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INTENDED USE

The i-STAT 1 Analyzer is intended for use in the in vitro quantification of various analytes in whole
blood or plasma in point of care or clinical laboratory settings.

SCOPE

This User Guide provides instructions for use for the i-STAT 1 Analyzer.

Analyzers and cartridges should be used by healthcare professionals trained and certified to use the
system and should be used according to the facility’s policies and procedures.

i-STAT 1 software expires periodically. Refer to the ANALYZER SETUP section of this guide for steps to
check the software status.

To access our APOC website for additional information regarding software updates, use of the
i-STAT 1 Analyzer and i-STAT test cartridges, see SUPPORT in the TROUBLESHOOTING AND SUPPORT
section of this guide.

Images and illustrations provided in this user guide are for representational purposes only.

Not all products are available in all markets. Contact your local Abbott Point of Care representative
for information on available products.

To obtain additional product information and technical support, refer to the Abbott company
website at www.globalpointofcare.abbott.

For a patient/user/third party in the European Union and in countries with identical regulatory
regime (Regulation 2017/746/EU on In vitro Diagnostic Medical Devices); if, during the use of this
device or as a result of its use, a serious incident has occurred, please report it to the manufacturer
and/or its authorized representative and to your national authority.
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SECTION 1

Before using the analyzer install batteries, check or change the date and time, check or update
customization, check or update software, set language, set unit set, set date format and set decimal
separator. For details on additional options for customization and available features, see SUPPORT
in the TROUBLESHOOTING AND SUPPORT section of this guide.

ANALYZER POWER OPTIONS

The analyzer requires two Ultralife 9-Volt lithium batteries. The analyzer may also be powered by an
i-STAT 1 9-Volt NiMH Rechargeable Battery; see additional information in this section.

DISPOSABLE BATTERIES

The analyzer is shipped with a battery carrier for use with two disposable Ultralife
9-Volt lithium batteries (APOC List Number: 06F21-26). Ultralife 9-Volt lithium
batteries are manufactured by Ultralife Battery and Energy Products and sold by
Abbott Point of Care for use with the i-STAT 1 Analyzer.

Note: The Ultralife 9-volt lithium battery (APOC List Number: 06F21-26) has a safety
feature that provides protection preventing the i-STAT 1 Analyzer from overheating
due to component failure within the analyzer circuitry.

‘9VOLT LITHIUM BATTERY

ULTRALIFE®

CAUTIONS:

e Skin irritation, including caustic burns/injury, may occur following exposure to a leaking battery.
Always wear gloves when handling a leaking battery, and do not permit a leaking battery to
contact skin.

e A falling instrument may cause injury. Place the instrument on a flat and stable surface at all
times to ensure the instrument does not fall.

INSTALLING DISPOSABLE BATTERIES

1. Slide the battery compartment door off and tilt the analyzer slightly to slide out the battery
carrier.

2. Note the battery orientation symbol molded into the carrier on each side of the center wall.
Starting with one side, orient the new battery so it matches the symbol. Slide the battery into the
carrier, pushing the terminal end in first, under the plastic bar, and slide it up as far as it will go.
Then push the bottom of the battery inward. The terminals of the battery should be underneath
the protective bar on the carrier. Repeat for the second battery on the other side of the carrier.

3. Note the orientation of the battery carrier illustrated on the label on the carrier. The label faces
up, and the electrical contact end of the carrier goes into the analyzer first. Insert the carrier into
the analyzer as shown on the label. If the carrier is inserted incorrectly, the battery door will not
close.

4. Slide the battery compartment door back into place.

REMOVING AND REPLACING DISPOSABLE BATTERIES

NOTE: Wait until any test in progress is completed, and turn off the analyzer before replacing the
batteries or the most recent set of results may be lost. Stored results will not be lost when replacing
the batteries.

1. Slide the battery compartment door off.

2. Tilt the analyzer slightly to slide out the battery carrier which contains the two Ultralife 9-Volt
Lithium batteries.

3. Remove the old batteries from the carrier. Pull each battery out to the side and then lift back and
out.

4. Install the replacement batteries as per Steps 2, 3 and 4 in the procedure for INSTALLING
DISPOSABLE BATTERIES above.
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SECTION 1
i-STAT 1 9-VOLT NiMH RECHARGEABLE BATTERY (OPTIONAL)

If an i-STAT 1 9-Volt NiMH rechargeable battery is to be used, the Ultralife
9-Volt Lithium disposable batteries can be used while the i-STAT 1 9-Volt NiMH
rechargeable battery is charging in the i-STAT 1 Downloader/Recharger.

When using a rechargeable battery, store the disposable battery carrier for possible
future use.
CAUTIONS:

e If you are using the i-STAT 1 9-Volt NiMH rechargeable battery, use only the i-STAT 1 9-Volt
NiMH rechargeable battery and i-STAT 1 Downloader/Recharger supplied by your i-STAT
distributor. Other batteries and rechargers may affect test results and pose other hazards to
operators and patients.

e Skin irritation, including caustic burns/injury, may occur following exposure to a leaking battery.
Always wear gloves when handling a leaking battery, and do not permit a leaking battery to
contact skin.

¢ A falling instrument may cause injury. Place the instrument on a flat and stable surface at all
times to ensure the instrument does not fall.

¢ Do not short circuit, incinerate or mutilate the rechargeable batteries.

INSTALLING THE i-STAT 1 9-VOLT NiMH RECHARGEABLE BATTERY

1. Slide the battery compartment door off and tilt the analyzer slightly to slide out the disposable
battery carrier. Store the disposable battery carrier for possible future use.

2. The i-STAT 1 9-Volt NiMH Rechargeable Battery has two labels: one for orientation in the analyzer
and one for orientation in the Downloader/Recharger. With the label with the analyzer facing
up, and the electrical contact end of the pack facing the analyzer, insert the i-STAT 1 9-Volt
Rechargeable Battery into the analyzer as shown on the label. If the i-STAT 1 9-Volt Rechargeable
Battery is inserted incorrectly, the battery door will not close.

3. Slide the battery compartment door back into place.
4. Proceed below to CHARGING USING THE ANALYZER.
CHARGING THE i-STAT 1 9-VOLT NiMH RECHARGEABLE BATTERY

The i-STAT 1 Downloader/Recharger must be used to charge or recharge the i-STAT 1 9-Volt NiMH
Rechargeable Battery. Charge rechargeable battery fully before use. Full recharge from a discharged
state takes approximately 40 hours. See the i-STAT 1 DOWNLOADER/RECHARGER SETUP section in
this guide for information on indicator LED’s related to charging.

CHARGING USING THE ANALYZER

Placing an analyzer that has an i-STAT 1 9-Volt NiMH rechargeable battery installed into an
i-STAT 1 Downloader/Recharger will automatically initiate charging or recharging of the
i-STAT 1 9-Volt NiMH Rechargeable Battery.

CHARGING USING THE i-STAT 1 DOWNLOADER/RECHARGER RECHARGING COMPARTMENT
Placing an i-STAT 1 9-Volt NiMH Rechargeable Battery into the recharging compartment will
automatically initiate trickle charging or recharging of the i-STAT 1 9-Volt NiMH Rechargeable
Battery, if needed.

REPLACING THE i-STAT 1 9-VOLT NiMH RECHARGEABLE BATTERY

NOTE: Wait until any test in progress is completed, and turn off the analyzer before replacing the
rechargeable battery or the most recent set of results may be lost. Stored results will not be lost
when replacing the batteries.

1. Slide the battery compartment door off.

2. Tilt the analyzer slightly to slide out the i-STAT 1 9-Volt Rechargeable Battery.

3. Install the replacement i-STAT 1 9-Volt Rechargeable Battery per Steps 2, 3 and 4 in the
procedure for INSTALLING THE i-STAT 1 9-VOLT NiMH RECHARGEABLE BATTERY above.
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SECTION 1
ANALYZER STATUS

The Analyzer Status screen contains information about the condition or “status” of the analyzer.
Fresh readings are made whenever this option is selected.

Analyzer Status

Temp: 23.9C
Pressure: 760mmHg
Battery: 8.20V
Uses: 118

Serial: 300102-A
CLEW: A82

Release: JAMS1
Version: JAMS108
Custom: Defaultl

Stored Records<&

Total: 116
Unsent: 22

1. (Temp): Room temperature
2. (Pressure): Barometric pressure
3. (Battery): Battery voltage
4. (Uses): Total number of cartridge and simulator test cycles
(whether or not results reported).
5. (Serial): Serial number of the analyzer.
6. (CLEW): Version of standardization data installed in the analyzer.
7. (Release): The current release version of application software installed in the analyzer.
8. (Version): The full version of application software installed in the analyzer.
9. (Custom): Customization profile name.

10. (Stored Records):

e (Total): The number of test records in the analyzer’s memory. The maximum storage
capacity is 1,000 test records, which include records with results and Quality Check Codes
for patients and controls both liquid and electronic.

e (Unsent): The number of test records that have not been transmitted to i-STAT/DE.
Transmission to i-STAT/DE is optional and requires network connectivity with Data
Management software. For more information on i-STAT/DE and Connectivity Options, see
SUPPORT in the TROUBLESHOOTING AND SUPPORT section of this guide.

CAUTION:

Analyzers that have been repaired and returned or replaced will have the factory settings.

e These analyzers must be customized, if applicable, before being put into use. See information
in this section for setting Language, Date Format, Units and Ranges, and Decimal Separator.
For additional customization options, see SUPPORT in the TROUBLESHOOTING AND SUPPORT
section of this guide.

e These analyzers will also have the current standard CLEW and application software (JAMS). If
a different version of CLEW or application software is in use, it must be downloaded to these
analyzers. For more details on performing the Software Update to download the CLEW and
application software to the analyzer, see HOW TO PERFORM A SOFTWARE UPDATE section in this

guide.
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SECTION 1
CHECKING THE BATTERY VOLTAGE

1. Press @ to turn on the analyzer.

2. Press @ (Administration Menu) Analyzer Status
Temp: 23.9C

P :
3. Press o (Analyzer Status) BeroemTe ;658"‘;"“9
Uses: 118

4. Voltage is noted in (Battery). Serial: 300102-A

CLEW: A82

Release: JAMS1
Version: JAMS108

CHECKING THE SOFTWARE VERSION Custom: Defaultl

Stored Records

1. Press to turn on the analyzer. Total: 116
Unsent: 22

2. Press @ (Administration Menu)

3. Press o (Analyzer Status)

4. Software version is noted in (CLEW) and (Version (JAMS)).

CHECKING THE CUSTOMIZATION PROFILE

1. Press @ to turn on the analyzer.
2. Press @ (Administration Menu)

3. Press o (Analyzer Status)

4. Customization Profile is noted in (Custom).

ANALYZER DATE AND TIME

Check the Analyzer date and time prior to use. Power on the analyzer and check that the date and
time at the top of the display are correct. To change, see procedure below.

CHANGE DATE/TIME 13:26 18JUN13
A

1. Press to turn on the analyzer. dministration Menu
- Analyzer Status

- Data Review

- Quality Tests

1
2. Press @ (Administration Menu) §
4 - Customization
5
6
7

3. Press o (Set Clock)

4. Press @ (Password)

- Set Clock
-Transmit Data
- Utility

Enter Current

. . Time And Date
Note: Abbott Point of Care recommends setting a password to protect L
access to the Set Clock, the Change Function in customization, and Utility N 13:36
under the Administration Menu. For more details, see SUPPORT in the 06/18/13
TROUBLESHOOTING AND SUPPORT section of this guide. mm/dd/yy
5. Use <= = arrow key, to move the cursor to the digit to be changed.

ENTER - Set And Exit

6. Press o o number key, to change the digit. e ance)
7. Press @ (Set and Exit) el

@ (Cancel)
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SECTION 1
ANALYZER LANGUAGE OPTIONS AND DATE FORMAT

The analyzer may be set with the following languages for text: English, Japanese, German, Italian,
Dutch, Spanish, French, Swedish, Portuguese, Danish, and Finnish. There are two options available
for date format: mm/dd/yy or dd/mm/yy.

SET LANGUAGE
1. Press @ to turn on the analyzer.

16:11 100CT19

Adminstration Menu

2. Press @ (Administration Menu)

1-Analyzer Status
2-Data Review
3-Quality Tests
4-Customization

3. Press o (Customization)

4. Press o (Change)
5. Press @ (Password)

Note: Abbott Point of Care recommends setting a password. For more
details, see SUPPORT in the TROUBLESHOOTING AND SUPPORRT section of
this guide.

6. Press o (Analyzer)
7. Press e (Language)

8. Use <= = arrow Key to move to the next screen, if needed.

9. Press o o number Key to select langauge.

10. Press 9 (Date Format) and select the corresponding number key to set the format.

Customization
00000000

1-View
2-Change

Change
Customization

1-Analyzer
2-1D Entry
3-Patient Tests
4-QC Tests
5-Results
6-Password
7-Restore Factory
Settings

11. After all items have been set, turn the analyzer off to save and activate the settings.

DECIMAL SEPARATOR

Customizes the analyzer keypad “” key to enter a decimal point or a comma separator.
To change the decimal separator, follow the steps below:
1. Press @ to turn on the analyzer.

10:11 100CT19

Adminstration Menu

2. Press @ (Administration Menu)

1-Analyzer Status
2-Data Review

3. Press o (Customization) s-auiity Tests ometizatn

5-Set Clock 00000000
6-Transmit Data

4. Press e (Change) sy Flhames

5. Press @ (Password)

Note: Abbott Point of Care recommends setting a password.
For more details, see SUPPORT in the TROUBLESHOOTING AND SUPPORT ity Lo

3-Patient Tests

section of this guide. 4-0C Tests

5-Results
6. Press e (Results) &-Passuong

Results
. Customization
7. Press e (Options) AL cC

(.)Period

Change
Customization

Test Selection
BIERS

8. Press o (Decimal Separator)

BEEEs
k3 EDTA

9. Select corresponding number key to set the format.
5 | ACT-C

PREWRM

10. After all items have been set, turn the analyzer off to save and activate the
settings.
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SECTION 1

UNITS AND RANGES

New analyzers, repaired analyzers, or replacement analyzers will have
standard unit sets installed and all analytes enabled. To disable or set a

different unit of measurement for a particular analyte, follow these steps:

1. Press @ to turn on the analyzer.

2. Press @
3. Press o
4. Press o
5. Press @

(Administration Menu)
(Customization)
(Change)

(Password)

Note: Abbott Point of Care recommends setting a password.
For more details, see SUPPORT in the TROUBLESHOOTING AND
SUPPORT section of this guide.

6. Press e (Results)

7. Press o (Units and Ranges)

8. Press the number key corresponding to the analyte you wish to disable

or change units for.

9. Press o
Press o

10. When changing units, press the number key corresponding to the units

(Disabled), to disable the analyte OR

(Enabled) to change the units.

in which you would like the analyte reported.

11. After all items have been set, turn the analyzer off to save and activate

the settings.

Note: When an analyte is disabled, units and ranges will not be displayed on

the Results Units and Ranges screen.

Art:714254-01X

Change
Customization

Defaultd
1 - Analyzer

21D Entry

3 - Patient Tests
4 - QCTests

5 - Results

Change
Customization
Results
" 1. Units and ranges
2. Options
—_—
Results
Units and Ranges

T roart.
Ref 58/109
[2JK mumeun

Change
Customization -
cl

1. Disabled
2. Enabled

Change
Customization

Results
Units and Ranges.

Glu mgoL

Dsp 26/700

Crea mgidL
Dsp 6.2/26.0

pH
Disabled
Pco2
Disabled
P02
Disabled

<= Page =
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SECTION 2

SYSTEM COMPONENTS

1.

7.

i-STAT 1 Analyzer: Used to perform cartridge testing, review test results, and conduct

quality control (QC) testing. Optional ability to transmit results with network connectivity
configuration via the i-STAT 1 Downloader/Recharger.

i-STAT 1 Downloader/Recharger (DRC-300): Used to perform analyzer software updates. Can
recharge the i-STAT 1 9-Volt NiMH Rechargeable Battery installed in the analyzer or in the
recharging compartment of the DRC-300. Optional ability to transmit results with network
connectivity configuration.

i-STAT Cartridges: Contains sensors and reagents for testing patient samples and quality
control fluids.

Disposable Batteries and the i-STAT 1 Battery Carrier: The analyzer requires two Ultralife
9-Volt lithium batteries as its main power source for use with the i-STAT 1 Battery Carrier.

i-STAT 1 9-Volt NiMH Rechargeable Battery (Optional): provides alternate power source that
can be charged using the i-STAT 1 Downloader/Recharger.

i-STAT Electronic Simulator: A quality control device for the analyzer’s cartridge signal-reading
function.

i-STAT 1 Printer: Portable printer used to print records from the analyzer.

NOTE REGARDING SYSTEM RELIABILITY

The i-STAT System automatically runs a comprehensive set of quality checks of analyzer and
cartridge performance each time a sample is tested. This internal quality system will suppress
results if the analyzer or cartridge does not meet certain internal specifications (see Theory section
in the i-STAT 1 System Manual for detailed information). To minimize the probability of delivering a
result with medically significant error, the internal specifications are very stringent. It is typical for
the system to suppress a very small percentage of results in normal operation given the stringency
of these specifications. If, however, the analyzer or cartridges have been compromised, results may
be persistently suppressed, and one or the other must be replaced to restore normal operating
conditions. Where unavailability of results while awaiting replacement of analyzers or cartridges
is unacceptable, Abbott Point of Care Inc. recommends maintaining both a backup

i-STAT 1 Analyzer and cartridges from an alternate lot number.

Rev. Date: 20-MAR-2024 Art:714254-01X 9



ANATOMY OF THE ANALYZER

Display Screen
/\/\ Keypad
i-STAT —
FSTATT

[

000000
@& EEeE
IR N NI

|

Battery __|
Compartment Door

Laser Barcode Scan
Window

Infrared Communication
Window

)

Cartridge Port

SECTION 3

Key

Description & Function

SCAN

Activates the barcode scanner. Information that
can be entered into the analyzer via the scanner
includes: Operator ID, Patient ID , control, and
cartridge lot number.

Arrow Keys. Used to move the cursor on the
Set Clock Screen and to move up and down the
alphabet when the ABC key is pressed.

The right arrow key is used as a page key to
move from one screen to the next.

The left arrow key is used to backspace and clear
keypad entries, and to move backward through
the screens menu.

ABC

ABC Key. Used to enter alpha characters on data
entry screens. When the ABC key is pressed the
letter A is entered. The arrow keys are used to
move up and down the alphabet.

Numbered Key. Used to enter a number or digits
on data entry screen and to select menu options
and stored records.

Period Key. Enters a decimal point or a
comma separator according to the analyzer
customization.

The back-light for the display is turned on and
off by pressing the 0 key for one second. The
back-light will automatically turn off after ninety
seconds and when the analyzer powers down or
is turned off. The back-light cannot be turned on
while data entry screens are displayed.

Enter Key. Used to respond to a prompt to
complete an action,such as entering an operator
or patient ID via the keypad.

MENU | Used to return to the previous menu and switch
between the Test and Administration Menus.
ﬁ Print Key. Used to print either directly to
] the i-STAT 1 Printer or to the i-STAT 1 Printer

attached to the i-STAT 1 Downloader/Recharger.

On/Off Key. Turns the analyzer on or off. When
the analyzer is on, the On/Off key must be
pressed for a second to turn the analyzer off.
This key is inactive when a test is in progress and
when the analyzer is prompting for mandatory
data.
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SECTION 4
PROMPTS

Either before or during the testing cycle, the analyzer will display prompts that require operator action
or keypad entry, such as “Enter Operator ID.” Prompts for the following information are mandatory:
. Operator ID
3 Patient ID
3 Lot Numbers for Quality Tests
. Cartridge Lot Number

Scan or Enter
Operator ID

Scan or Enter
Patient ID

Scan or Enter Scan or Enter
Cartridge Control
Lot Number Lot Number

ATTENTION:

The “Cartridge Locked” or “Simulator Locked” Pt: 1234 1D:064171

prompt is always displayed when a cartridge or — ELECTRONIC

Electronic Simulator is inserted into the analyzer. Cartridge SNURATOR
Please Wait

Any attempt to remove a cartridge or Electronic RIS

Simulator before this prompt is removed from the Results

Cartridge Locked Simulator Locked
screen may cause damage to the analyzer. it téer o

STARTUP MESSAGES

When the On/Off key is pressed the analyzer may display one or more startup messages. A startup
warning message indicates an action that should be taken in the near future to maintain the
analyzer in working condition.

ALERT MESSAGES
An Alert message may occur during cartridge testing.

e “Lot Expired” is an example of an alert that will appear when a cartridge barcode is scanned
from an expired lot.

QUALITY CHECK MESSAGES

If the analyzer detects a problem during power on, a Quality Check message will be displayed
indicating the action that must be taken before testing can begin.

e “Upload Required, Testing Disabled” is an example of a startup lockout

message,
Codetf 31
o “Battery Low ” is an example of a startup warning message, and 175a SNz
. . . Position
e “Unable to Position Sample” is an example of a quality check failure sample

during the testing cycle. P\ -
Cartridge
A Quality Check message will also be displayed and testing halted if the

analyzer detects a problem during the test cycle.

1 - Test Options

Startup, Alert, and Quality Check messages are described in the Troubleshooting and Support
section of this user guide.
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SECTION 5
MANUFACTURER’S QUALITY SYSTEM INSTRUCTIONS

The Manufacturer’s Quality System Instructions (MQSI) represent information necessary to ensure
quality results (accurate, precise, and reliable) based upon the specific characteristics of the i STAT
System.

Three key technological characteristics of the i-STAT System underlie the MQSI:
1. The unit-use cartridges are stable when stored properly.

2. The system has been designed so that any user influence on the analytical process is detected
and flagged.

3. The performance of the analyzer is verified by a combination of automated quality checks and
procedural controls during each test event, supplemented by electronic quality control.

PERFORM DAILY QUALITY CONTROL WITH ELECTRONIC SIMULATOR

Check each Analyzer with the Electronic Simulator, using either the internal or external simulator,
once on each day of use. To perform the test, see PROCEDURE FOR THE i-STAT ELECTRONIC
SIMULATOR in this Section of the user guide.

CHECK NEW OR REPLACEMENT ANALYZERS WITH THE ELECTRONIC SIMULATOR
Use the Electronic Simulator, internal or external, to verify the operation of a new, repaired or
replacement analyzer before use.

The internal Electronic Simulator will automatically activate the first time a new or replacement
analyzer is used and after every 24 hours of use thereafter. Optional customization settings are
available, see SUPPORT in the TROUBLESHOOTING AND SUPPORT section of this guide for more
details.

CHECK TEMPERATURE STRIP FOR A NEW SHIPMENT OF CARTRIDGES

Verify that the transit temperatures were satisfactory by reading the temperature strip included in
each shipping container.

ENSURE PROPER CARTRIDGE STORAGE

e Ensure that refrigerator storage conditions for stored cartridges are between 2—8 °C (35-46 °F).

e Ensure that cartridges are not exposed to temperatures exceeding 30 °C (86 °F).

e Ensure that cartridges are not used after the expiration date printed on the individual package
and box.

e Ensure that cartridges are not outside the refrigerator for longer than the time frame indicated
on the cartridge box.

e Ensure that a cartridge is used immediately after it is removed from its package.

e Ensure that a cartridge taken from refrigerated storage is allowed to stand in its package at room
temperature for 5 minutes before use, or that a box of cartridges stands at room temperature
for one hour before use.

ENSURE THERMAL PROBE CHECK IS PERFORMED

Ensure the thermal probe check is performed every 6 months on each analyzer. This check may
be performed in conjunction with the analyzer software updates. See HOW TO PERFORM A
SOFTWARE UPDATE section of this guide for procedure.

TRAIN STAFF

Avoidance of Pre- and Post-analytical Errors: Ensure that users are trained to avoid pre-analytical
errors such as those associated with sample collection, delays in testing, inadequate sample mixing,
and post-analytical errors (results reporting and communication).

UPDATE SOFTWARE
Perform software updates; see HOW TO PERFORM A SOFTWARE UPDATE section of this guide.
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SECTION 5
HOW TO PERFORM QUALITY CONTROL TESTING
THE ELECTRONIC SIMULATOR

The Electronic Simulator, external (i-STAT Electronic Simulator) and internal (i-STAT Cartridge), is a
quality control device for the analyzer’s cartridge signal-reading function. It simulates two levels of
electrical signals that stress the analyzer’s cartridge signal detection function both below and above
measurement ranges.

While the analyzer performs internal electronic checks and calibration during each test cycle, the
Electronic Simulator test provides an independent check on the ability of the analyzer to take
accurate and sensitive measurements of voltage, current and resistance from the cartridge. An
analyzer will pass or fail this electronic test depending on whether or not it measures these signals
within limits specified in the analyzer software.

The schedule for the Electronic Simulator can be customized. For Optional customization settings
for the electronic simulator, external and internal, see SUPPORT in the TROUBLESHOOTING AND
SUPPORT section of this guide.

PROCEDURE FOR THE i-STAT ELECTRONIC SIMULATOR

The i-STAT Electronic Simulator is a stable electronic device, which is inserted into the cartridge
port. The test cycle for the i-STAT Electronic Simulator is about 60 seconds.

When 24 hours has elapsed since the last Electronic Simulator test (internal or external), the
internal test will automatically be performed when a cartridge is inserted. If the test passes, the
analyzer proceeds with the measurement of the patient sample. If the test fails, the analyzer
displays a FAIL message. The analyzer cannot be used until the simulator test passes. The i-STAT
Electronic Simulator can be used to verify the failure.

1. Press to turn on analyzer.
L. . e . Y
2. Press (Administration Menu) 15:26 18JUNyy
Administration Menu
3. Press (Quality Tests) 1-Analyzer Status
2 - Data Review
4. Press (Simulator) S s
Quality Tests
5. Scan or Enter Operator ID and press the enter key. If ID numbers are ;:g:’or}‘ig?;ncy
not required, just press the enter key to continue. 3- Cal Ver
6. If prompted, Scan or Enter Operator ID number again and press the 4 - Simulator
Enter key. )
7. Remove the i-STAT Electronic Simulator from its box. Remove
protective cap. Take care not to touch gold contact pads.
8. Enter serial number found on label of the i-STAT Electronic Simulator.
9. Insert Electronic Simulator into analyzer with gold contact pads
facing up and forward. When inserted properly, analyzer will display ~
“Contacting Simulator”. DO NOT remove simulator until “Simulator Jr—
Locked” message is removed and the result is displayed. Sm—

10. If “PASS” is displayed, analyzer may be used. If “FAIL” is displayed, do e
not use analyzer. Record the letter or number below the result box on L ,

display and see Troubleshooting and Support section of this guide.

11. Replace the cap and return the i-STAT Electronic Simulator to its box.

1D:064171 1D:064171 1D:064171

14:52 09JUN22 14:52 09JUN22
ELECTRONIC

SIMULATOR ELECTRONIC ELECTRONIC

SIMULATOR SIMULATOR

0 120
Time To
Results

Simulator Locked 1-Test Options 1-Test Options

PASS FAIL L
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SECTION 5
LIQUID QUALITY CONTROLS

Verify the integrity of cartridges included in every shipment, upon receipt, by analyzing 2 levels
of appropriate controls (see table below) along with a representative sample of each new lot and
by comparing the results to the expected values published in the Value Assignment Sheets.* Any
analyzer that has passed the Electronic Simulator test may be used in the verification.

* This information is not a manufacturer’s system instruction. It is a suggestion to comply with
regulatory requirements that may pertain to your laboratory.

See SUPPORT in the TROUBLESHOOTING AND SUPPORT section of this guide for how to accces the
i-STAT 1 System Manual for additional information on quality control.

i-STAT Cartridges i-STAT Controls

G, Crea, G3+, CG4+ i-STAT TriControls or i-STAT controls
CHEMS8+, 6+, EC8+, EG6+, EG7+, CG8+ i-STAT TriControls

ACTk, ACTc i-STAT ACT controls

PTPlus i-STAT PT?"s Controls

PT/INR i-STAT PT/INR controls

cTnl i-STAT cTnl controls

CK-MB i-STAT CK-MB controls

BNP i-STAT BNP controls

Total B-hCG i-STAT Total B-hCG control

PROCEDURE FOR LIQUID QUALITY CONTROL

r )

1. Press to turn on analyzer. 15:26 18JUNyy

Administration Menu

2. Press (Administration Menu) 1-Analyzer Status
2 - Data Review

3 - Quality Tests

3. Press (Quality Tests)
Quality Tests
4. Press (Control) 1 - Control
2 - Proficiency

. . . 3 - Cal Ver
5. Press (i-STAT Cartridge), if prompted. A St aTer
6. Scan or enter Operator ID. Repeat if prompted. 7
7. Scan or enter control lot number.
8. Scan the lot number on the cartridge pouch or portion pack.
9. Fill a cartridge with the control and close the cover. L )

10. Insert the cartridge into the cartridge port.

11. Enter chart page information if applicable.

12. View results on analyzer’s display.

13. Remove and discard cartridge when Cartridge Locked message disappears.

14. Press for Test Options on the results page and
15. Press for Next Level if testing another level of control.

CALIBRATION VERIFICATION (OPTIONAL)

Calibration Verification is a procedure intended to verify the accuracy of results over the entire
measurement range of a test. The performance of this procedure is not a manufacturer’s system
instruction. However, it may be required by regulatory or accreditation bodies. For more details,
see SUPPORT in the TROUBLESHOOTING AND SUPPORT section of this guide.
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SECTION 6
HOW TO PERFORM PATIENT TESTING

IDENTIFYING THE i-STAT CARTRIDGE
Labeling on the box and pouch or portion pack identify:
e the cartridge name.
e the tests included in the cartridge.
e the lot number.
e the expiration date of the cartridge.

i-STAT CARTRIDGE LIMITATIONS

Interfering substances in the patient’s sample may cause an increase or decrease in a result. See
SUPPORT in the TROUBLESHOOTING AND SUPPORT section of this guide for how to access i-STAT
Cartridge and Test Information Sheets, Instructions for Use and Technical Bulletins for information
o