiency Test
S-Linearity Test
d-Beview Setup
S-Change Setup

Eeuvigw Setup
1-Test Setup
Z-5ystem Setup
I-System Status
4-Date amnd Time

The operator can review
Test Setup, System Setup,
System Status and Date
and Time by following the
appropriate steps for these
procedures.



Change Setup:

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

Use these steps to access the Change Setup menu:

What You See

What You Do

Comments

on the Display

cJ

ABBOTT

1198 24 PH

1-Patient Test

Z-Control Test

951/98 4:51 FH
1-Data Review
Z2-Proficiency Test
S-Linearity Test
4-Beview Setup
S-Change Setup

1. Press On/Off to turn on
the monitor.

2. PressMenu.

3. Press 5 for Change
Setup.

4. Key in the password,
then press Enter. If the
password is entered
incorrectly, the monitor
displays error message:
“Incorrect Password.”
Press Clear twice,
verify the password
then re-enter the correct
password and press
Enter.

The Abbott logo screen
will appesar for afew
seconds followed by the
product name, the
software version screen
and then the Test Mode
menul.

The Menu Mode menu
will appear.

The display prompts the
operator to enter a
password of upto 8
characters. The password
is displayed as asterisks
on the monitor.

The factory set password
is123. Oncein the
Change Setup Mode, it
is suggested that the
administrator change
the password. This can
be done in the System
Setup/Set Password
option.
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What You See

on the Display

Change Setup
i-Test Setup
Z-5ystem Setup
I-Sysiem Status
4-Date amd Time
S-Edit Lists

What You Do

The administrator can
change Test Setup,
System Setup, System
Status, Date and Time and
Edit Lists by following
the appropriate steps for
these procedures.

Comments



Review/Change Setup for Test Setup

The Review/Change Setup menus enable the operator to review/change
the test settings.

Under the Test Setup Menu, the following options can be viewed or
changed:

o All Tests

* Patient Test

» Control Test

* Security

* Test Type

In the All Tests menu, the following options can be viewed or changed:
» Upload Interval for sending stored data to other systems.
 Establish Operator 1D requirements and barcode format.

In the Patient Test menu, the following options can be viewed or
changed:

 Establish Patient ID requirements and barcode format.

» Set the requirement for out-of-range and/or in-range comment codes.
» Management of memory full overwrite.

In the Control Test menu, the following options can be viewed or
changed:

» Enable high, normal and/or low control testing.

» Control test results presented as numeric or Pass/Fail.

 Set the requirement for in-range and/or out-of-range comment codes.
» Management of memory full overwrite.

In the Security menu, the following options can be viewed or changed:

e Set QCinterval requirements.

» Set requirements to prevent testing by non-certified operators.

» Set requirements to prevent testing using test strip lots that have not
been qualified for use.

In the Test Type menu, the following options can be viewed or
changed:
* Set units of measurement.
» Set sample type prompts.
» Set action ranges. The action range can aso be changed in
QC Manager. Refer to the QC Manager Operator’'s Manual for more
information. Note: Default action range is 20-600.
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Review/Change Test Setup for All Tests:

The options that are associated with the Review/Change Test Setup
for All Tests apply to all test types.

Use this menu to review or change these options for all tests.

Upload Interval

The monitor can be set up to warn or lockout atask if the monitor has

not been uploaded at aregularly scheduled interval. The upload interval

options are;

» Allow Test—allows the testing to continue. No message will appear
on the monitor.

» Warn—allows the testing to continue but the operator will receive a
message that the upload interval (as specified below) has expired.

» Lockout—does not alow any testing until the data has been uploaded.
This option is set to designate a required maximum number of hours
or days (from 1 to 99) between data uploads. When atask is selected
and the upload interval has expired, the operator will receive a
message that the Upload Interval has expired. If Upload Interval is
expired, the monitor will prevent an operator from doing other tasks
until the stored data is uploaded.

Operator 1D
The Operator ID menu has the following options which can be viewed
or changed:
» Disabled, Optiona or Required entry of an Operator ID for al testing.
* Require aminimum and a maximum number of digits for the length
of an Operator ID.
» Allow any combination of five common barcode formats used in
the facility:
12 of 5 (with or without check digit)
Code 39 (with or without check digit, aphanumeric or
ASCII format)
Code 128
Codabar
Code 93
» Truncate (ignore) leading and/or trailing barcode digits.

Note: The display shows selected options in bold type.



Review/Change Setup for All Tests:

Refer to the beginning of the Review/Change Setup Section for step-by-
step instruction to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

on the Display

What You Do

Comments

Change Setup
1-Test Setup
Z2-5ystem Setop
S-5yztem Status
4-Date and Time
S-Edit Lists

Test Setup
1-RAil Tezts
2-Patient Test
J-Control Test
4-Security
S-Test Tupe

All Tests
Upload Interpsl
Allow Test

1-Haut
2-Change

Upload Interpsl
Expared

1-Allow Test

2=l arm
Z-Lockout

Upload Interval
24 Hours

1-Hours
2-[lznps

1. Press 1 for Test Setup.

2. Press 1 for All Tests.

3. The administrator will
select one of the
following options:

Press 1 — Next; skip

forward to step 8.

Press 2 — Change.

4. The administrator will
select one of the
following options:

Press 1 —Allow Test; skip

forward to step 7.

Press 2 —Warn.

Press 3 — Lockout.

5. The administrator will
select one of the
following options:

Press 1 —Hours.
Press 2 — Days.

The display showsthe
Test Setup menu.

The display shows the
Upload Interval menu.

The display shows the
current settingsin bold. If
2 is pressed, the display
shows the Upload Interval
options.

If 2 or 3ispressed, the
display will show the
upload interval hours
and days option.

The display prompts for
the number of days/hours
to be entered.
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What You See

What You Do

Comments

on the Display

Upload Interwal
24 Hours

Hour=

All Tests
Upload Intervsl
llarn

24 Hours

1-Hexnt
2<Change

Al Tests
Operstor 10
Disabled

1-Hext
2<Change

Operator ID

1-Disabled
2-0ptional
FEeguired

Operator ID
1-15 digits

Mirimurm
Masimum

6. Enter 1-99 hours or
1-99 days then press
Enter.

7. Press 1 to continue to
the All Tests Operator
ID screen.

8. The administrator will
select one of the
following options:

Press 1 — Next, return to

the Test Setup menu.

Press 2 — Change.

9. The administrator will
select one of the
following options:

Press 1 — Disabled; skip

forward to step 13.

Press 2 — Optiond.
Press 3 — Required.

10. The administrator will
enter minimum and
maximum numbers
between 1-15.

Key in the minimum
number of digits for an
operator ID then press
Enter.

Key in the maximum
number of digits for an
operator ID then press
Enter.

The All Tests Upload
Interval screen will be

displayed.

The display showsthe All
Tests Operator ID menu.

The display shows the
Operator 1D options.

If Disabled is selected, the
display will not prompt
for Operator ID. If
Optional or Required is
selected, the administrator
can enter aminimum and
maximum number of
digits, between 1-15
digits.

The display showsthe
Operator 1D Barcode
options.



What You See

What You Do

Comments

on the Display

Operator I0
Barcade
1-I20fSuss
2Code 39¢
XCode 128
4-Codabar

S3-Code 93 L

Dperator ID
Baroode
| i )

1-Ho Check Digit
255 Check Dig
S40PCC Checlk Digit

Operator ID
Barcode
1-IZ2ofSuss
Z2Code 39
X-Code 128
4-Codabar

S-Code 93 L

Dperator ID
Baroade
Code 39

1-Ho Check Digit
2-lse Check: Digit

Operator 1D
Baroode
Code 39

1-Alphanuvmeric
Z-Full RSCIT

11. The administrator may
customize 12 of 5 by
pressing 1if 12 of 5
isbolded (enabled).
Press 1 again to access
the Operator ID
Barcode screen.

12. The administrator will
select one of the
following:

1. No Check Digit
2. USS Check Digit
3. OPCC Check Digit

13. The administrator may
customize Code 39 by
pressing 2 if Code 39
is bolded (enabled).
Press 2 again to access
the Operator ID
Barcode screen.

14. The administrator will
select one of the
following:

1. No Check Digit

2. Use Check Digit

15. The administrator will
select one of the
following:

1. Alphanumeric

2. Full ASCII

Activated barcodes appear
in bold type. More than
one Barcode format can
be active a one time.

Any Barcode can be
deactivated by selecting
the corresponding number.
Note: Only Barcodes

1 and 2 can be
customized.

The display returnsto
the Operator ID Barcode
screen.

USS or OPCC wiill
appear after the format,
if selected.

The display shows the
Alphanumeric, Full ASCII
screen.

The display returnsto
the Operator 1D Barcode
screen.

C will appear after the
format if Check Digitis
selected.

F will appear if Full
ASCII is sdlected.
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What You See

What You Do Comments

on the Display

Operator ID
B arcode
1-IZ2ofSuss
Z2Code 39¢
X-Code 128
4-Codabar
SCade 93

Operator IO
Barcode
Truncate Digits
(o i

Fir=st

Last

All Tests
Operator 10
115 dran
. ts
a.nﬂ-
1-Hext
2<Change

16. To access the Truncate The display shows the
Digits screen, press6  Operator 1D Barcode
and continue forward ~ Truncate Digits screen.
to step 17.

The monitor can be set to
for no truncation of ignore a specific number
leading or trailing of leading and/or trailing
digits; otherwise enter  barcode digits.

the number of leading  The display returns to the

apd_ trailing barcode | Tests, Operator ID
digits to truncate screen.

(ignore).

17. Press Enter twice

18. The administrator will
select one of the
following options:

Press 1 — Next, return to

the Test Setup menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.



Review/Change Test Setup for Patient Test:
The options set with this menu will apply to all Patient Tests.

The Patient ID option uses a patient identification number to perform
tests. Patient ID uses the following options:
» Disable, Require or make Optional the entry of a Patient ID.
* Require aminimum and maximum number of digits for the length
of the Patient ID.
* Allow any combination of five common barcode formats used in
the facility.
12 of 5 (with or without check digit)
Code 39 (with or without check digit, alphanumeric or
ASCII format)
Code 128
Codabar
Code 93
* Truncate (ignore) leading and/or trailing barcode digits.

Comment Code option alows the following to be selected:
* Disable the prompt for a Comment Code.
» Prompt for a Comment Code with the option of not requiring it.
* Require a Comment Code for every test result out-of-range and/or
in-range of the action range. (See Test Type setup options).

The Memory Full option will notify the operator that the patient test
memory has reached its limit (4000 tests that have not been uploaded).
Memory Full provides the following options:
» Lockout additional tests until the data is uploaded.
* Prompt the operator to upload data before overwriting old test
results with new ones.
» Automatically overwrite oldest test results with new ones.
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Review/Change Test Setup for Patient Test:

Refer to the beginning of the Review or Change Setup section for
step-by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

What You Do

Comments

on the Display

Change Setup
1-Test Setup
Z2-5ystem Setup
I-Sysiem Status
4-Date and Time
S-Edit Lists

Test Setup
1-All Tests
Z-Patient Test
J-Contral Test
4-Secwrity
STest Type

Fatient Test
Patient IO
Disabled

1-Hexnt
2<Change

Fatient ID

1-Disabled
Z-Optional
SRequired

1. Press 1 — Test Setup.

2. Press 2 — Patient Test.

3. The administrator will
select one of the
following options:

Press 1 — Next; skip

forward to step 14.

Press 2 — Change; to

change Patient 1D.

4. The administrator will
select one of the
following options:

Press 1 — Disabled;

(returns to the previous

screen).

Press 2 — Optional.

Press 3 — Required.

The display showsthe
Test Setup menu.

The display showsthe
Patient Test, Patient ID
Barcode screen.

The display showsthe
Petient ID options.

If Disabled is selected, the
display will not prompt
for Patient ID. If Optional
or Required is selected,
the operator can enter a
minimum and maximum
number of digits, between
1-15 digits.



What You See

on the Display

Patient ID
1-15 digits

Mimimum
Maximum

FPatient ID
arcod

] #
1-I2ofSuss
Z2Cade I9c
SCade 128
4-Codabar

3-Code 93 o}

Patient ID
Bar
I26fS

-Ho Check Digit
2-1155 Chwck Digit
J-0PCL Check Digit

FPatient ID
arcod

]
1-I2ofSuss
2Code 39¢
X-Code 128
4-Codabar

S3-Code 93 L

Patlent ID
Barcods
Code 35

1-Ho Check Digit
2-Use Check Digit

What You Do Comments

5. The administrator will ~ The display returnsto the
enter minimum and Patient Test, Patient ID
maximum numbers Barcode Menu.

between 1-15.

Key in the minimum
number of digitsfor a
Patient ID number then
press Enter.

Key in the maximum
number of digitsfor a
Patient 1D number then
press Enter.

6. The administrator may  Activated barcodes appear
customize 12 of 5 by in bold type. More than
pressing 1if I2of 5is  one Barcode format can be
bolded (enabled). Press active a onetime. Any
1 again to access the Barcode can be

Petient ID Barcode deactivated by selecting
screen. the corresponding number.
Note: Only Barcodes
1 and 2 can be customized.
7. The administrator will  The display returnsto the
select one of the Petient ID Barcode
following: screen.
1. No Check Digit USS or OPCC will
2. USS Check Digit appear after the format,
3 OPCC Check Digit | ected
8. The administrator may
customize Code 39 by
pressing 2 if Code 39 is
bolded (enabled). Press
2 again to access the
Petient |D Barcode
screen.
9. The administrator will ~ The display shows the
select one of the Alphanumeric, Full ASCII
following: screen.

1. No Check Digit
2. Use Check Digit

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Patient I0
Barcode
Code 39

1-Alphanumeric
2-Full RSCII

Fatient ID

Baroode
1-IZ2ofowss
Z2-Code F39¢
X-Cade 128
4-Codabar

SCode 93 L

Patient ID

L

Truncate Digits
(o o
Firzt
Last

Patient Test
Patient I0
Optional
1-15 its
Bar &
1-Hext
2<Change

Patient Test
Disabled

1-Hexnt
2<Change

10. Select one of the
following:

1. Alphanumeric
2. Full ASClI

11. To access the Truncate

Digits screen, press 6
and continue forward
to step 12.

12. Press Enter twice
for no truncation of
leading or trailing
digits; otherwise enter
the number of leading
and trailing barcode
digits to truncate
(ignore).

13. Press 1 — Next;
continue to the next
menu.

14. The administrator will
select one of the
following options:

Press 1 —Next, and

continue to step 17.

Press 2 — Change, to

change the In-Range

Comment Code.

The display returnsto
the Patient ID Barcode
screen.

C will appear after the
format if Check Digit is
selected.

F will appear if Full
ASCI| is selected.

The display shows the
Petient ID Barcode
Truncate Digits screen.

The monitor can be set to
ignore a specific number
of leading and/or trailing
barcode digits.

The display returnsto the
Patient Test, Patient ID
Barcode screen.

The display shows the In-
Range Comment Code
screen.

The display shows the
In-Range Comment Code
options. The Comment
Code options can be set
to Disabled, Optional or
Required for test results
that fall in the action
range.



What You See

What You Do

Comments

on the Display

Comment Code
If In-Range

1-Disabled
2-0ptional
I-Eeqguired

Patient Test
Comment Code
It InRange
Dptional

14Hesnt
2-Change

Fatient Test
Comment Code
If Qui-of-Eange

Disabled

1-Heut
2-Change

Comment Code
It Out-of-E srge

1-Disabled
2-0ptiornal
2-Reqguired

15. The administrator will
sdlect one of the
following options:

Press 1 — Disabled.

Press 2 — Optional.

Press 3 — Required.

16. Press 1 — Next;
continue to the next
menu.

17. The administrator will
select one of the
following options:
Press 1 —Next, and
continue to step 20.
Press 2 — Change, to
change the Out-of-
Range Comment
Code.

18. The administrator will
select one of the
following options:

Press 1 — Disabled.
Press 2 — Optional.
Press 3 — Required.

The display is returned to
the Patient Test Comment
Code If In-Range screen.

The display showsthe
Out-of-Range Comment
Code menu. The comment
code options can be set to
Disabled, Optiona or
Required for test results
that fall outside the action
range.

The display shows the
Out-of-Range Comment
Code options.

The display shows the
Patient Test Comment
Code If Out-of-Range
screen.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Patient Test
Comment Code
If Dut-of-Eange

Optional

1-Hext
2<Change

Fatient Test
Mermory Full
Al

Overwrite

1-Hent
2<Change

Memioey Full

1-Allowus
Overwrite

2-Promgt for
Oerurite

a Lo ckoourt

Patient Test
Mermory Full
Lockout

14Hent
2-Change

8-18

19. Press 1 — Next;
continue to the next
menu.

20. The administrator will
select one of the
following:

Press 1 — Next, and

continue to next menu.

Press 2 — Change, to

change Memory Full

option.

21. The administrator will
select one of the
following options:

Press 1 —Allow

Overwrite.

Press 2 — Prompt for

Overwrite.

Press 3 — Lockout.

22. The administrator will
select one of the
following options:

Press 1 to return to Test

Setup menu.

Press Menu to return to
the Menu Mode.

Press On/Off to turn off
the monitor.

The display shows the
Memory Full screen.

The display showsthe
Memory Full options.
Once the Patient Test
storage bank is full, the
following can be set by
the monitor: lockout
additional tests; prompt
for overwrite option; or
automatically overwrite
the oldest stored tests.

The display isreturned to
the Patient Test Memory
Full screen.



Review/Change Test Setup for Control Tests

The options associated with this menu apply to al Control Tests.

Control levels can be any combination of low, normal, and high.
At least one level must be selected.

The Results Format has the following options:
Show test results in a Numeric or Pass/Fail format.

Comment Code prompts have the following options:

* Disable the prompt for a comment code

* Prompt for acomment code with the option of not requiring it

* Reqguire acomment code for every in-range and/or out-of-range test
result.

The Memory Full option can notify the operator that the control test

memory has reached its limit (1000 tests that have not been uploaded).

Memory Full has the following options:

» Lockout additional tests until data is uploaded

* Prompt to overwrite old test results with new ones

» Automatically overwrite oldest test results with new ones.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Review/Change Test Setup for Control Tests:

Refer to the beginning of the Review or Change Setup section for step-
by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See
on the Display

Change Setup
i-Test Setup
Z-5ystem Setwp
I-Sysiem Status
4-Date amd Time
S-Edit Lists

Test Satup
1-fll Tesis
Z-Patient Test
J-Contral Test
4-Secwrity
STest Type

Control Test
Lewels
Low, High

14ent
Z-Change

Control Test
Levels

1-Low
Z2-Hormal
3-High
L B

What You Do

1. Press 1 — Test Setup.

2. Press 3 — Control Test.

3. The administrator will
select one of the
following options:

Press 1 — Next, to review

Control Test Result; skip

forward to step 6.

Press 2 — Change, to

change Control Test

Levels option.

4. The administrator will
select oneor a
combination of the
following options:

Press 1 — Low, to activate

low control.

Press 2 —Normal, to
activate normal control.

Press 3 — High, to activate

high control.
Press4 —to return to

Control Test Levels screen.

Comments

The display showsthe
Test Setup menu.

The display shows the
Control Test Levels screen.
The monitor can be set to
perform any combination
of low, normal and high
control tests.

The display shows the
Control Test Levels
options.

The activated control
level(s) arein bold type.



What You See

What You Do

Comments

on the Display

Control Test
Lewels
Low_ High

14Hent
2-Change

Control Test
Result
Humeric

1-Heut
2-Change

Eesult
1-Huemeric
2-PazaSF all

Control Test
Fezult
Pas=iF ail

1-Haut
2<Change

Control Test
Comment Cade
If In®ange
Disabled

1-Heut
2-Change

5. Press 1 — Next, to
continue to the Control
Test Result menu.

6. The administrator will
select one of the
following options:

Press 1 — Next, to review

In-Range Comment Code;

skip forward to step 9.

Press 2 — Change, to

change the result to

Numeric or Pasy/Fall.

7. The administrator will
select one of the
following options:

Press 1 — Numeric.

Press 2 — Pass/Fail.

8. Press 1 — Next.

9. The administrator will
select one of the
following options:

Press 1 — Next, to

continue to Control Test

Comment Code If Out-of-

Range menu. Skip

forward to step 12.

Press 2 — Change, to
change the In-Range
Comment Code option.

The display shows

the Control Test Result
option. The control

test results can be set
to appear as numeric
or Pasg/Falil.

The display shows the
Control Test Result menu.
Pass/Fail indicates
whether the control test
result isin-range or out-
of-range.

The display is returned
to the Control Test Result
menu.

The display shows the
Control Test Comment
Code If In-Range screen.

The display showsthe
Comment Code If In-
Range options.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Comment Code
If Ineiange

1-Disabled
2=0ptornal
2-Reqguired

Control Test
Comment Code
If InEange
Required

14Hesnt
2-Change

Control Test
iComment Code
It Out-of-Eange

Disabled

14Hesnt
2-Change

Comment Code
It Out-of-Range

1-Disahled
2-0pthonal
Z-Reqguired

Control Test
Comment Code
If Qut-of-Range

Required

1-Haut
2<Change

10. The administrator will
select one of the
following options:

Press 1 — Disabled.

Press 2 — Optiond.

Press 3 — Required.

11. Press 1 to continue to
the next option.

12. The administrator will
select one of the
following options:

Press 1 — Next, to continue

to Memory Full menu.

Skip forward to step 15.

Press 2 — Change, to

change the Comment

Code If Out-of-Range

options.

13. The administrator will
select one of the
following options:

Press 1 — Disabled.

Press 2 — Optional.

Press 3 — Required.

14. Press 1 — Next, to
continue to the
Memory Full menu.

The display returns
to the Control Test
Comment Code If In-
Range screen.

The display shows the
Control Test Comment
Code If Out-of-Range
screen.

The display showsthe
Comment Code If Out-
of-Range options.

The display returns
to the Control Test
Comment Code If
Out-of-Range screen.

The display showsthe
Control Test Memory Full
options.



What You See

What You Do

Comments

on the Display

Control Test
Mermory Full
Allone

Dverwrite

1t
2-Change

Memory Full

1-Allowus
Dverwrite
2-Prompt for
Ouerurite
e Logkourt

Control Test
Mermory Full
Al

Dverwrite

14ent
2-Change

15. The administrator will
select one of the
following options:

Press 1 — Next, return to

the Test Setup menu.

Press 2 — Change, change

the Memory Full options.

16. The administrator will
select one of the
following options:

Press 1 —Allow

Overwrite.

Press 2 — Prompt for

Overwrite.

Press 3 — Lockout.

17. The administrator will
select one of the
following options:

Press 1 — Next, return to

Test Setup menu.

Press M enu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.

Allow Overwrite will
automatically overwrite
the existing data. Prompt
for Overwrite will notify
the operator that the data
will be overwritten, giving
the operator the choiceto
overwrite the data or not.
Lockout will lockout the
operator from overwriting
any data until the data has
been uploaded.

The display is returned to
the Control Test Memory
Full screen.

IQuestions? Refer to Page 10-13 For Customer Care Information.



Review/Change Test Setup for Security

The Test Setup for Security menu enables the monitor to establish that
certain criteria be met before atest can be performed.

* Inall situations, the monitor can be set to Allow Test (allow the
operator to test), Warn (tell the operator about the situation and
still test) or Lockout (no testing can be done).

* QC Interval can require control tests to be run at certain time
intervals. For example, every 12 hours, at specified times (7 am.,
3 p.m. and 11 p.m.), or after a specified number of patient tests
(1-250).

» The Operator ID can require that the operator 1D is on the list of
qualified/certified operators to continue.

» The Strip Lot (Test Strip Lot) can require that the test strip lot
ison thelist of qualified test strip lots to continue.



Review/Change Test Setup for Security:

Refer to the beginning of the Review or Change Setup section for the
step-by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

on the Display

What You Do

Comments

Change Setup
1-Test Setup
Z-5ystem Setop
ISygtem Status
4-Date and Time
S-Edit Lists

Test Satup
1-fll Tests
Z-Patient Test
Z-Contral Test
4-Security
FTest Tupe

Security

@0 Interual
Allow Test
24 Hours

14ent
2-Change

1. Press 1 — Test Setup.

2. Press 4 — Security.

3. The administrator will
select one of the
following options:

Press 1 — Next, to
continue to Security
Operator ID Not Certified
screen and skip forward to
step 10.

Press 2 — Change, to
change the QC Interval
Controls Expired option.

The display shows the
Test Setup menu.

The display shows the
Security QC Interval
menu.

The display shows the
options for the QC
Interval Controls Expired
menu. The options are to
Allow Test, evenif the
QC interval has expired;
Warn the operator that
even though the QC
interval has expired, the
test may continue; or

L ockout the system until
the required control tests
are performed.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

BC Interial
Cantrals Expired

1-Allow Test
L

AT
Z-Lockout

GIC Interval
Security

1-Time Imterval

2-Time of Day
F-Patient Tests

FC Interial
24 Hours

Hours

Time of Day

1: &00 AM
%. 200 1-8M 2-FH

4. The administrator will
select one of the
following options:

Press 1 —Allow Test.

Press 2 —Warn.

Press 3 — Lockout.

5. The administrator will
select one of the
following options:

Press 1 — Time Interva:
continue to step 6.

Press 2 — Time of Day:
skip to step 7.
Press 3 — Patient Tests:
skip to step 8.

6. Enter aTime Interval
number between 1-99,
then press Enter. Skip
forward to step 9.

7. Enter up to 3times
of theday in
chronological order,
starting at midnight.
Press Enter to confirm
each time. Skip forward
to step 9.

The display shows

the QC Interval Security

menu. The operator can

choose between QC
intervals. The settings
are;

e Time Interval — QC
Interval based on a set
number of hours
between control tests.

* Time of Day — choose
up to three times
during the day that QC
Interval will take place.

* Number of Patient
Tests— QC Interval
based on the number
of patient tests
specified.

QC Time Interval option,

the Time of Day option,

or the Number of Patient

Tests option.

The display returnsto
the Security QC Interval
menu.

The display returnsto
the Security QC Interval
menu.



What You See

What You Do

Comments

on the Display

GC Interual
Patient Testz
(=00

Test=

Security
GIC Iriteriisl
Lockout
24 Hours

1-Haut
Z2-Change

Securit
Operator 1D
Hot Certified
Allow Test

1-Haut
2-Change

Operator ID
Mot Certified

1-Allow Test
&P
3-Lockout

Sn-u.lit'.lI

Operator 1D

Mot Certified
Lockout

14Hent
Z-Change

8. Enter number of patient
tests between 1-250,
then press Enter.

9. Press 1 to continue to
the Security Operator
ID Not Certified screen.

10. The administrator will
select one of the
following options:

Press 1 — Next, to

continue; skip forward

to step 13.

Press 2 — Change, to

change Operator ID

Security.

11. The administrator will
select one of the
following options:

Press 1 —Allow Test.

Press 2 —Warn.

Press 3 — Lockout.

12. Press 1 to continue to
the Security Strip Lot
Not on List screen.

The display returns to
the Security QC Interval
menu.

The display showsthe
Security Operator ID Not
Certified screen.

The display shows the
Operator 1D Not Certified
options.

The display is returned to
the Security Operator ID
Not Certified screen.

The display shows the
Security Strip Lot Not
on List screen.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

What You Do

Comments

on the Display

Security
strip Lot
Mot o List
Allow Test

1-Heut
2-Change

Strip Lot
Mat on Lizt

1-Allows Test
ET
3-Lockout

Security
Strip Lot
Mot on List
Lockout

1-Haut
2<Change

8-28

13. The administrator will
select one of the
following options:

Press 1 — Next, to return
to the Test Setup menu.

Press 2 — Change, to
change the Strip Lot
Not on List options.

14. The administrator will
select one of the
following options:

Press 1 —Allow Test.
Press 2 —Warn.
Press 3 — Lockout.

15. The administrator will

select one of the

following options:
Press 1 to return to the
Test Setup menu.
Press Menu to return
to the Menu Mode.

Press On/Off to turn off
the monitor.

The display shows the
Strip Lot Not on List
options.
1.Allow Test —atest strip
lot not on the test strip
lot list.
2.Warn —the test strip lot
is not on the test strip
lot list (operator may
continue with test).
3.Lockout —atest
strip lot that is not
on the test strip lot
list (operator may
not continue).

The display returns to the
Security Strip Lot Not on
List screen.



Review/Change Test Setup for Test Type

The options set with the Review/Change Test Setup for Test Type apply
to different tests that may be performed, such as glucose. Use this menu
to review or change these setups for Test Type:

Units:

Display test results in certain measurement units. The options are:
* mg/dL
* mmol/L

Sample Type:
Distinguish between different types of blood samples used for patient
tests. The options are:
* Prompt to select the blood sample type for each patient test.
* Default to Capillary or Arterial for al patient tests.
* Default to Venous for all patient tests.

Action Range:
Set the range (low and high) when action should be taken based on the
patient result obtained. The options are:

* Disable the action range.

* Enable and set the action range.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Review/Change Test Setup for Test Type:

Refer to the beginning of the Review or Change Setup section for the
step-by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Change Setup 1. Press 1 — Test Setup. The display shows
1-Test Setup the Test Setup menu.
2-5ystem Setop
I-System Status
4-Date and Tirme
S-Edit Lists

Test Setup 2. Press 5 —Test Type. The display showsthe
1-All Tests Test Setup, Test Type
2-Patient Test menu.

F-Control Test
4-Secwrity
S-Test Tupe
Test 511"':'-'P 3. Press1tocontinueto  The display shows the
Test Type Glucose Units option.  Glucose Units screen.
1-Elucose
Glucose 4. The administrator will ~ The display shows the
mm:HL select one of the Units options.
following options:
1 -Hestt Pr&s§1—N@<t,to
2Change continue to Glucose _
Sample Type menu; skip
forward to step 7.
Press 2 — Change, to
change the test

measurement units.



What You See

What You Do

Comments

on the Display

1-mgidL
2-rmimalsL

Glucose

meguidiL

1-Hent
2<Change

Glucose
Samiple Tups
Frompt

1-Hext
2<Change

Sample Tupe
1-Frompt
2-Capillary or

Art

Slenows

Glucose
Sample Tups
Capillary or
Arterial

1-Hent
2<Change

5. Choose one of the
following options:

Press 1 —mg/dL.

Press 2 — mmol/L.

6. Press 1 to continue
to the next menu.

7. The administrator will
select one of the
following options:

Press 1 — Next, to

continue to Glucose

Action Range menu; skip

forward to step 10.

Press 2 — Change, to

change Sample Type

prompt.

8. The administrator will
select one of the
following options:

Press 1 — Prompt.

Press 2 — Capillary or

Arteridl.

Press 3 —Venous.

9. Press 1 to continue to
the Glucose Action
Range menu.

The display is returned
to the Glucose Units
screen.

The display shows the
Glucose Sample Type
screen.

The display shows the
Sample Type options.

The monitor can be set to
always prompt for the
sample type or to aways
default to either Capillary
or Arterial, or Venous
blood samples.

The display is returned to
the Glucose Sample Type
screen.

The display shows the
Glucose Action Range
screen.
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What You See

What You Do

Comments

on the Display

Glucose
Aotion Range
Disabled

1-Hext
2<Change

Action Bange
1-Disabled
Z-Emabled

ction Banae

A
< 20-800 »

Low 20
Hegh &00

(2.1 mmoliL,
-33.3 mmol/L)
Precision PCx Test Strip

Action Fange
< 20-3500 »

Low 20
High 300

(1.2 mmoliL,
-27.8 mmol/L)

Glucoss
Aotion Range
Disabled

1-rfaut
2<Change

10. The administrator will
select one of the
following options:

Press 1 — Next, to return

to Test Setup Test Type.

Press 2 — Change, to

change action range.

11. The administrator will
select one of the
following options:

Press 1 — Disabled. Skip

forward to step 13.

Press 2 — Enabled.

12. Enter the low value
and press Enter.
Enter the high value

and press Enter.

Precision PCx Plus Test Strip

13. Press 1 — Next to
return to the Test
Setup Test Type
Screen.

If the action range is
disabled, the display is
returned to the Test Setup
Test Type screen. If the
action range is enabled,
the display shows the
action range.

The display showsthe
Glucose Action Range
options.

The display showsthe
Action Range screen.

When the action range

is enabled, the display
shows an Action Range
Low and High values
screen. Enter alow action
range value and a high
action range value.

The display is returned to
the Glucose Action Range
screen.

Refer to test strip
instructions for use for
Action Range.



What You See What You Do Comments

on the Display

14. The administrator will
select one of the
following options:

Press Clear to return to

Test Setup menu.

Press Menu to return to

the Menu Mode menu.

Press On/Off to turn off

the monitor.
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Review/Change Setup for System Setup

System Setup enables the look or appearance of the data shown on the
display to be customized. The monitor can be formatted to present
information in away that is more comfortable or familiar to work with.
Use this menu to review or change the setup for these features:

Language

This option presents the data in English or another language.

Beeper

This option turns the monitor beeper on or off. (The monitor beeps

to alert the operator of certain functions).

Date Format

This option presents the date in mm/dd/yy, dd/mm/yy, or yy/mm/dd

format. The user can select the punctuation that separates month,

day and year.

Time Format

This option presents time in a 12 or 24-hour clock and separates

numbers with different punctuation.

Set Password

This option allows the password to be changed.

Restore Defaults

This option restores the monitor to factory settings.



Review/Change Setup for System Setup:

Refer to the beginning of the Review or Change Setup section for the
step-by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

What You Do

Comments

on the Display

Change Setup
1-Test Setup
Z2-5ystem Setwp
S-5ystem Status
4-Date and Time
S-Edit Lists

System Setup
L shauage
Emalish

1-Heut
2<Change

Language
1-English

2-FranGais
S-Deurtzch

System Setup
Language
Emalish

1-Hfaut
2<Change
System Setup
Beeper
Enabled

1-rfaut
2<Change

1. Press 2 — System Setup.

2. The administrator will
select one of the
following:

Press 1 — Next, to

continue to System Setup

Beeper menu; skip

forward to step 5.

Press 2 — Change, to

change the language.

3. The administrator will
select the appropriate
language.

4. Press 1 — Next, to go to
System Setup Beeper.

5. The administrator will
select one of the
following options:

Press 1 — Next, to go to

System Setup Date

Format menu; skip

forward to step 8.

Press 2 — Change, to

change the beeper setting.

The display shows the
System Setup Language
menul.

The display shows the
Language setup options.

The display returnsto the
System Setup Language
menu.

The display shows the

System Setup Beeper
menul.

The display shows the
Beeper option.
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What You See

What You Do

Comments

on the Display

Beepear
1-Enabled
Z-Dizabled

System Setup
Beeper
Disabled

1-Heut
2-Change

stem Setup
ate Format
mofdylyr

14t
2<-Change

Date Format

1-mofdyfyr
2edyd r
Teyrd

Date Format
Separator

6. The administrator will
select one of the
following options:

Press 1 — Enabled.

Press 2 — Disabled.

7. Press 1 — Next.

8. The administrator will
select one of the
following options:

Press 1 — Next, to
continue to System Setup
Time Format menu. Skip
forward to step 12.

Press 2 — Change, to
change the Date Format
option.

9. The administrator will
select one of the
following options:

Press 1 — month/day/year.
Press 2 — day/month/year.
Press 3 — year/month/day.

10. The administrator will
select one of the
following options:

Press 1 —dash (/).

Press 2 — dash (-).

Press 3 — period (.).

Press 4 — none.

The display returns to
the System Setup Beeper
menu.

The display showsthe
System Setup Date
Format menu.

The display shows the
Date Format options. The
dateislisted using 2
digits for the month, day
and year. For example,
June 27, 1999 becomes
06 27 99.

The display shows the
Date Format Separator
options.

The numbers can be
separated with adash (/),
dash (-), period (.) or no
punctuation.

The display is returned to
the System Setup Date
Format menu.



What You See

on the Display

What You Do

Comments

S'nustem Setup
ate Format
dy.mo.yr

1-Heut
2-Change

stem Setup
rme Forrmat
4:537 FH

1-Heut
2-Change

Time Format

Time Format
lslp.itnr

Time Format

11. Press 1 to continue to
System Setup Time
Format menu.

12. The administrator will
select one of the
following options:

Press 1 — Next, to
continue to System Setup
Password; skip forward
to step 19.

Press 2 — Change, to
change the Time Format.

13. The administrator will
select one of the
following options:

Press1—1-12 AM/PM.
Press 2 —1-12 am/pm.

14. The administrator will
select one of the
following options:

Press 1 —colon (3).
Press 2 — period (.).
Press3 - h.
Press4 —H.
Press 5 —none.

15. If the administrator
selects one of the
following options:

Press 3 -0-23.

Press 4 — 00-23.

The display shows the
System Setup Time
Format menu.

The display shows the
Time Format options. The
four options to use are: 12
hour clock using capital
AM/PM; 12 hour clock
using lowercase am/pm; a
0-24 hour clock; and a
01-24 hour clock.

The display shows the
Time Format Separator
screen for hours. The 5
options are separators for
hours.

The display returnsto the
System Setup Time
Format screen.

The display shows the
Time Format Separator
screen for hours. The 5
options are separators for
hours.
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What You See

on the Display

Time Format
SEparator

1-:

i

= h

4- H

by ey

Time Format
L ]

Bidrye
=:r—3

stem Setup
rme Format
16h58h

14t
2<-Change

System Setup

Pazsward

14Hent
2-Change

8-38

Enter OId
Password

What You Do

16. The administrator will
select one of the
following options:

Press 1 —colon (2).

Press 2 — period (.).

Press3-— h.

Press4 —H.

Press 5 — none.

17. The administrator will
select one of the
following options:

Press1—m.

Press 2 — apostrophe ().

Press3—h.

Press 4 — none.

18. Press 1 to continue to
System Setup
Password.

19. The administrator will
select one of the
following options:

Press 1 — Next, to

continue to the System

Setup Change all settings

to Factory Defaults menu.

Skip forward to step 24.

Press 2 — Change, to
change the Password.

20. Enter the current
Password, up to 8
digits, then press
Enter.

Comments

The display showsthe

Time Format Units screen
for minutes. The 4 options
are separators for minutes.

The display returns to the
System Setup Time
Format screen.

The display showsthe
System Setup Password
screen.

The display will prompt
the operator to enter the
current Password.

The display prompts the
operator to enter a New
Password.



What You See
on the Display

Enter Hew
Password

Perifa Hew
Password

System Setup
Pazgwmard

1-Haut
2<Change

SE:tnm Setu

hange &l
settings to

Factory Defavits

1-Haut
2<Change

Confirm

1-Chanae to
Factory Defaults

2-0on't Change

SEitnm Setu

hange &l
settings to

Factory Defavits

1-Haut
2-Change

What You Do

21. Enter the New
Password, then press
Enter.

22. Re-enter New
Password; press Enter
to confirm.

23. Press 1 to continue to
System Setup Change
all settingsto Factory
Defaults menu.

24. The administrator will
select one of the
following options:

Press 1 — Next, to return

to Change Setup menu.

Press 2 — Change, to

change all settings to

Factory Defaullts.

25. The administrator will
select one of the
following options:

Press 1 — Change to

Factory Defaullts.

Press 2 — Don't Change.

26. The administrator will
select one of the
following options:

Press 1 to return to

Change Setup menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.

Comments

The display asksthe
operator to re-enter the
password to confirm the
New Password, then press
Enter.

The display returnsto the
System Setup Password
menu.

The display shows the
System Setup Change al
settings to Factory
Defaults menu.

The display shows the
Confirm options.

The display is returned to
the System Setup Change
all settingsto Factory
Defaults menu.

IQuestions? Refer to Page 10-13 For Customer Care Information.



Review/Change Setup for System Status

The Review/Change Setup menu allows the operator or administrator to
review important information about the monitor operating status. The
operator scrolls through the various screens, in the order they are listed
below, by pressing 1 — Next.

Battery Power

This option checks the amount of battery power available for a
rechargeable or disposable battery.

Temperature

This option measures the current temperature of the area where the
monitor is.

Memory

This option indicates the percentages of memory available for Patient
Test results and Control Test results.

Software Version

This option displays the software version in the monitor.
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Review/Change Setup for System Status:
Refer to the beginning of the Review or Change Setup section for step-
by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Change Setup 1. Press 3 to review The display shows the
1-Test Setup System Status. Battery Power menu. The
2-5ystem Setup black bar in the battery
3-Sustem Status image drops as the battery
4-Date and Time power drains. When the
S-Edit Lists power drains below a

certain limit, the monitor
will display awarning
message. Power can be
boosted by inserting new
alkaline batteries into the
monitor or by recharging
the MediSense
rechargeable battery pack
in the docking station.

= 2. Press1—Next, toview The display showsthe
"'!Jltl';‘ the Temperature. temperature of the area
where the monitor is.

2.9
1Hent
3. Press1—Next, toview The display showsthe
Temperature the Patient Test and amount of memory that
o e Control Test Memory  has been used to store
Used. patient test results and
148esit control test results.
(72.5°F)
Patient Test 4. Press1—Next, toview The display showsthe
mmui-% Lized the Software Version. software version screen.
Control Test
Memory Uaed
LI
1Hent
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What You See

on the Display

meiﬂense

Precision pcx

wver. 1.0
1-Mext

D0-51M

ML
69929

What You Do

5. The administrator will
select one of the
following options:

Press1 —toreturnto

Review/Change Setup

menu.

Press Menu —to return
to Menu Mode.

Press On/Off —to turn
off the monitor.

Comments



Review/Change Setup for Date and Time

The Review/Change Setup menu allows the date and time to be
reviewed or changed. Depending on the format selected for date and
time (this function is performed in Test Setup/System Setup/Date
Format and Time Format menu), the instructions that appear on the
display will vary.

The date and time formats used on the following page to illustrate how
to review/change the date and time are as follows:

Date — month, day, year.

Time-12 hours.

If another date and/or time format is selected (other than the ones

stated above), the monitor will guide the operator or administrator
through screens that are very similar to the ones that appear on the
following pages.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Review/Change Setup for Date and Time:

Refer to the beginning of the Review or Change Setup section for step-
by-step instructions to access the appropriate setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See

What You Do

Comments

on the Display

Change Setup
1-Test Setup

Z2-5ystem Setup
I-Sygsiem Status
4-Date and Time
S-Edit Lists

Time

5:15 PH

14Hent
2-Change

Set Time
=& PH

e 15

Set Time
Slé FM

13 1AM 2-FH

Timee

215 PH

14fent
2-Change
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1. Press 4 for Date and
Time.

2. The administrator will
select one of the
following options:

Press 1 — Next, to

continue to Date menu;

skip forward to step 6.

Press 2 — Change, to

change current time.

3. Enter the time in hours
and minutes then press
Enter. Include leading
zeros. 04 for 4.

4. Select either 1 —AM
or 2—PM.

5. Press 1 — Next, to

continue to Date menu.

The display shows the
Time menu.

The display shows the Set
Time option.

The display is returned to
the Set Time menu.

The display showsthe
user selected time.

The display showsthe
Date menu.



What You See

What You Do

Comments

on the Display

Date
mcdfduyr
9r1vreg

1-taut
2-Change

Set Date
S/1TraE

rmioddusyr
ariesrog

14ent
Z2-Change

6. The administrator will
select one of the
following options:

Press 1 — Next, to return

to Change Setup menu.

Press 2 — Change, to

change the date.

7. Enter the current date,
then press Enter.
Include leading zeros:
09 for 9.

8. The administrator will
select one of the
following options:

Press 1 — Next, to return

to the Review/Change

Setup menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn the
monitor off.

The display shows the Set
Date menu.

The display is returned to
the Date menu.

IQuestions? Refer to Page 10-13 For Customer Care Information.



Change Setup for Edit Lists

The Precision PCx Monitor maintains two lists for the purpose of
system security.

1. The Operator List contains the ID numbers of operators who are
authorized to perform tests. When the operator enters an Operator
ID, the monitor checks the ID against the current list stored in the
monitor. The monitor can be set to one of the following options.

Allow Test — No checking will occur.
Warn —The monitor displays a warning message but allows
the operator to continue testing.
L ockout — The monitor will not allow the operator to
continue testing.

The Change Setup for Edit Lists is used to make changes to the
Operator ID List. When aname is added to the list, an expiration date
(the date the operator's access to the monitor expires) must also be
entered. A single Operator ID or the whole list can be deleted or
changed. The Expiration Date for operators can aso be changed.

2. The Strip Lot List contains the strip lot numbers of valid test strip
lots in the current inventory. When the operator enters a test strip lot
number (via the barcode scanner or by manually entering* the 14-
digit lot number), the monitor checks the number against the current
list stored in the monitor. The monitor can be set to one of the
following options:

Allow Test — No checking will occur.
Warn —The monitor displays a warning message but allows
the operator to continue testing.
L ockout — The monitor will not allow the operator to
continue testing.

The Change Setup for Edit Lists is used to make changes to the Strip
Lot List. The Strip Lot List can have test strip lots added or deleted.
The minimum and maximum control values for the test strip lots can
be customized to meet tighter default values needed by afacility.

If you have questions, please refer to page 10-13 for Customer
Care information.

* Manua entry of strip lots with alpha-numeric barcodes is not supported.
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Change Setup for Edit Lists:

Refer to the beginning of the Change Setup section for step-by-step
instructions to access the Change Setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Change Setup 1. Press 5 — Edit Lists. The display shows the
l"“ttfﬂgl" Edit Lists options.
32 ,5"5 H:t= 5: .t::' The Operator List or the
4-Date and Time Strip Lot List can be
S-Edit Lists exkited.
Edit Lists 2. Press 1 — Operator List. The display showsthe
_ Operator 1D options and
1-dperator List the number of operators
2-Strip Lot Li on theligt. (This example

shows alist of 16).

The list can be edited by
adding, deleting or

Dperator I changing entries.

Lizt of 1& NOTE:

1:-Rdd « If thereareno IDs on
2-Delete theligt, the display
J-Change

shows List Empty. The
Delete and Change
options will not appear.
« If the list isfull, the Add
option will not appear.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Add an Operator to the Operator List:

What You See What You Do Comments

on the Display

Operator ID 1. Press 1 —Add. The display shows the
Listof 15 Scan or Enter Operator 1D
1-Rdd screen.
2-Delete
J-Change
Sean or Enter 2. Press Scan or manualy The display shows the
Operater ID enter the Operator ID ~ Operator 1D Expiration
viathe keypad and Date menu. Enter a
press Enter. certification Expiration

0 PE RHT nn Date for the operator,

using the two-digit

number format for
the date.
Operator ID 3. Enter the expiration The display is returned
1%%&2‘:‘:&3&5 date then pressEnter.  to the Operator ID List
Mo r menu.
_t__r_
Operator ID 4. The administrator will
List of 16 select one of the
i -Add following options:
-Delete
3-Change Press Clear to return to

the Edit Lists menu.

Press Menu to return to
the Menu Mode.

Press On/Off to turn off
the monitor.
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Delete One Operator on the Operator List by Entering ID:

What You See
on the Display

Dedate
Dperator ID
1-Enter ID

2-S5elect ID
S-Delete AN

Sean or Enter
Dperator ID

OPERATOR

Operator ID
2T456
Verify
Delete

1-B=Enter ID
2Delete

Deleta
Dperator ID

1-Enter ID
2-5elect ID
S-Delete Al

What You Do

1. Press 2 — Delete.

2. Press1—Enter ID.

3. Press Scan or manually
enter the Operator ID
via the keypad and
press Enter.

4. The administrator will
select one of the
following options:

Press 1 — ReEnter ID.

Return to step 3.

Press 2 — Delete.

5. The administrator will
select one of the
following options:

Press Clear to return to

the Operator ID List

Menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.

Comments

The display shows the
Delete Operator ID menu.

The display shows the
Scan or Enter Operator 1D
menu. Enter the Operator
ID.

The display prompts the
operator to verify the
delete.

The ID is deleted from the
list and the display returns
to the Delete Operator ID
menu.
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Delete One Operator on the Operator List by Selecting ID:

What You See

on the Display What You Do Comments
Operator 10 1. Press 2 — Delete. The display showsthe
List of 16 Delete Operator ID menu.
1-Rdd
2-Delete
S-Change
Delete 2. Press 2 — Select ID. The display shows the list
Dperator 1D of Operator IDs.
1-Enter ID
2-%elect ID
J-Delete Al
L] 3. The administrator will ~ The display prompts the
1 :IE‘HE select one of the operator to Verify Delete.
2-23456 X o
Eyﬁgg following options:
5 ,56'455?89 Press the number of the
E-Mare ID to be deleted.
Press 6 to see any
additional IDs, then press
the number of the ID to
be deleted or
Press 6 — Exit
Operator I0 4. The administrator will ~ The ID is deleted from the
Eﬁa do one of the following list and the display returns
Delete options: to the Delete Operator ID
Press 1 — ReEnter ID. menu.
éﬁﬁmﬂ = Return back to step 3. To delete additional 1Ds,
Press 2 — Delete. return to step 2.
Delete 5. The administrator will
Operator 1D select one of the
i Eﬂ IFI] following options:
. 1
De Press Clear to return to
=0 - the Operator ID List
menu.
Press Menu to return to
the Menu Mode.
Press On/Off to turn off
the monitor.



Delete All Operators on the Operator List:

What You See What You Do Comments

on the Display

Dperator ID 1. Press 2 — Delete. The display shows the
List of 16 Delete Operator ID men.
1-Add

2-Delete

Z-Change

Dedete 2. Press 3 — Delete All. The display prompts the
Operator 1D operator to verify the
1-Enter ID defete.
2-5elect 1D
3-Delete Al

Dperator 1D 3. The administrator will ~ The IDs are deleted from
ﬂ!rlii.: do one of the following thelist and the display
Delete options: returns to the Operator 1D

- : List menu.
1-Dor't Db Press 1 — Don't Delete.
2-Delete AN Return back to step 2.
Press 2 — Delete All.
Operator ID 4. The administrator will

List Empty select one of the

1-Add following options:

Press Clear toreturn to
the Edit Lists menu.

Press Menu to return to
the Menu Mode.

Press On/Off to turn off
the monitor.
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What You See

What You Do

Change One Operator on the Operator List by Entering ID:

Comments

on the Display

Change
Dpérator I0

1-Enter ID
2-5elect 1D

Sian or Enter
Operator ID

OPERATOR

Operatar I0
21455
O fo oo

g

Change
Dpérator I0

1-Enter ID
2-5elect 1D

1. Press 3— Change.

2. Press1—Enter ID.

3. Press Scan or manually
enter the Operator ID
viathe keypad and
press Enter.

4. Enter anew expiration
date and then press
Enter.

5. The administrator will
select one of the
following options:

Press Clear to return to

the Operator ID List

menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.

The display showsthe
Change Operator ID
menu.

The display shows the
Scan or Enter Operator ID
menu.

The display shows the
Operator 1D Expiration
Date and prompts the
operator to enter a new
expiration date.

The Operator ID
expiration date is
changed. The display
returns to the Change
Operator ID menu.



Change One Operator on the List by Selecting ID:

What You See

What You Do

Comments

on the Display

Change
Dperator ID

1-Enter ID
2-5elect 1D

Change
1-1234%
2-23456
SJ45ET
4-456TE
SS6TE9
EHore

Operator ID
23456
Qf9ra9
mnﬁd'.u'!_:ur

Change
Operator ID
1-Enter ID
Z-Select ID

1. Press 3— Change.

2. Press2 — Sdlect ID.

3. The administrator will
select one of the
following options:

Press the number of the

ID to be changed.

Press 6 — More, to view

additional IDs or

Press 6 — Exit.

4. Enter a new expiration
date for each operator
then press Enter.

5. To change another ID,
return to step 2.

6. When finished, the
operator will select
one of the following
options:

Press Clear to return to

the Operator ID menu.

Press M enu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.

The display shows the
Change Operator ID
menul.

The display shows alist
of Operator IDs.

The display lists the
Operator 1D expiration
date.

The display will prompt
for anew expiration date
to be entered.

The Operator ID
expiration date is
changed. The display
returns to the Change
Operator ID menu.

IQuestions? Refer to Page 10-13 For Customer Care Information.



Change Setup for Edit Test Strip Lot List:
Refer to the beginning of the Change Setup section for step-by-step
instructions to access the Change Setup menu.

If the monitor displays a message not indicated in these procedures,
please refer to section 10, Troubleshooting.

What You See What You Do Comments

on the Display

Change Setup 1. Press 5 — Edit Lists. The display shows the
1-Test Setup Edit Lists options.
b The Strip Lot List can be
4-Date and Time edited by adding, delgn ng
S-Edit Lists or changing atest strip

lot number.
Edit Lists 2. Press2—Strip Lot List. The display shows the
g Strip Lot List menu and
1-Operator List the number of items on

theligt. (The example
provided isalist of 3).

The list can be edited by
adding, deleting or

2-5trip Lot List

Strip Lot changing entries.

List of 3 NOTE:

1-Add * If there are no test strip
2-Delete lots on the test strip lot
I-Change lit, the display shows

List Empty. The Delete
and Change options will
not appear.

« If the list isfull, the Add
option will not appesr.



Add a Test Strip Lot to the Strip Lot List:

What You See

What You Do

Comments

on the Display

Scan or Enter

Strip Code

Strip Cod
1917352550115
1-Continue

Z2-Change Control
Eanges

Lot
Ftafre
Lo EI]E-IJ

Minimem  _37
Marimum

Lot
1? 165
Hormak 99-11%5

Minimwm  _&2
Marimum

1. Press1—Add.

2. Press Scan or manualy

enter* the test trip lot
number viathe keypad
and press Enter.

3. The administrator will
select one of the
following options:

Press 1 — Continue.

Press 2 — Change, to
change the control ranges.

4. Key in the minimum
and maximum values
for the low control,
press Enter after each
value entered.

5. Key in the minimum
and maximum values
for the normal control,
press Enter after each
value entered.

The display shows the
Scan or Enter Strip Code
screen.

The display showsthe
Strip Code option.

The operator can return to
the Strip Lot menu to add
additional test strip lots or
can continue to the next
menu to set minimum

and maximum control
solution ranges for the test
strip lot.

The display prompts the
operator to enter in the
test strip lot minimum and
maximum values for the
low control test.

The display prompts the
operator to enter in the
test strip lot minimum and
maximum values for the
normal control test.

The display prompts the
operator to enter in the
test strip lot minimum and
maximum values for the
high control test.

* Manual entry of strip lots with alpha-numeric barcodes is not supported.

IQuestions? Refer to Page 10-13 For Customer Care Information.



What You See

on the Display

What You Do

Comments

High:

211-340

Minimwm 216
Maximum

6. Key in the minimum
and maximum values
for the high control,
press Enter after each
value entered.

7. The administrator will
select one of the
following options:

Press Clear to return to

the Edit Lists menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.

The display returnsto the
Strip Lot List menu.



Delete Test Strip Lots from the Strip Lot List:

What You See

What You Do Comments

on the Display

1. Press 2 — Delete. The display shows the
Delete list where test strip

lot codes can be viewed.

2. Press the number of the
test strip lot to be
deleted.

Press 6 — Exit.

3. The administrator will ~ The display is returned to
be prompted to verify  the Delete List.
the delete.

Press 1 — ReEnter Lot.

Return to step 2.

Press 2 — Delete.

The display is returned to
the Strip Lot List menu.

4. The administrator will
select one of the
following options:

Press 2 — Delete, to

continue deleting test strip

lots.

Press Clear to return to

the Edit Lists menu.

Press Menu to return to

the Menu Mode.

Press On/Off to turn off

the monitor.
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Change Test Strip Lot on the Strip Lot List:

What You See

What You Do

Comments

on the Display

{10t 154458

2ot 191335
=lot 190915

E-Enit

Strip Lot
193185
Lo J0-60
Minimwm  _3T

Maximum

Strip Lot
193165
Hormal 9-11%5

Minimwm  _&62
Maximum

Strip Lot
19%16m
High: Z211-340

Minimuwm 216

Maximum

8-58

1. Press 3 — Change.

2. Press the number of the
test strip lot to be
changed.

3. Key in the minimum
and maximum values
for the low control,
press Enter after each
number.

4. Key in the minimum
and maximum values
for the normal control,
press Enter after each
number.

5. Key in the minimum
and maximum values
for the high control,
press Enter after each
number.

The displays shows the
change list where test
strip lot codes can be
viewed. Press the number
of the test strip lot to
change the control
solution ranges.

The display prompts the
operator to enter in the
test strip lot minimum and
maximum values for the
low control test.

The display prompts the
operator to enter in the
test strip lot minimum and
maximum values for the
normal control test.

The display prompts the
operator to enter in the
test strip lot minimum and
maximum values for the
high control test.

The display returns to the
Change Lot menu.



What You See What You Do Comments

on the Display

Change 6. The administrator will
Lot 154498
2Lt 191335 select one of the
Lot 120515 following options:
Press the number of
E-Euit another test strip lot to
continue changes.
Press 6 to Exit to the Strip
Lot List menu.
Press Menu to return to
the Menu Mode.
Press On/Off to turn off
the monitor.
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Data Upload

Once the test results have been collected during a prescribed period
of time, they will then be uploaded into the MediSense QC Manager
Data Management System. The QC Manager Data Management
System provides a smple and automated way to collect, report and
transfer data to a personal computer (PC).

Data upload isinitiated by the computer and requires no specia steps
by the operator, aslong as the monitor is connected properly and the
QC Manager Program is running. For the data upload to begin, either
the monitor must be in the optional docking station or the
communications cable must be plugged into the data port on the
monitor. Once the connection is established, communication between
the monitor and the PC will begin automatically.

The monitor can send and receive data. During data upload, the monitor
cannot be used for testing. When this occurs, the monitor will display
the following message, “ Please Wait for Data Upload”. Testing is
preempted while the monitor is sending or receiving data.

Flease Llait for
Dats Upload

The technical details of the data upload are described in the QC
Manager manual. Datais transferred in ASTM E-1381 format.

If the monitor is removed before data transmission is complete, no
data will have been uploaded. The data will be uploaded as part of
the next data transmission.

If a problem occurs with the data upload, an error message may appear
on the monitor. Error messages are shown in the Troubleshooting
section of this manual. Further troubleshooting information for any
data upload question is provided in the QC Manager manual.

Error Messages:
Please Llait for

Data Urigad Last Upload
i Incomplete,
: Redock Meter.
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Docking Station

The Precision PCx System offers an optional docking station

that provides a means for hands-free, automatic data transfer
(upload/download) between the Precision PCx Monitor and a PC
running the QC Manager application software. The QC Manager
program will allow messages to be monitored and managed from a
variety of MediSense monitors and systems that will be used
throughout the hospital. (Please refer to the QC Manager Manual for
more information).

The docking station must be connected to a power source (for battery
recharge only) via the AC adapter supplied with the docking station.
Once the monitor is placed into the docking station and a connection is
established, data will be automatically transferred. The docking station
also serves as a battery recharge station for the Precision PCx Monitor
equipped with the optional rechargeable battery pack.

Note: Use only MediSense rechargeable battery pack.

The docking station has a swivel base that allows it to sit on a desktop
or to be mounted to awall using the mounting plate supplied by
MediSense. (Instructions for installing the mounting plate are described
later in this section).




The green LED indicates that the docking station is connected to a
power supply.

The yellow LED (steady) indicates that the monitor has been properly
placed into the docking station.

The yellow LED (flashing) indicates data transfer (upload/downl oad)
isin process.

Note: Use only the AC adapter supplied by MediSense. Use of any

other adapter might cause serious damage to the docking station
and to the Precision PCx Monitor while it is in the docking station.

Connecting Cables to the Docking Station

The docking station has three ports located on the back: an AC adapter
port, data transfer port and printer port (Figure 1). When connected, the
AC adapter supplies power to the docking station for battery recharge.
The data transfer port connects the docking station to a variety of
transfer options using the RS-232 communications cable supplied by
MediSense. The printer (serial) port connects the docking station to a
printer.

FI gU re 1 AC Adapter Data Port Printer
= =
—_— =3

125077 Rev. 0

The following network connections can be established (Figures 2-4).

Figure2

1. Connect the AC adapter to a power source.

Note: For plug connected equipment where protecting earthing
is required, plug the equipment into a supply outlet that has an
earth connection.

2. Connect the RS-232 cable to the terminal server and to the docking
station data transfer port.
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3. Connect the network cable to the RJ-45 network jack and to the serial
port of the termina server.

Figure 3

1. Connect the AC adapter to a power source.

2. Connect the RS-232 cable to a seria port on a networked PC at the
nurses station and to the docking station data transfer port.

3. Connect the network cable to the RJ45 network jack and to the serial
port of the networked PC at the nurses’ station.

Figure4

1. Connect the AC adapter to a power source.

2. Connect the RS-232 to an approved external modem and to the
docking station data transfer port.

3. Connect the approved external modem to a standard tel ephone jack
using a modem connection.

Note: This connection may require a special adapter to convert the
9 pin serial cable end to a 25 pin connector.



Mounting Instructions

&D& bo o Wall Mount

Instructions:

(This operation is similar to mounting a telephone on the wall).

1. Drill the holes according to the wall mount.

2. Place the wall mount on the wall and insert the enclosed four screws.

3. Align the two holes in the dock station with the two mounting
anchors.

4. After aligning the holes, pressin and then down to secure the
docking station.
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Troubleshooting

Troubleshooting: Patient Test Results

This section describes conditions that can cause out-of-range patient
test results. Refer to the Precision PCx or Precision PCx Plus Test Strip
instructions for use for test strip specification information.

Reasons Glucose Results May Be Higher than Expected:

» Hematocrit is lower than the acceptable limit for the test strips, as
indicated on test strip instructions for use.

e Serum or plasma samples were used instead of whole blood.

* Room temperature >104°F (40°C).

* Reative humidity >90%.

» Venous blood tested in capillary or arterial mode.

Reasons Glucose Results May Be Lower than Expected:

» Hematocrit is higher than the acceptable limit for the test strips, as
indicated on test strip instructions for use.

* Room temperature < 59°F (15°C).

» Capillary or arteria blood tested in venous mode.

* Reative humidity < 10%.

» Hyperglycemic-hyperosmolar state (with or without ketosis).

» Severe dehydration, hypotension or shock.

» Water or alcohol remaining on the puncture site.

» Venous or arteria whole blood sample not tested within 30 minutes
after collection.

Troubleshooting: Out-of-Range Control Test Results

Repeat the test for that control solution to make sure that the operator

meets the conditions in this checklist:

* No air bubbles are in the control bottle’'s nozzle.

 Cadlibrate the monitor using the barcode for the test strip used.

 Enter the correct 5-digit lot number for the control solutions.

» Check storage temperatures. Solutions and test strips must be stored
between 39°F and 86°F (4°C and 30°C).

» Check that the temperature and humidity conditions in the room
where the tests are being performed are within the acceptable
operating range. Refer to the Precision PCx or Precision PCx Plus
Test Strip instructions for use.

» Check that the bottles have not been open for more than 90 days.
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» Useanew test strip for each test.

* Use only Precision PCx or Precision PCx Plus Test Strips.

If test results are out of range despite meeting the above criteria,
please repesat the test using a new box of control solutions and/or test
strips. If the results are still out of range, call Customer Care at
1-877-529-7185. Outside the United States, contact the local Abbott
L aboratories/Medi Sense office or distributor.

Troubleshooting: Out-of-Range Linearity Test Results

Repeat the test for that linearity solution to make sure that the operator
meets the conditions in this checklist:

» No air bubbles are in the linearity bottle's nozzle.

 Cadlibrate the monitor using the barcode for the test strip used.

 Enter the correct lot number for the linearity solutions.

» Check storage temperature. For solution storage temperature range,
please refer to linearity kit instructions for use. Test Strips must be
stored between 39°F and 86°F (4°C and 30°C).

» Check that the temperature and humidity conditions in the room
where the tests are being performed are within the acceptable
operating range. Refer to the Precision PCx or Precision PCx Plus
Test Strip and linearity kit instructions for use.

» Check linearity kit insert for open bottle expiration date.

» Useanew test strip for each test.

» Useonly Precision PCx or Precision PCx Plus Test Strips.

If test results are out of range despite meeting the above criteria, please

repeat the test using a new linearity kit and/or test strips. If the results

are still out of range, call Customer Care at 1-877-529-7185. Outside
the United States, contact your local Abbott L aboratories/M edi Sense
office or distributor.

Error Messages

In this section, you will find information relating to error messages
that appear on the display when errors are detected by the Precision
PCx Monitor.

For each corresponding message, an explanation is given and appropriate
responses are described. In many situations, it may be possible to proceed
with some of the functions, at least temporarily, before attending to the
problem. (For example, when the batteries are too low to permit testing, it
may be possible to review data for a short time).



If any problem persists, record the error message displayed, include
the three-digit error code (if any), and call Customer Care at
1-877-529-7185. Outside the United States, contact the local Abbott

L aboratories/M edi Sense office or distributor.

Note: Check Precision PCx display for proper performance before
every test. If at any time the display screen becomes difficult
to read, discontinue use of monitor and call Customer Care or
your local Abbott Laboratories/MediSense office or

distributor.

When You Turn on the Monitor, or During Use:
Symptom/Error

Message Explanation

The display is blank.

The monitor has little or
Nno power.

Battery power is getting
Low low. Testing will be
Battery available for alimited
Power time.

How To Respond

Verify proper battery
installation. See
Maintenance for further
information.

If the problem persists, do
one of the following:

« Install new batteries. See
Maintenance for more
information.

* Place the monitor into
the docking station to
recharge the battery
pack (if the system has
this option).

Do one of the following:

* Install new batteries. See
Maintenance for more
information.

* Place the monitor into
the docking station to
recharge the battery
pack (if the system has
this option).

Press 1 to continue.
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When You Turn on the Monitor, or During Use:

Symptom/Error
Message

Lonar
Battery
Fower

Terning
off

&

001

Error
Ann

(Error codes 311-319)

Error
Ann

(Error codes: 611-623)

Error
mnn

(Error codes: 711-739)

Explanation

Battery power istoo low
for testing. The monitor
will turn off in 10
seconds.

The monitor has a
problem that prevents
it from operating.

There may be a problem
in the stored data.

The monitor may have a
problem that preventsiit
from operating properly.

The monitor may have a
problem that prevents it
from operating properly.

How To Respond

Do one of the following:

Install new batteries. See
Maintenance for further
information.

Place the monitor into the
docking station to
recharge the battery pack
(if the system hasthis
option).

1. Turn off the monitor.
Turn it on and repeat
the function.

2. If the problem persists,
record the three-digit
error code and contact
Customer Care.

Contact Customer Care.

Contact Customer Care.

1. Turn off the monitor.
Turn it on and repeat
the function.

2. If the problem persists,
record the three-digit
error code and contact
Customer Care.



When a Test is Selected:

Symptom/Error
Message

Laiai, Higlh
Control Tests
Eequired

1-Enit

Test Hemory
Upload Bequired

1-Exit
Z4Continue

Temperature
Outside Bange
48 .5°C

Testing Disabled
1-Exit
(119.3°F)

Explanation

The QC Interval Controls
Expired option is set to
Warn or Lockout, and one
or more control tests is
past due.

(The menu item 2 —
Continue appears only if
this option is set to Warn).
If the option is set to
Lockout, each control test
shown on the screen must
be performed before the
patient tests start.

The Upload Interval
option is set to Warn or
Lockout, and the specified
interval has been
exceeded.

(The menu item 2 —
Continue appears only if
this option is set to Warn).
If the option is set to
Lockout, data must be
uploaded before testing
starts.

The room temperature
is outside the limits for
testing.

Data Review and
Review/Change Setup
functions are available.

How To Respond

Perform the control tests
indicated in the message.

Press 1 to Exit.
or

If it appears, press 2 to
continue patient testing.

1. To upload data, do one
of the following:

Place the monitor in the
docking station (if the
system has this option).

Plug the communications
cable into the data port
and connect to the laptop.
(Refer to QC Manager
Manual).

2. If the problem persists,
notify the system
administrator.

Press 1 to exit.

or

If it appears, press 2 to
continue testing.

Ensure that the room
temperature is within the
specified limits. Allow
time for the monitor to
stabilize to room
temperature. Please refer
to test strip instructions
for use for appropriate
operating temperature
range. Press 1 to exit.
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Symptom/Error
Message

Test Memory
Lintan

[E3

1-Continue

This screen appears
only when Patient
Test or Control Test
is selected.

Test Memory
Fudll

1-Exit

Z2-Continue

This screen appears
only when Patient
Test or Control Test
is selected.

Explanation

Less than 50 test data
records are available in
test memory for the
selected test type. The
Test Memory Full option
for that test typeis set to
Prompt for Overwrite or
L ockout.

The number of test
records available is
displayed. Data should
be uploaded as soon as
possible.

Test memory for the
selected test typeisfull.
The Test Memory Full
option for that test type
is set to Prompt for
Overwrite or Lockout.

(The menu item 2 —
Continue appears only

if thisoption is set to
Prompt for Overwrite.
Tests may be performed;
the oldest stored test
results of the selected type
will be overwritten with
new results).

If the option is set to
Lockout, data must be
uploaded before testing
can start. (Memory space
becomes available once
records have been
uploaded. They do not
have to be erased).

How To Respond

For data upload:

1. To upload the data, do
one of the following:

* Place the monitor in the
docking station (if the
system has this option).

* Plug the communica
tions cable into the data
port and connect to the
laptop. (Refer to QC
Manager manual).

2. If the problem persists,

notify the system
administrator.

Press 1 to continue
testing.

1. To upload the data, do
one of the following:

Place the monitor in the
docking station (if the
system has this option).

Plug the communications
cable into the data port
and connect to the laptop.
(Refer to QC Manager
manual).

2. If the problem persists,
notify the system
administrator.

Press 1 to exit to other
functions.

or

Press 2 to continue testing
and overwrite the oldest
stored results.



During Any Test:

Symptom/Error ;
Message Explanation How To Respond
Sean or Enter The barcode just scanned 1. Rescan the barcode or
Patient ID was hot read correctly. manually enter the ID
18306532444 244_  Possible reasons are: or lot number.
* The red scanner beam 2. Notify the system
I“Em.l E did not pass across al administrator. The
the bars of the code. problem may be the
« The scanner was not printing of the barcode
held between 3 and 12 or the setup.
inches from the barcode.
* The barcode was
damaged or poorly
printed.
* The barcode was not of
the type specified for
this D or lot number.
Sean or Enter The ID or lot number just 1. Verify and re-enter the
Operator ID scanned or entered is too ID or lot number using
123 long or too short, the barcode scanner.
according to format 2. Manually enter the ID
I?.,‘L'E.",.,ﬁ" defined during the setup or lot mf,/nber_
of this monitor. .
The reason may aso 3. If the problem persists,
be: Too Long notify the system
administrator.
Str? Lot The ID or lot number just 1. Verify and re-enter the
Is Ij"lzt I-?Fthe scanned or entered* is not ID or lot humber using
Strip Lot List :)S the Ilist of act:)ceptable the barcode scanner.
Sor ot numbers 2. Manually enter* the ID
éﬁ%ﬂ'—m defined for this monitor. or lot number.
3. If the problem persists,
notify the system
administrator.

* Manual entry of strip lots with a pha-numeric barcodes is not supported.
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Symptom/Error
Message

Dperater 1D
123333
I Hot an the
Dperator List

1-EeEntsr ID
2-Continue

Scan or Enter
Operator ID

ZIACETED

Invalid ID
Mot on List

Dperater 1D

12345678901 23435

Date Espired

1-EeEntsr ID
2-Continue

Scan or Enter
Operator IO

Invalid ID
Date Expired

Explanation

The Operator 1D just
entered is not on the list
of acceptable Operator
IDs defined for this
monitor.

The menu item 2 —
Continue appears and
testing is permitted
because the Security:
Operator ID Not Certified
option is set to Warn.

The Operator 1D entered
isnot on the list of

acceptable Operator IDs
defined for this monitor.

The Operator 1D entered
has expired.

2 — Continue appears and
testing is permitted
because Security Operator
ID Not Certified option is
set to Warn.

The Operator 1D or test
strip lot number scanned
or entered has expired.

How To Respond

1. Verify and re-enter the
ID using the barcode
scanner.

2. Manually enter the ID.

3. If the problem persists,
notify the system
administrator. Press 2
to continue.

Testing cannot continue
because the Security
Operator ID Not Certified
option is set to Lockout.

1. Verify and re-enter the
ID using the barcode
scanner.

2. Manually enter the ID.

3. If the problem persists,
notify the system
administrator.

Press 2 to continue with

testing, using the Operator

ID aready entered.

Testing cannot continue
because the Security
Operator ID Not Certified
Option is Set to Lockout.



Symptom/Error

Message Explanation
Scan or Enter The lot number or test
strip Lot strip code is invalid.
J45EET
Inwvalid Lot
Format
FlEZZ4SETEIOIZE.  The test result is below

SF16/38 447 P
{20me

1-Ment Patient
2-Bepeat Test

(< 1.1 mmoliL)

the measuring limit of
the system.

ml1Z23456TEI01ZS..
216,98 447 PH

>600 s

1-Mewxt Patient
ZRepeat Test
J-Fatient History

(> 33.3 mmoliL)
Precision PCx Test Strip

plZ3458TEI01ZE..
W1EIE 44T PH

u mafdL
1-Mext Patient

2-Repeat Tegt
J-Patient History

(> 27.7 mmol/L)
Precision PCx Plus Test Strip

The test strip or the test

The test result is above
the measuring limit of the
system.

l!-Z::rr : port is wet, defective,
nnn contaminated or the
et St wrong test strip was
L Serip i
3 Euit inserted.

(Error codes 211-212)

The test strip was

Eﬁ;:,".' removed from the test
111 port during testing.
1-Meiw Strip

2-Enit

How To Respond

1. Verify the lot number
or test strip code.

2. If the problem persists,
notify the system
administrator.

Press 2 — Repest Test -
verify result using
laboratory reference
instrument.

Press 2 — Repest Test -
verify result using
laboratory reference
instrument. Refer to test
strip instructions for use
for assay range of test
strips.

1. Remove the old test
strip.

2. Press 1 to continue
testing with a new test
strip.

Press 2 to exit to the Test

Menu.

Press 1 to continue testing
with a new test strip.

Press 2 to exit to the Test
Menu.
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Symptom/Error
Message

Scam or Enter
Operator ID

Laser On Time
Excesded

Assay

Error
i

1-Mew Strip

2-Enit

(Error codes 112,
114, 116-118)

Assay

ErFor
T

1-Mew Strip
2-Euit

(Error codes 113, 115)

Battery
Error
119

1-Exit

Explanation

If the Scan button is
pressed and the laser has
been on for atotal of 60
seconds in the last 15
minutes, the monitor will
beep and display Laser
on Time Exceeded.

The test was not
successful. An error was
detected during the
analysis sequence.

Thetest strip
malfunctioned or the
blood glucose levd is
beyond the measuring
capabilities of the system.

During the test, battery
power was too low for
testing.

How To Respond

Turn the monitor off and
wait 15 minutes for the
laser time to reset.

Note: Remember to
rel ease the Scan button
before trying to rescan.

1. Remove the old test
strip.

2. Insert anew test strip.
If the error occurs
again, record the three-
digit error code and
contact MediSense
Customer Care.

Press 2 to exit to the Test
Menu.

1. Remove the used test
strip.
2. Insert anew test strip.

3. Press 1 to continue
testing with a new test
strip.

4. If the error appears
again, confirm the
result by performing a
laboratory reference
test. Contact
Medi Sense Customer
Care.

Do one of the following:

« Install new batteries. See
Maintenance for more
information.

* Place the monitor in the
docking station (if the
system has this option).

Press 1 to exit.



Symptom/Error
Message

Temperalure
Error
nAn

1-Exit
(Error codes 121, 122)

Explanation

During the test, the room
temperature became
unstable or moved outside
the limits within which
the monitor can perform
atest.

When a Control Test is selected:

Unespecied Lewel
Loy expected
High entered

1-ReEnter Lot
2-Continye

This screen shows the
level of control test
the monitor expected
to run: Low, Normal,
or High, and the level
of the lot entered.

A control solution lot
number has been entered
for adifferent level of
control test from the one
that the monitor expected
to run (in the usual low to
high sequence). The user
may choose to enter a
different lot number
(usually, for the expected
level) or to run the level
of test that matches the lot
number entered.

When a Linearity Test is Selected:

Hew Pamel
O8TES43210
will replace Old
Fanel
1-EeEnter Kit Lot
2-Eeplace Fansl
1 SETE20

A new linearity kit lot
number has been entered,
different from the onein
memory. Linearity data
has not been uploaded
since the last test. (Only
one pand of datais
stored).

The kit lot number may
have been entered
incorrectly, or the user
may choose to replace
the earlier data

How To Respond

Ensure that the room
temperature is within the
specified limits. Allow the
monitor time to stabilize
to room temperature.
Please refer to the test
strip instructions for use
for appropriate operating
temperature range.

Press 1 to exit.

Press 1 to ReEnter the lot.
or

Press 2 to run the level

of test that matches the lot
number aready entered.

Press 1 to enter a different
linearity kit lot number
(typicdly, the number of
the previous kit).

or

Press 2 to proceed, using
the new kit lot number.
The existing linearity data
will be replaced by data
from the new lot.
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Symptom/Error
Message

Explanation

When a Data Review is Selected:

Control HeEtory
Ho 5tored Tesis

1-Exit

The requested type of
resultsis shown at the
top of the screen.

Fatient Hstopy

Ho Tests Match
Eequest

1-Exit

The requested type of
results is shown at the
top of the screen.

There are no stored test

results for the type of data

requested.

There are no stored test
results that match the
selected criteria

During Data Transfer:

Flease LWlait for
Data U d

Il.ll:t ﬁ:n-ﬂ
nc ete,
Hedu::'ﬂeur.

An error has occurred
during data transfer. This
screen will only appear
for three seconds.

An error has occurred
during last data transfer.
This screen will appear
when you turn on the
monitor.

How To Respond

Press 1 to return to the
Data Review Menu.

Press 1 to return to the
previous screen.

1. Remove the monitor
from the docking
station.

2. Place the monitor back

into the docking
station.

If the error appears again,
contact MediSense
Customer Care.

Place the monitor back
into the docking station.



Contacting Abbott Laboratories, MediSense Products

for Service

Abbott Laboratories, Medi Sense Products is committed to helping you
resolve any problems with the Precision PCx Point-of-Care System. For
technical assistance, please call Customer Care at 1-877-529-7185,
twenty-four (24) hours per day. Outside the United States, contact your
local office or distributor listed bel ow.

Abbott Diagnostics
Medi Sense Products
Victoria, Australia
Tel: 1-800-801-478
(In New Zealand
Tel: 0800 106 100)

Abbott Gesellschaft m.b.H.
M edi Sense Produkte
Wien, Osterreich

Tel: (01) 891 22 271

ABBOTT SA./N.V.
Diagnostics Division

Medi Sense Products
Louvain-la-Neuve, Belgium
Tel: 32104753 25

MediSense Canada
Ontario, Canada
Tel: 1 800 461 8481

Abbott Danmark A/S
M edi Sense Produkter
Gentofte, Danmark
Gratis Tel: 8081-5354

Abbott Cientifica, SA
Division MediSense
Madrid, Espafia

Tel: 900 300 119

Abbott Oy, MediSense
Espoo, Finland
Tel: 358 9 7518 418

Medi Sense France
Rungis, France
Tel: 0800 10 11 56

ABBOTT

Medi Sense Produkte
Max-Planck-Ring 2
65205 Wiesbaden
Germany

Tel: 0049 612258 1015

MediSense Kiddog g
Abbott Laboratories
AevBvvon: A. Boulaypgvng
512,174 56 AAIMOX

Tel: 01/99 85 220

MediSense, Abbott Laboratories
Ireland Ltd.

Dublin, Ireland

Tel: 1800 77 66 33

Abbott S.p.A. Divisione Diagnostici
Prodotti MediSense

Roma, Italia

Tel: 800 334 210

Dainabot
Tokyo, Japan
Tel: 81 3 3589 9580

Abbott Laboratérios-
Divisdo MediSense
Amadora, Portugal
Tel: 0800 200 891

Abbott B.V.

M edi Sense Nederland
Amersfoort, Nederland
Tel: 0 800 0228828

Abbott Norge AS
Medi Sense Products
Billingstad, Norge
Tel: 66 98 39 03
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Abbott ScandinaviaAB
Medi Sense Produkter
Solna, Sweden

Tel: 08 546 56700

ABBOTT AG

M edi Sense Products

Baar, Schweiz/Suisse/Svizzera
Tel: 041 768 44 46

Abbott Laboratories
Medi Sense Products
Maidenhead, UK

Toll free: 0500 467 466

Abbott Diagnostic Division
Johannesburg, South Africa
Tel: 0800 11 69 41

ADD Argentina

Buenos Aires, Argentina
Tel: 54 11 4382 8788
Tel: 54 11 4383 4286

ADD Brazil

S&o Paulo, Brazil
Tel: 55 11 536 7215
Tel: 0800 164550

ADD Caribe
Carolina, Puerto Rico
Tel: 1 787 257 4405
Tel: 1 787 257 4444

ADD Chile
Santiago, Chile
Tel: 562 557 2126

ADD Colombia
Sante Fé de Bogota, Colombia
Tel: 9800-910353

Abbott Laboratories
ADD/MediSense

Santo Domingo, Dominican Rep.

Tel: 809 566 7181/85

ADD Guatamaa

Cotio, Guatamala
Tel: 502 597 4109
Tel: 502 597 4141

ADD México

México, Distrito Federa
Tel: 5524 41 75

Tel: 01 800 711 2208

ADD Peru
Lima, Peru
Tel: 800 37233

ADD Puerto Rico
Barceloneta, Puerto Rico
Tel: 787 846 8412

Tel: 1 800 981 1244

ADD Uruguay
Montevideo, Uruguay
Tel: 598 2 513 3955

ADD Venezuela
Caracas, Venezuela
Tel: 800 37233

ADD Greater China
North Point, Hong Kong
Tel: 852 25668711

ADD Indonesia
Jakarta, Indonesia
Tel: 62 21 520 1007

ADD Korea
Seoul, Korea
Tel: 82 2 3429 9234

ADD Malaysia
Selangor, Malaysia
Tel: 603 519 1919

ADD Pakistan
Karachi, Pakistan
Tel: 92 21 501 5454



ADD Philippines

Metro Manila, Philippines

Tel: 63 2 637 8253
Tel: 63 2 689 0414

ADD Singapore

World Trade Center, Singapore

Tel: 65 278 8343

ADD Taiwan

Taipei, Tawan
Tel: 886 22 505 0828
ADD Thailand

Bangkok, Thailand
Tel: 66 2 252 2004

A MediSense representative will address the problem and/or instruct
you to return the monitor. Do not return the Precison PCx Monitor or
any part of the system for repair until you receive authorization from a
M edi Sense representative.

To help ensure efficient resolution of the problem, complete the
following steps before calling Medi Sense.

1. Review the troubleshooting information in this section.

2. Obtain the most recent control results and record them below.

Control Solution

Low
(If used)

Normal
(If used)

High
(If used)

Results

Expected Range

Test Strip Lot
Number

Control Solution
Lot Number

Date

3.Enter the date the problem occurred:

4. Describe the problem and the conditions when it occurred:

5. Have the Precision PCx Monitor and testing materials available

when calling.
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Returning an Instrument

The OSHA blood borne pathogen rule requires that contaminated
instruments/equi pment be decontaminated prior to shipping to
minimize the risk of exposing those persons involved in handling or
transporting this equipment.

Please perform the following steps before returning an instrument:

1. Remove all potentially contaminated accessories such as lancets,
unused test strips or control solution vials.

2. Wipe the surface of the instrument with a detergent solution to
remove any soiling.

3. Then wipe the unit with a tuberculocidal disinfectant such as 10%
chlorine bleach solution.

Limited Warranty

What is Covered by thisWarranty

Abbott Laboratories Inc. (Abbott) warrants, to the original purchaser
only, that the Precision PCx Blood Glucose Testing Monitor shall be
free from defects in material and workmanship for a period of one year
from the date of purchase. Abbott warrants that the Precision PCx
Blood Glucose Testing Monitor isfit for the purposes and indications
described in the labeling when used in accordance with the directions
for use. If the purchaser discovers within one year from the date of
purchase a defect in the material and workmanship, the purchaser must
promptly notify Abbott in writing. In no event shall such notification
be received by Abbott later than 13 months from the date of purchase.
Abbott’s sole obligation as a result of the breach of any warranty and
the purchaser's exclusive remedy for the breach of any warranty shall
be limited to, at Abbott’s option, the repair or replacement (with a

new or reconditioned unit) of the Precision PCx Blood Glucose
Testing Monitor.

What isnot Covered by thisWarranty

The warranty granted by Abbott extends only to defects in material
and workmanship discovered within one year from the date of
purchase. In addition, Abbott does not warrant (a) damage caused by
use of the Precision PCx Monitor for purposes other than those for
which it was designed, (b) any products, components, or parts not
manufactured by Abbott, including without limitation, any auxiliary
equipment or disposable accessories, or () any damage caused by
any other abuse or misuse by the purchaser.



Disclaimer of Warranty

THE FOREGOING WARRANTIESARE IN LIEU OF ALL OTHER
WARRANTIES, EXPRESSED OR IMPLIED, INCLUDING BUT
NOT LIMITED TO THE IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR
PURPOSE.

Limitation of Remedies

In no case shall Abbott Laboratories Inc. (Abbott) be liable for any
proximate, special, incidental or consequential damages based upon
breach of warranties, breach of contract, negligence, strict tort or any
other legal theory. Some states do not allow limitations on warranties,
or on remedies for breach in certain transactions. In such states, the
limits of this paragraph and the paragraph entitled Disclaimer of
Warranty may not apply.

For Warranty Service, purchaser must contact Abbott Laboratories,
Medi Sense Products by calling 1-877-529-7185, twenty-four hours
(24) aday, for assistance and/or instructions for obtaining repair or
replacement of the Precision PCx Monitor. Outside the United States,
contact your local Abbott office or distributor. For return of the
Precision PCx Monitor, Abbott will send a return authorization label
that must be affixed to the shipping carton. Cartons received without
this label will be returned at your expense.

If you are experiencing difficulties with the Precision PCx Monitor,
review the troubleshooting information in this section before calling
Abbott. Abbott will repair or replace returned monitors at its option.
A postage-paid return label will be sent to you to return the defective
Precision PCx Monitor. Abbott will cover the postage cost of shipping
the new or reconditioned replacement unit to you. If you fail to return
the defective monitor to Abbott within 30 days of shipment of the
replacement, you will be billed for the balance of the cost for a new
Precision PCx Monitor.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Maintenance of the Precision PCx Monitor

The Precision PCx Monitor requires little routine maintenance. During
testing, the sample remains outside the monitor, which significantly
reduces the possibility of contamination.

This section describes the maintenance tasks for the monitor.

— Cleaning the exterior surface of the monitor.

— Replacing the batteries.
It isagood ideato record any maintenance that is performed on the
monitor in the Six-Month Maintenance Log that is at the end of this
section. The log may be photocopied.

Cleaning the Exterior Surface

Cleaning the exterior surface of the Precison PCx Monitor is
recommended daily. The monitor needs only to be cleaned with a
water-moistened cloth or a sponge and a mild detergent. It is suggested
that the monitor be turned off whileit is being cleaned. Do not use any
solvents. Do not immerse, flood with any liquid, or autoclave the
monitor.

Battery Life

The average alkaline battery life is approximately 60 days, based on an
average of 30 tests per day (depending on barcode usage).

Please refer to the rechargeable battery pack insert for more
information.

IQuestions? Refer to Page 10-13 For Customer Care Information. @



Replacing the Batteries

Use the following procedure to install new batteries in the Precision

PCx Monitor. The Precision PCx Monitor requires two (2) AA akaline

batteries or use the rechargeable battery pack which is available from

Abbott Laboratories, MediSense Products.

1. Turn the PCx Monitor off by pressing the On/Off button on the
keypad.

2. Turn the monitor over to view the battery compartment.

3. Press the tab on the battery compartment cover and lift the cover up.

4. Remove and discard the used batteries in compliance with your local
government regulations.

5. Insert the new batteries, using the + and - symbolsin the battery
compartment to position the new batteries with the correct polarity.

6. Align the battery compartment cover with the sots on the Precision
PCx Monitor, then snap the cover into place.
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Precision PCx Test Strips

The following information regarding the Precision PCx and Precision
PCx Plus Test Strip can be found in the test strip instructions for use:
» System Operating Ranges

» Storage and Handling

Quiality Control

Limitations of the Procedure

Performance Characteristics

Precision PCx Monitor

Dimensions:

Length: 19.7 cm (7.7 in)
Width: 7.5cm (2.95in)
Thickness: 51cm (2.0in)
Weight: 280 grams (10 ounces)

Power Source: Two standard alkaline AA batteries or
optional MediSense rechargeable battery
pack.

Battery Life:

Battery performance is a combination function of how
often the meter is used and the duration time that testing
is conducted.
Alkaine Battery:
(2) cels 1.5 Volts, 2.4 Amp Hours typical
capacity
Rechargeable Battery Pack:
(2) cells 1.2 Volts, 1.1 Amp Hours
minimum capacity
Note: The MediSense Rechargeable Battery Pack can
be recharged for 500 full charge cycles. A
considerably higher battery cycle life can be
obtained if the Precision PCx monitor is placed in
the docking station at the end of each use.

Memory:
Patient Test 4000
Control Test 1000
Proficiency Test 60
Linearity Test 20 (5 levels, 4 replicates per level)
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The Precision PCx Point-of-Care System's performance has been
evaluated in clinical studies at seven independent sites. In al the
studies, the Precision PCx Monitor was calibrated and used according
to the labeling.

Environmental Specifications
Product is intended for indoor use
Monitor Operating Temperature: 32°F to 115°F (0°C to 46°C)

Monitor Storage Temperature: -11°F to 115°F (-24°C to
46°C)

Altitude: Up to 2,195 meters

Monitor Humidity: From 10% to 90% within the
range of 32°F (0°C) to 115°F
(46°C)

Mains Supply Voltage Fluctuations: +10%

Transient Over-Voltages: 1.5V

Rated Pollution Degree: 2

Other Information

There are special symbols that appear on the Precision PCx Monitor,
Precision PCx and Precision PCx Plus Test Strips, and Docking Station.
The complete list of symbols and an explanation are listed below.
Please note: Some of the symbols listed below will not appear on your
Precision PCx Monitor and Docking Station due to differencesin local
regulatory requirements.

Symbols:
o Refers to Type B Equipment, Per ENG60601-1.

X

The double arrow symbol indicates the connector to be used
-

—> for datatransfer. The double arrow symbol also appears on
the front panel of the docking station, beneath the LED
display. If the LED is steady, this indicates that the monitor is
properly placed in the docking station. If the LED isflashing
thisindicates that data transfer isin process (refer to Data
Upload, Section 9).

@@ The CSA mark means that an evaluation of samples of
Equipment has been performed by CSA to determine
compliance with specific requirements (CSA, CS22.2
No. 601.1).



Classification marking for U.S. This symbol indicates the

hazards with respect to which the product has been
classified by identifying the Particular Collateral Standards
used in evaluation UL2601-1.

A Laser Radiation. Do Not Stare Into Beam. Class 2 Laser
product. Wavelength 670 nm, Max. Output <1.0 mW. This
product meets the requirements of European Standard EN
60825-1 : 1994.

IE This symbol indicates that this product affords electrical
protection as Class || equipment as described in IEC 601-1
Part 1.

ThisWay Up

—
—

Represents the limitations of temperature for storage.

o~ |

-
(@)
|

Lot Number

Expiration Date

| I
m

CE mark applies to the Medical Device Directive
0088 93/42/EEC. The product meets the requirements of
93/42/EEC.

©
<
=
1
o

Attention: Refer to manual.

Discard after single use. Use only once.
Re-order Number

Date of Manufacture

Do not drink

RE FS P>

Legal Manufacturer under In Vitro Diagnostic Medical
| Devices Directive 98/79/EC - MediSense UK Limited.

a)
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Refer to manual

Recyclable

I

For in vitro diagnostic use only.

[STERILE | R | Method of sterility for Lancets only.
Sterilized using irradiation (Lancets only).

WARNING: Potential Biohazard. Consider all clinical
specimens, reagents, controls, etc., that contain human blood
or serum as potentialy infectious. Always wear gloves and
follow your facility’s biohazard safety policies and
procedures

B>

Power Supply
1. The Precision PCx Monitor requires two (2) AA akaline batteries or
arechargeable battery pack.

2. The docking station (optional) requires an AC adapter to be
connected from the docking station to a power supply. The docking
station also acts as a recharge station for the Medi Sense rechargeable
battery pack.

3. The complete electrical ratings for the AC adapters are as follows:

Reorder No. 98207-01
120 VAC operation
Globetek Model WD 1 C2000LCP-A
Input = 120 VAC, 60 Hz, 35W
Output = 7.5VDC, 2A

Reorder N0.98212-01
240 VAC Operation
Jerome Industries Corp. Moddl ILDK - 7
Input = 230 VAC, 50 Hz .1A
Output = 7.8VDC, 1.2A



Signal Output and Signal Input Parts
The following is recommended by UL for the “Intended signa input and
signd output connections complying with this requirement.” (UL 2601.1)

The use of ACCESSORY equipment not complying with the equivalent
safety requirements of this equipment may lead to areduced level of
safety of the resulting system. Consideration relating to the choice shall
include;

e Use of the accessory inthe PATIENT VICINITY.

» Evidence that the safety certification of the ACCESSORY has been
performed in accordance to the appropriate IEC 601-1 and/or IEC
601-1-1 harmonized national standard.

Patient Vicinity (UL 2601.1)

In areas in which patients are normally cared for, the patient vicinity is
the space with surfaces likely to be contacted by the patient or an
attendant who can touch the patient. This encloses a space within the
room 1.83 m (6 feet) beyond the perimeter of the bed (examination
table, dental chair, treatment booth, and the like) in its intended
location, and extending vertically 2.29, (7 1/2 feet) above the floor.

Equipment
Equipment shall be classified by marking and/or identification as
described:

1. Precision PCx Monitor — Class | (EQUIPMENT energized from an
external electrical power source).

2. Docking Station — Class 1| (EQUIPMENT energized from an
external electrical power source).

3. Rechargeable battery pack — Type B (degree of protection against
electric shock).

P/N 125-484
Rev.0 3/03
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