System Resources

This section has a wide range of information that may be useful as a reference, although only
applicable or needed in waived test settings on an occasional basis.
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Contact Information

To place an order for cartridges, supplies or equipment, contact Abbott Point of Care Inc. at
800-284-0702 — Option 2, or order through your distributor. Cartridge and controls are
shipped Monday through Thursday and delivered within 24 hours.

For Technical Support, contact Abbott Point of Care Inc. at 800-284-0702 — Option 1, by fax at
609-452-1905, or by e-mail at: techsvc@apoc.abbott.com
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Symbols

The following symbols may be found on components of the i-STAT System.

EC

TR olRdIEzEdE § W~ —~BD>P

Definition
Attention: See instructions for use.
Caution: Risk of electrical shock.
Laser radiation hazard symbol.
Biological Risks.

Temperature limitations. The upper and lower limits for storage are adjacent to upper
and lower arms.

Upper limit of temperature.
The upper limit for storage is adjacent to the upper arm

Use by or expiration date. Date shown as YYYY-MM-DD means last day product can be
used. YYYY-MM means it cannot be used past last day of month specified.

Manufacturer’s lot number or batch code. The lot number or batch will appear adjacent
to this symbol.

Catalog number, list number, or reference number. The number adjacent to this symbol
is used to reorder the product.

Serial number. The serial number will appear adjacent to this symbol.
Model number. The model number will appear adjacent to this symbol.
Manufacturer

In vitro diagnostic medical device.

Contains sufficient for < n > tests.

Consult instructions for use or see System Manual for instructions.
Control

Signifies that product bearing ETL Listed mark complies with both U.S. and Canadian
product safety standards: UL 61010A-1, CAN/CSA C22.2 No. 1010.1-92.

i/immuno: Cartridges bearing this symbol must be run on i-STAT handhelds that also
bear this symbol.

Authorized representative in European Community.
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@ Do not reuse.

:+ I Battery: Low battery icon (flashes on lower left side of display screen).

BoDxux-xx - Born On Date: the label BODxxxx-xx defines year and month of manufacture.
14 14 days room temperature storage at 18-30 °C.

Zm 2 months room temperature storage at 18-30 °C.

Specifications

— -
8  ISIAT
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Dimensions Width 7.68 cm (3.035 in)

Length 23.48 cm (9.245 in)
Depth 7.24 cm (2.85 in)

Weight 635 grams (22.4 02)

Power Two 9-volt lithium batteries

Calibration Factory: electronic, mechanical, thermal, pressure
Memory/Clock Lithium Battery

Backup Power

Display
Communication Link
Operating Temperature

Transport Temperature

Dot matrix supertwist liquid crystal
Infrared light-emitting diode (LED)
16-30 °C (61-86 °F)

-10-46 °C (14-115 °F)

Relative Humidity 90% (maximum) non-condensing

Barometric Pressure 300-850 mmHg

Laser Scanner Complies with U.S. 21 CFR 1040.10 and 1040.11 except for
deviations pursuant to laser Notice No. 50, dated June 24,
2007. EN 60825-1:2014 IEC 60825-1:2014

Barcodes The barcode scanner is used to scan bar coded
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information into the handheld. The following
barcodes are recognized.:
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e Code 128

e Codabar

e Code 93

e Code 39

e FAN 8, EAN 13



Laser Caution

Do not open the handheld. The handheld may only be opened by factory authorized service
personnel. Class 2 laser radiation when open; DO NOT stare into the laser aperture or the
laser beam, or point the laser beam at other persons.

Use of controls, adjustments or performance of procedures other than those specified herein
may result in hazardous laser radiation exposure.

Class 2 laser scanners use a low power, visible light diode. As with any bright light source,
such as the sun, the user should avoid staring directly into the laser beam. Momentary
exposure to a Class 2 laser is not known to be harmful.

The warning label is shown below. The warning label is located on the back or underside of
the handheld. The location of the laser window from where the handheld emits the laser beam

is also shown below.

N Laser Barcode Scanner
| Window

4 N\

LASER RADIATION * DO NOT STARE INTO BEAM * CLASS 2 LASER PRODUCT
LASERSTRAHLUNG * NICHT IN DEN STRAHL BLICKEN « LASERGERAT KLASSE 2
RAYONNEMENT LASER * NE PAS REGARDER LE FAISCEAU « PRODUIT LASER DE CLASSE 2
RADIACION LASER ¢ NO MIRAR EL RAYO DIRECTAMENTE » PRODUCTO LASER CLASE 2
RADIAZIONE LASER + NON GUARDARE IL RAGGIO » PRODOTTO LASER DI CLASSE 2
LASERSTRALING * NIET IN DE LASERSTRAAL KIJKEN « KLASSE 2 LASERPRODUCT
LASERSTRALNING * TITTA INTE IN I STRALEN + KLASS 2-LASERPRODUKT
RADIAGAO LASER + NAO OLHAR FIXAMENTE PARA O FEIXE * PRODUTO LASER DE CLASSE 2
AKTINOBOAIA AEIZEP « MHN KOITAZETE THN AKTINA « MPOION AEIZEP TAZHE 2
LASERSTRALING ¢ KIG IKKE IND I LASERSTRALEN « LASERPRODUKT AF KLASSE 2
LASERSATEILY * ALA KATSO SUORAAN SATEESEEN ¢ 2-LUOKAN LASERLAITE
LASERSTRALING * IKKE SE INN I STRALEN « KLASSE 2 LASERPRODUKT
L—Y—B# RRER2HBVTLEET WV IFR2 L—F—HG
Blolx] WAL B Fut2 ACHEX] ohY Al &2 2 2lolx &

650 NM
LASER DIODE / LASERDIODE / DIODE LASER / DIODO LASER / DIODO LASER /
DIODE LASER / LASERDIODE / LASERDIODE / LASERDIOD / LASERDIODI /
LASERDIODE /AIOAOX AEIZEP| L—#'— & A 4 — K | 20| clo|2=

1.0 MW

MAX OUPUT / MAX. LEISTUNG / PUISSANCE MAXIMALE / EMISSIONE MAX /
EMISION MAX / POTENCIA MAX. / MAX. UITGANGSVERMOGEN / MAKS.EFFEKT /
MAX. UTEFFEKT / ENIMMAISTEHO / MAKS.EFFEKT / MET. EZ0AOE | S A 1/ 2o &2

ComPLIES WITH 21 CFR 1040.10 AND 1040.11

EXCEPT FOR DEVIATIONS PURSUANT TO
LASER NOTICE NO. 50, DATED JUNE 24, 2007
EN 60825-1:2014
IEC 60825-1:2014

\ 715401-01 REV. F /
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Test and Administration Menus
The handheld has two menus. When the handheld is
turned on using the On/Off key, the Test Menu is displayed.

® Pressing

® Pressing will display prompts for cartridge testing.

The Administration Menu is accessed by pressing the
key when the Test Menu is displayed. Selections

are made from the main Administration Menu and
submenus by pressing the appropriate numbered keys.

References to functions can be found in sections of the
i-STAT 1 System Manual for Waived Tests as noted below.

will recall the last set of results to the screen.

13:26 25FEBYY
Test Menu
1 - Last Result
2 - i-STAT Cartridge
~

@ 13:26 25FEBYY

Administration Menu

1 - Analyzer Status
2 - Data Review

3 - Quality Tests

4 - Customization
5 - Set Clock

6 - Transmit Data
7 - Utility

-

\

Function Options Location in Manual
Analyzer Status Start-Up
Data Review 1. Patient Start-Up
2. Control ¢
3. Proficency ¢
4. Cal Ver “
5. Simulator “
6. All “
7. List “
Quality Tests 1. Control Testing Procedures section
2. Proficiency System Resources
3. Cal Ver Not applicable
4. Simulator Start-Up
Customization 1. View System Resources
2. Change ¢
1. Analyzer ¢
2. 1D Entry “
3. Patient Test “
4. QC Tests “
5. Results ¢
6. Password ¢
7. Restore Factory Settings “
Set Clock Start-Up

. Most Recent
. This Month

. Last Month
LAl

Transmit Data

Requires a data management
system. This function is not
described in this Manual.

Utility . Send Software
. Clear Memory

. Receive Software

WN =2 O
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System Resources
Not applicable



Customizing the Handheld

The handheld has a variety of settings that can be customized to make data management and
compliance with laboratory regulations easier in large hospital settings. Customization options that
may be useful to the smaller hospital or physician’s office using the i-STAT System under a CLIA
Certificate of Waiver are included below.

To view the active Customization Profile:

1.

. Use or

Press to turn on handheld.
. Press to change screen to Administration Menu.
. Press (Customization).
. Press (View).

. Select the category to view (1 - 5).

Use to return to the Customization menu.

To change the active Customization Profile:

1.

Press to turn on handheld.
. Press to change screen to Administration Menu.
. Press (Customization).
. Press (Change).
. Press (Enter password if applicable).

. Select the category to change (1 - 7).

. To change a setting, select the item by pressing the

number key corresponding to the item, then select

the setting. Use arrow keys to scroll through all items.

. Turn handheld off to save new setting(s).

a D

15:26 25FEBYY
Administration Menu
1 - Analyzer Status
2 - Data Review
3 - Quality Tests
4 - Customization

\

Customization
DefaultO
1 - View
2 — Change

to scroll the options in each category.

\

View
Customization

1 - Analyzer
2 —ID Entry
3 — Patient Tests
4 - QC Tests )
5 — Results

J

« 0

15:26 25FEBYY
Administration Menu
1 - Analyzer Status
2 - Data Review
3 - Quality Tests
4 - Customization

\

Customization
DefaultO
1 - View
2 — Change

Change h
Customization

DefaultO

1 - Analyzer

2 —ID Entry

3 — Patient Tests

4 - QC Tests

5 — Results

6 — Password

7 — Restore Factory
Settings

J
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Highlights of Customization Menu

Of interest to the

Menu ltem Highlights smaller facility

Analyzer Many of these options are Language used by the
applicable only in conjunction with handheld can be changed.
a data management system.

ID Entry Allows you to: If operator and or patient

e Specify the number of digits in
an operator and/or patient ID to
prevent operators from skipping
ID entry.

e Disable the repeat ID prompt.

e Specify the type of barcode for
operator and/or patient ID entry.

e Disable the printout of operator 1D
with results.

IDs are important to your
record keeping, specify
the minimum and maximum
number of digits required
in the ID number.

If incorrect ID entry is not
an issue, the handheld can
be customized for single
entry of operator and/or
patient IDs.

Patient Tests  Allows you to:
¢ VView the Chart Page automatically

(rather than having to press ).

e Enter comment codes with results.

QC Tests Allows you to customize certain

behaviors associated with the
internal and external Electronic
Simulator.

The default settings must

not be changed when using
the i-STAT System under a
CLIA Certificate of Waiver.

Results Allows you to:

e Change units, i.e. mmol/L to mg/dL.

e Select which test results will be
reported each time a cartridge is
inserted.

¢ Print default reference ranges along

with patient results.

Password A password up to 5 characters can

be enabled.

The password limits access
to Clockset, Customization
and Utility functions.

Restore Factory Restores default settings.

Settings
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Proficiency Testing

Proficiency Testing is not a CLIA requirement for waived tests, but may be required
by state regulations or if your laboratory is accredited by the College of American
Pathologists (CAP). Before participating in a Proficiency Testing program, request
a copy of the Technical Bulletin, “Proficiency Testing and the i-STAT System” from
i-STAT Technical Support. When enrolled in a Proficiency Testing program, the program provider
will ship from two to five samples, two to three times a year. You will test these samples and
send your results to the program provider. The program provider will grade your results and send
you a report on your results and a summary of all participant results.

\

Handheld Procedure 15:26 25FEBYY
Administration Menu
1. Press to turn on handheld. 1 - Analyzer Status
2 - Data Review
2. Press to change screen to Administration Menu. - = ey s
Quality Tests
3. Press (Quality Tests). 1 - Control
2 — Proficiency
- 3 — Cal Ver
4. Press (Proficiency). 4 — Simulator
5. Enter information requested by the prompts. )

6. Insert cartridge filled with proficiency sample when
prompted. Note: the handheld will wait only
5 minutes for the cartridge before turning off.

Deleting Results From Handheld

The Utility Function is used to delete stored results. This function can be password protected
using the Customization function.

To delete stored results:

1. Press to turn on handheld.
2. Press to change screen to Administration Menu.
3. Press Utility).
(Utiity) a Utility R
4. When prompted for Password, press the Clear Memory
Enter key or the enter the password. 1 - Previous to
£ p Clear M 01JULYYY
. Press (Clear Memory). e e
6. Select from the Clear Memory menu: ALy
1. Previous to current month and year (as shown) S -All
2. Previous to previous month and year (as shown) s e
3. All
4. Cancel - J
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Thermal Probe Check

Two thermal probes in the handheld maintain the cartridges at the correct temperature during

the testing cycle. This check should be performed every six months.

Note: If the handheld and simulator have been stored separately in areas where
the ambient temperature differs by more than 3 °C (5 °F), allow simulator and
handheld to stand in same place, out of drafts, for 30 minutes before inserting
the simulator into the handheld. Handle simulator as little as possible during this

procedure to maintain its thermal uniformity and stability.

1. Follow the procedure Checking Handheld with Electronic Simulator, located in the the Start-Up

section of this Manual.

2. When results are displayed, press the period key on the handheld to display the thermal

difference.

e |f the value is between -0.1 and +0.1,
or equal to -0.1 or +0,1, continue to
use the handheld.

e |f a FAIL message with a “t”, Quality Check Code,
“--.--”, or if the value is outside the acceptable range
of -0.1 to +0.1, repeat the procedure.

Contact Technical Support if the test fails a second time.

Art: 720660-00M, Rev. Date: 14-Mar-2024
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ELECTRONIC
SIMULATOR
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Printing Results

Results can be transmitted from the handheld to either an i-STAT Printer or a Martel Printer. The

printer can be recharged from a power adapter connected to an outlet.

i-STAT Printer Specifications

Height: 72.5 mm

Width: 136 mm

Depth: 120 mm

Weight: 500 g (Approx.)
Power

Communication Link

Paper
Switch
LED Indicator Lights

Printing method
Printing speed

Temperature Operating:
Storage:
Power Requirements:

External Power Supply Unit:

Data
Connection

Power
Indicator

Status

Indicator

IR
Window

1. 4.8V NiMH rechargeable battery pack
2. Power adapter for AC outlet

1. Infra-red
2.RJ12

5.7cm thermal
On/Off

POWER: Green/Orange/Red
STATUS: Green/Orange/Red

Thermal line printing

Up to 10 lines per second (battery) or up to
2.5 lines per second (AC Adapter)

15°Cto 40 °C
-20°Cto 50 °C

12Vdc, 1.5A max, 18W
100-240Vac, 50-60Hz

Paper Power Paper
Feed Button Release
Button Lever
/
'--w\__._%'
P

—

Power
Connection
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Power

There are three options for powering the i-STAT Printer:
¢ Using the AC adapter and power cord only,
¢ Using the Rechargeable Battery only, and
¢ Using the Rechargeable Battery with the AC adapter and power cord.

The i-STAT Printer can be turned on and off by pressing the POWER button. When the printer
is on, the POWER indicator will be illuminated:

Power OK: Green @
Battery Low: Orange @
Battery Empty: Red [ ]

If the printer is inactive for >60 seconds, it will automatically enter the power-saving mode. When
in the power-saving mode, the POWER indicator will change from a solid color light to pulsed
illumination.

The printer’s rechargeable battery needs to be recharged when the POWER indicator turns
orange. If the battery becomes exhausted, the POWER indicator will turn red and printing will
be disabled.

The printer’s battery can be recharged using the supplied AC power adapter. The socket for the
AC power adapter is located on the rear of the printer. Note: Charging only occurs when the
printer is switched off or in the power-saving mode. A full charge takes approximately 3 hours.

Symptoms Indicating that the Rechargeable Battery Requires Replacement:

1. A steady Orange or Red POWER indicator light on the printer, even after charging it for the
recommended 3 hours.

2. Loss of battery capacity, indicated by a shorter interval between charges.

Installing or Replacing the Rechargeable Battery in the i-STAT Printer:
1. Disconnect the printer from the AC adapter.

2. Turn the i-STAT Printer upside down and place it on a flat surface. Remove the battery door
by sliding it off while pressing on the grooved section. Set the door aside.

Art: 720660-00M, Rev. Date: 14-Mar-2024 11



. If replacing an existing rechargeable battery in the printer, disconnect the existing battery by
gently pulling up on the red/white/black wires until the connector releases from the three metal
pins. Once the battery is disconnected, remove it completely from the battery compartment.

. Remove the new rechargeable battery from its packaging. With the thumb and index finger of
one hand, grasp the connector at the end of the red/white/black battery wires.

. Assure proper connector alignment as shown, then slide the connector onto the three metal
connector pins.

.Once the wires are connected, place the
battery portion of the pack into the rectangular
compartment. Make sure the wires are not under the
battery or projecting out of the opening. The correct
positioning is shown below.

. Slide the battery door back onto the compartment until it closes and locks into place.

. Turn the printer over, plug it back into the AC power adapter, and charge the new battery in the
printer for a minimum of 3 hours before use.

Note: If the rechargeable battery is removed or becomes exhausted, it is still possible to
print at reduced speed using the AC power adapter.

Powering the i-STAT Printer Using the AC Adapter and Power Cord:

1. Connect the power cord to the AC adapter as shown.

2. Plug the round connector from the AC adapter into

3. Plug the power cord into a wall outlet.

the 12VDC port on the back of the i-STAT Printer.
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Paper

Printer paper may be ordered along with other supplies for the i-STAT System unit
Abbott List # 06F17-11.

The STATUS indicator will illuminate to indicate the print status:

Ready: Green @
Out of Paper: Orange @
Error: Red ®

Paper for the i-STAT Printer can be installed or replaced as follows:

1. Open the paper compartment lid by pulling the release lever as shown in the printer illustration
on page 1 and remove any remaining paper.

2. Reel off a few centimeters of paper from the new paper roll, with the leading edge of the paper
feeding forward from the bottom of the roll.

3. Sit the new paper roll in the compartment such that the leading edge is resting outside the
compartment on the printer casing.

4. Close the lid until it snaps into place.

Note 1: Should the paper become creased or misaligned, simply reload the paper as
described above ensuring that the paper has a clean, straight edge.

Note 2: When removing a printout from the printer, pull the printout toward the front of the
printer and tear from one side to the other across the serrated edge.

Art: 720660-00M, Rev. Date: 14-Mar-2024 13



Printing with the i-STAT Printer

1. Ensure that the printer is turned on and that the POWER indicator is green.

2. Align the handheld’s IR communication window with the printer’s IR LED window. Generally, the
printer must be within 1 to 5 inches (2.5 - 12.7 cm) of and not too close to the handheld.

3. Display the results to be printed on the handheld.

4. Press (.2) on the handheld. Do not move handheld or printer until printing is complete.

5. If printer is not powered from a wall outlet using the AC adapter, turn printer off.

Printing Many Results

1. Press to turn on handheld.

2. Press to access the Administration Menu.

3. Press — Data Review.

4. Press — List.

5. Scroll through the results using the + and — keys.

6. Press the number key for the test record(s) to be printed. (Press the numbered key again to

deselect a record.)
. Align i-STAT 1 handheld and i-STAT Printer IR window. Press (.- on the handheld.

~

8. Do not move handheld or printer until printing is complete.

9. If printer is not powered from a wall outlet using the AC adapter, turn printer off.

What is Printed:

Name of Test
Sample ID

Results

Sample Type

Free Fields

Time and Date
Operator ID
Lot Number
Serial

Version

CLEW

i-STAT cartridge type.
Patient ID or type of quality test and lot number of solution.

Results are printed with units as well as flags, reference ranges,
and comment codes if applicable.

Sample type selected from Chart Page when sample is patient or
proficiency test.

Information entered into the free fields on the Chart Page when
sample is patient or proficiency test.

Time and Date when test was performed.
Operator ID

Lot number of cartridge

Serial number of the handheld

Handheld application software

Standardization software
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Caution

Use only a Rechargeable Battery pack purchased from Abbott Point of Care (List Number
04P74-03). Rechargeable battery packs not recommended by or purchased from Abbott
Point of Care may be susceptible to overheading and could lead to a potential fire or burn
hazard.

Use only power adaptor and power supply (List Number 04P74-02) provided with the i-STAT
Printer Kit.

Do not operate the printer without paper.
Do not allow the power supply to become a trip hazard.

Do not disturb the handheld or printer until printing is complete since this will interrupt the
printout. If printing is interrupted, realign the printer and handheld or replace the handheld in
the Downloader to resume printing. Note: if significant time has elapsed, some results may
be missing from the printout. Reprint the results.

If printed results appear inconsistent with a patient’s clinical assessment, verify that the
printed results match the data in the handheld. If the results do match, the patient sample
should be retested using another cartridge. If they do not match, reprint the results. If the
reprint still does not match the handheld data, the printer requires service and the printed
results must not be used.

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. Should skin exposure to a leaking battery occur, follow the first aid measures
outlined in the MSDS Sheet for the Novacell nickel metal hydride battery.

Fluorescent light sources can cause interference with communications sent to the i-STAT 1
Printer. When light from a fluorescent source of sufficient proximity or brightness has a direct
path into the IR (Infrared Radiation) window of the i-STAT 1 Printer, the printer may fail to
respond when records are sent for printing over a serial (wired) connection to a Downloader or
Downloader/Recharger.

Troubleshooting

Printer not printing. POWER Indicator is green/orange and STATUS indicator is green:

e Check that results are displayed on the handheld, or that results have been selected from

List under Data Review.

e |f printing directly from the handheld, check that the distance between the handheld and

printer is not too short or too long.

e Perform printer self test to ensure that printer is functioning. Turn the printer off. While pressing

the Paper Feed button, press down on the Power button until the printout begins, and then let go
of both buttons. Ensure that the resulting printout is clear and complete.
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Printer is not printing over a wired connection to a Downloader or Downloader/Recharger. The
POWER indicator light is green/orange and the STATUS indicator light is green.

If the printer is in close proximity to a fluorescent light:

¢ Reposition the printer or shield the IR window to prevent direct line-of-sight between the
fluorescent light and the IR window.

¢ Relocate the printer or fluorescent lamp to a greater distance from each other.

e Turn off fluorescent lights within close proximity of the i-STAT 1 Printer when printing
records via a serial connection.

e Print directly from the handheld via an IR connection.
Paper is feeding but nothing is printed: check that the paper is feeding from under roll.
Printer not printing and POWER indicator is red: battery needs to be recharged.

Printer POWER indicator does not illuminate when printer is turned on: battery needs to be
recharged.

Printer not printing and STATUS indicator is orange: printer is out of paper.

Printer not printing and STATUS indicator is red: print head temperature is out of range. Printing
will be inhibited until print head temperature returns to normal level.

16 Art: 720660-00M, Rev. Date: 14-Mar-2024



Martel Printer Specifications

Height: 64 mm
Width: 135 mm
Depth: 130 mm
Weight: 425g (Approx.)

Power 1. 4.8V Nickel Metal Hydride battery pack
2. Power adapter for AC outlet
3. Downloader

Communication Link 1. Infra-red
2. RJ12
Paper 5.7cm thermal
Switch On/Off
LED Indicator Lights POWER: Green
STATUS: Amber
Printing method Thermal line printing
Printing speed 10 lines per second
Temperature Operating: 0 °C to 50 °C (32-122 °F)
Storage: -20 °C to 60 °C (-4-140 °F)
Charging: 10 °C to 45 °C (50-113 °F)
Power Connector
On/Off Switch
IR LED
Paper Cup
o Side view of Martel Printer
‘ RJ121Connection
AR TE]L] Paper Outlet '
Top view of Martel Printer Back view of Martel Printer
Power

The Martel printer is turned on using the switch on its left side. When the printer is on, the Power
LED will be green. The plug for the AC adaptor is also on the left side.

The power LED may flicker when connected to the power supply and the switch is in the OFF
position. This flicker indicates that the printer is fast charging. Fast charging occurs only when
the printer is turned off. Trickle charging occurs when these printers are plugged in and turned
on, but not in use. Printer will charge to full capacity in 9 hours, if charged from a 12V supply
with the power switch off.
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The battery needs to be recharged when the Status LED lights continuously during printing. If
the battery becomes exhausted, printing will become faint, erratic, or not possible at all. Should
this happen, turn the printer off and allow to recharge for 1 hour before attempting printing again.

Paper

Paper may be ordered along with other supplies for the i-STAT System:
e Black print thermal paper
e 2.25in (6.7 cm) wide by 80 ft (25 m) long
e Paper grade: TF50KS-E2C

The Status light will flash to indicate that the paper has run out. To replace the paper, open the
paper cup lid by squeezing the lid as shown in the illustration and remove any remaining paper
by pressing the Paper Feed button. Do not pull paper through the printer mechanism. Reel off
a few centimeters from a new roll of paper and check that the end has a clean straight edge.
Slide the leading edge of the paper through the paper entry slot, with the leading edge of the
paper feeding forwards from the bottom of the roll, until you feel resistance. Press the paper
feed button and feed the paper through the printer mechanism. Keep the paper feed button
depressed until enough paper is fed through the printer mechanism to pass through the paper
exit slot. Sit the new paper roll in the paper cup and close the lid.

Should the paper become creased or out of line when feeding a new roll, cut the end off the
paper roll, feed out the creased paper using the Paper Feed button, and reload ensuring the
paper has a clear straight edge.

Before use, open the paper cup lid and ensure that the paper roll is present. Close the lid,
ensuring that the paper passes through the paper exit slot. Turn the printer on. The Power
indicator will light and the printer mechanism will reset.

Squeeze cup lid to gain
access to paper roll

/x\

- T WV N
L 90 //// / OO /

Position of paper roll in printer

Paper

When removing a printout from the printer, pull the printout toward the front of the printer and tear
from one side to the other across the serrated edge.

Serrated Edge Paper

Using serrated edge ==
to tear paper

fo"

SRS S————
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Printing with the Martel Printer

1. Ensure that the printer is turned on and that the
POWER indicator is green.

2. Align the handheld’s IR communication window with the
printer’s IR LED window. Generally, the printer must be
within 1 to 5 inches (2.5 - 12.7 ¢cm) of and not too close
to the handheld.

3. Display the results to be printed on the handheld.

4. Press () on the handheld. Do not move handheld
or printer until printing is complete.

5. If printer is not powered from a wall outlet using the
AC adapter, turn printer off.

Printing Many Results

1. Press to turn on handheld.
2. Press to access the Administration Menu.
. Press — Data Review.

Press — List.

. Scroll through the results using the « and — keys.

o oA~ W

. Press the number key for the test record(s) to be printed. (Press the numbered key again to
deselect a record.)

. Align i-STAT 1 handheld and Martel Printer IR window. Press (% on the handheld.

~

8. Do not move handheld or printer until printing is complete.

9. If printer is not powered from a wall outlet using the AC adapter, turn printer off.

What is Printed:

Name of Test i-STAT cartridge type.
Sample ID Patient ID or type of quality test and lot number of solution.
Results Results are printed with units as well as flags, comment codes,

and/or reference ranges, if applicable.

Sample Type Sample type selected from Chart Page when sample is patient or
proficiency test.

Free Fields Information entered into the free fields on the Chart Page when
sample is patient or proficiency test.

Time and Date Time and Date when test was performed.

Operator ID Operator ID
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Lot Number Lot number of cartridge

Serial Serial number of the handheld
Version Handheld application software
CLEW Standardization software
Caution

e Use power supply provided with printer.

e Use only a rechargeable battery pack purchased from Abbott Point of Care.
¢ Do not operate the printer without paper.

e Do not allow the power supply to become a trip hazard.

¢ Do not disturb the handheld or printer until printing is complete since this will interrupt the
printout. If printing is interrupted, realign the printer and handheld to resume printing. Note:
If significant time has elapsed, some results may be missing from the printout. Reprint the
results.

e |f printed results appear inconsistent with a patient’s clinical assessment, verify that the
printed results match the data in the handheld. If the results do match, the patient sample
should be retested using another cartridge. If they do not match, reprint the results. If the
reprint still does not match the handheld data, the printer requires service and the printed
results must not be used.

Troubleshooting
Printer not printing. Power LED on and Status LED off:

e Check that results are displayed or that results have been selected from List under Data
Review.

¢ Check that the distance between handheld and printer, if printing directly from the handheld,
is not too short or too long.

e Perform printer self test to ensure that printer is functioning. Turn the printer on while pressing
the Paper Feed button, then release the Paper Feed button and ensure that the printout is
Clear.

Paper is feeding but nothing is printed: check that the paper is feeding from under roll.
Printer not printing and Status light on continuously: battery needs to be recharged.

Printer Power LED does not come on when printer turned on: battery needs to be recharged.
The power adapter cannot supply sufficient power for printing so the battery needs to be partially
charged before printing is possible.

Printer not printing and Status light flashing at rate of 0.5 seconds: printer is out of paper.

Printer not printing and Status light flashing at rate of 0.25 seconds: print head temperature too
hot. Printing will be suspended until print head temperature returns to normal level.
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Downloader/Recharger

A Downloader/Recharger is needed to update the software in the handheld. This procedure
is explained in the software update package. The Downloader/Recharger is also required if
rechargeable batteries are being used. This section will explain how to use the Downloader/
Recharger to recharge rechargeable batteries. Only rechargeable batteries supplied by Abbott
Point of Care may be used.

Proximity Charging
Light Light
(battery in
analyzer

Infrared

\
Transceiver \¢\\/;}

|

[

Recharging
Compartment

External Battery
Pack Charging
Light

Contacts

The Downloader/Recharger will recharge a rechargeable battery in the handheld when the handheld
is placed in the Downloader/Recharger. The Downloader/Recharger also has a Recharging
Compartment for an additional rechargeable battery.

Power Requirements: The Downloader/Recharger requires one power outlet. The Downloader/
Recharger must be used with the AC power supply adapter supplied with it.

Caution:
¢ Do not place metal objects on or near the exposed gold charging contacts.

e Be sure to install all cables and power supplies so they do not pose a trip hazard. Mount
equipment so cables and accessories stay clear of walkways. The AC power supply adapter
plug acts as the disconnect device for the Downloader/Recharger and therefore, the socket
outlet must be located near the Downloader/Recharger and must be easily accessible.

¢ Only Abaxis provided printers may be connected to the Downloader printer port.
¢ Users should not connect the Downloader/Recharger to a medical electrical system.

* The Downloader/Recharger is not intended for use in the patient environment
(within 1.5 meters of the physical location of the patient).
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Charging Batteries

e Put a new or fully discharged rechargeable battery in the Recharging Compartment for
40 hours. Battery will be 100% charged and ready for use.

* To keep batteries charged, either keep the handheld on the Downloader/Recharger when not
in use, or store a rechargeable battery in the Recharging Compartment.

e The battery pack has two labels: one for orientation in the handheld and one for orientation in
the Downloader/Recharger.

e Arechargeable battery is expected to last for 15 months from the date of manufacture, which
appears on the battery.

e |ndicator lights indicate the following when charging the battery in the analyzer:
Off  No Rechargable Battery
Blinking Red  Fast Charge Pending
Solid Red  Fast Charging
Solid Green  Trickle Charging

¢ |ndicator lights indicate the following when charging a spare battery:
Off  No Rechargable Battery
Solid Green  Trickle Charging
Blink Green Then Off ~ Charging

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

Placing the Handheld in the Downloader/Recharger

e \When the handheld is placed in the Downloader/Recharger, the proximity light on the
Downloader/Recharger will turn blue. Also, the message “Waiting to Send” and two arrows
will be displayed on the handheld. This message is relevant only if the Downloader/Recharger
is connected to a data management system. The message will disappear from the analyzer
display screen in a few seconds.
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Logs

A variety of logs may be useful for managing the i-STAT System:
¢ Receipt of New Cartridges

¢ Monthly Cartridge Check

e Storage Temperature

e Quality Check Codes

¢ Thermal Probe Check

Reviewing and Recording Control Results
The following steps will guide you through recording control results on control logs.

You will need:
¢ A photocopy of the log. Do not write on the log in the manual.

e A printout of the control results. If a printout is not available, results can be read from the
handheld result screen.

¢ The Value Assignment sheet from the APOC website www.globalpointofcare.abbott — make
sure to copy the sheet with the lot number you are using.

¢ The cartridge type, control lot number and control expiration date, which can be found on
the individual control ampule, vial or bottle, or the control box.

m

c) iSTAT
Cartridge Type Crea

IIIIIWIIIIIIII!HIIT(NVIII |

|

|

I
:vxaa

hT-h0-0T02 VEL2LOY

-, Expiration date

IMIMT

* The control type, lot number and expiration date of the control, which can be found on the
individual control or the control box.

AN
= 4 Expiration date
LSTAL = Control Type

107

£0-900Z ‘dxa ]

<@ Lot Number

llllll!llﬂlimllll -

~ l9zvog

--t

e The CLEW from the handheld. See “Check Software and Status” in the Start-up section of
the manual.

Maintain Value Assignment sheets and logs for two years in a file for quality control results.
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Instructions for Receipt of New Cartridges Log
1. Enter the information in the top half of the log. Be sure that:

¢ the lot number printed on the Value Assignment Sheet (VAS) matches the lot number on
the label of the control.

e the CLEW number on the VAS matches the CLEW listed on the Status Page of the
handheld.

¢ the letter preceeding the cartridge lot number on the VAS matches the cartridge lot being
tested.

2. From the printout or from the handheld result screen, copy the Test names and Units into the
table. For test names, you can use the test symbols (such as Glu for Glucose). The test units
follow the test names on the printout or result screen (such as mg/dL for Glu).

3. From the Value Assignment Sheet, locate the cartridge type you are testing and copy the
Range for each test you have listed on the log. Make sure to copy the range appropriate for
the test units.

4. From the printout or the handheld, copy the results into the log.

5. Check each result against its acceptable Range. If the result falls within Range, enter Yes.
If not, enter No.

e |f a No is recorded, repeat the test and record these results
e |f a No is still recorded, do not use cartridges and contact Technical Support.

Instructions for Monthly Cartridge Check

Use the same cartridge type for this monthly check or create a new log when the cartridge type
is changed.

1. Enter the date, cartridge lot number, control level, control lot number, your initials for Tested
By, and the CLEW for this month’s cartridge check on the log.

2. From the results printout or from the results screen on the handheld, enter the TEST names
and Units into the top rows of the log.

3. From the Value Assignment sheet for the control, enter the Ranges on the log.
4. From the printout or the handheld’s result screen, enter the results.

5. Check each result against its acceptable Range. If the result falls within Range, enter Yes. If
not, enter No.

¢ |faNois recorded, repeat the test and record these results in the next block on the log.
e |f a No is still recorded, do not use cartridges and contact Technical Support.
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i-STAT System: Storage Temperature Log (optional)

Date

Refrigerator
(2-8 °C / 35-46 °F)

Room
(Upto 30°C /86 °F)

Initials
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iI-STAT System: Quality Check Codes

Date

Operator

Analyzer SN

Code

Comment

28
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iI-STAT System: Thermal Probe Check

Date/Time

Handheld Serial
Number

Result of
Probe Check

Operator

Art: 720660-00M, Rev. Date: 14-Mar-2024

29




uonoy

(s|qeoljdde 4))
apoy aJnjle4

|teq/ssed

JojesadQ | awi] | @1eQ

:@| 103ejnwis

607 103e|nWIS 21U04}99|]F :WBISAS | V]S-I

:laquinp [elaS pldypueH

Art: 720660-00M, Rev. Date: 14-Mar-2024

30



Quality Checks

From the time it powers up until the time it powers down, the handheld performs numerous
quality checks. The failure of any quality check causes the handheld to halt the test cycle and

display a “cause” and “action” message, and a code.

The Cause Message:

This message describes the likely cause of the failed quality check. For example, when an
overfilled cartridge is detected, the handheld will display “Sample Positioned Beyond Fill Mark”.

The Action Message:

This message indicates the appropriate action. For example, if the problem is related to an operator

or a cartridge, the instruction “Use Another Cartridge” will be displayed.

The Cause Code:

This is a numeric code associated with the failed quality check. Since
multiple codes can be associated with a single cause message,
this is essential information when contacting Technical Support for
assistance. The codes are stored in the handheld’s memory and can
be viewed by selecting “All” from the “Data Review” function under the
“Administration Menu.”

Codes below 16 usually indicate a condition related to the environment
or state of the handheld. These conditions usually go away after the
next cartridge is inserted or the condition is corrected.

f

Code #31
17:42 30JANYY

UNABLE TO
POSITION
SAMPLE
USE ANOTHER
CARTRIDGE

1 - Test Options

\

If 2 Qualilty Check failure persists after taking the recommended action, call i-STAT Technical

Support. Please have the following information available:
¢ \When the problem first occurred
¢ Frequency of problem
e Handheld serial number

e The CLEW software version

¢ Any failure messages displayed on the handheld and the number or letter below the

message box
e Battery voltage from Analyzer Status page

e Cartridge type and lot number

Art: 720660-00M, Rev. Date: 14-Mar-2024

31



‘PleYpUBH 81800j8Y ‘PJ0D Jemod

JO Ailddns Jemod Agiesu wol) 8SIou 21U0J108|8 WOJL 8oUsla8lU| o]e [enue 993 Jodls JezAjeuy
‘paoe|dal 8 01 peau Aew pleypueH ‘poddng [eoluyos | 10eju0D ‘1ou 29-8G
J] "} &SN 0] 8NUNRUOD HOBYd JOreINWIS 8yl sessed piaypueH ayi j| ‘2G-0G  JO1BINWIS D1U0J108[F BSN 10413 JezAjeuy
“Jayuny Apedold pausasy|
ou OB [jIm 1 jIun Joop abpLued syl ybnodl 1ybreas ebpuped ysnd VA% abpupe) uesuley JON ebpLue)
"9JeMUO0S AT D U8l 1SOW |[e1sul-aJ Jo |[eisu] ‘playpueH paJinbay a1epdn
Ul 8Jemyos A\J 1D Ou SI alayl JO 1dNnuIoD S a/emyos AT 1D el [enue 993 9J/eMJOS PI[eAU|
‘PlBYpPUBH UO 81ep 3o8yo ‘palidxs 10U sey AAT 1D paJlinbay a1epdn
1] "8JemUos M0 1Uedal 1soW leisu| ‘paJdidxe sey a.emyos pI 10 Al [lenue| 993 aJemyog paJidx3
"21ep 8y} 1084100 ‘aJemyos uoleoldde abed
a1 01Ul pawiwelbold a1ep eses|al sepaoald pleypueH ul 8leq LL SN1B1IS UO 300D Moay) pieAu| 81eq
‘abuel bunesado uiyum si ainiesedwal
oY1 usym oss 0} ebed sniels eyl 4o8yD ‘(4. 98-19) O, 08-9| :obuel obuey
aJnejedwal Bunesedo ayl UIyIM eale Ue 01 pjaypueH syl oAO|N z abed snieis 3oeyn JO INQO aJnesadws |
‘Seusljeq ey}
aoe|day "8j0Ao Bunsal eyl 819|dwod 0] Jomod 1usIoINsuUl Sl adey | L seleneg aoe|doy selaneg pea(
sjuawwion aponH abessap\ uonoy abessap\ asne)

S9p09 Yoayo Ajjenp jesausar)

Art: 720660-00M, Rev. Date: 14-Mar-2024

2

™



‘paoe|dal &g 0} pasu Aew peypueH woddng [eoluyos | |[eD

819y

e JOJB|NWIS 21U0J109|g

‘peoe|dal 8q 01 pasu

Aew pjaypueH ‘uoddng [ealuyos | |[ed ‘SiNd2084 P09 J| "Jore|NUIS Lasuley

)

le4 JO1BINWIS 01U0A108|3

‘paoe|dal 8q 01 pesu
Aew pjpypueH ‘Loddng [eoiuyos | |[ed ‘SiNd008i 8poo §| 188} jeadal
puUe Se1nuIlW Qg J0J JUSLUUOIIAUS M8U Ul 81eiq|inbs 01 playpueH Mo|y

le4 JO1BINWIS 0IU008|T

‘paoe|dal 8q 0} pesu Aew pleypueH ‘Loddng [esiuyos |

[0 ‘10U §] "1 @SN 01 BNUINUOD ‘@Buel Ul S| [0U0D PUE SX08U0 Joleinwis sessed

playpUBH 1| "8jdWes [01U00 B 1S8] pue 80IM] JOIBNWIS 21U0.108|T Lasy|

sepo)
Snouep

[enuely WelsAg eeg

Jou3 sezAeuy

‘paJeIuUS Sem UoIeUUIOUI AlolepueLl 8J01eq UMOP
sJjemod playpueH ayl JI S1nsas paJlols syl ul Jeadde |im abessaw siy ||

g6

Joyelsadp
AQ pajeoueD 18|

‘'seqo.d [ewlayl ebewep [Im paAe|dsip aJe SYNSal JO PeAOWS)

S ebessaw ,paxy00T JoreiNWIS,, 10 Pex007 abpLue)), 8yl 8408q JO1eINWIS
Jo ebpuued B anowsl 01 Bundweny ‘peypueH Ul seqo.d [ewssyy pebewep
01 enp Agy| SI 11 s1sIsded aan(ie) 8y I Ing ‘wejgoid abpuued e og Aew SIy |

18-61

abpLue) Jaylouy asn

JoJi3 ebpupen

"Jredas pesu Aew JazAleue ay) Se ‘BAleluesaldey
$90IM8S Loddng JNOA JO) S8dIABg [e0IUyd8 | | V1 S-1 1081U0D ‘Ioreinwis
10 8bpupued 1081109 8y} BuiLssul Jeye JNd00 O} SeNuURUod abessaw ayl J|

"1S8) 8y} J0J J01B|NWIS JO 8BpLILEBD 1084100 8U] MesU|

1881 J01e|NWIS 01U0J108|3 Ue Buluiopsd usym aBpLLEeD € JO UOILBSU| e
1881 8bpuped e Bulwiopsd usym JO1eNWIS D1U0JI08|F Ue JO UOILBSU| e
JO1BINWIS 10 8bpuued 8yl Alluspl 10U piNod JozAjeuy e

:01 8NP 8q ABW UOIIPUOD SIY |

69

abplLue) Jaylouy asn

poziubooay
10N 8dA]| ebpuue)d

sjuawwion

apo)H

abessa\ uonoy

abessa\ asne)

Sap0o Yooyo Ajjenp |eiausx)

33

Art: 720660-00M, Rev. Date: 14-Mar-2024



‘poddng [eoluyos | 10eIu0D ‘sisisiad aunjey §| 67 ‘eg [enuel 983 p810818(] 10BIUOY) JOOH
"10] 80pLLED palidxa-uou e Buisn 1s81 8yl 1eadal pue
alep uolelidxs syl 308y 10| 8bpuued paiidxs Ue pa1osiep pleypueH ay ovl paJidx3 107
‘pPanolo s|dwes Jo
[eas a1enbepe Bunuanaid |[em pamojueno ajdwes ‘uado ys| ainsojo deusg o abpLue) Jaylouy asn JoJ13 ebpuuen
"penoo sjdwes Jo g|dwes uonisod
[eas arenbape Bunuanaid |lpm pamojpano ajdwes ‘uado Ys| 84nsojo deug vy ‘ve ‘1Le abpure) Jayiouy asn 0l 8|geun
o|dweg
‘g|dwes sy} ul paddes] aiem se|qgng Jie Jo pajispun si ebpuuen 6E ‘88 abpupre) Jayiouy asn wsIonsuy|
e |i4 puokeg
"palliHen0 st ebpuLEeD .€ ‘0€ obpupeD Jaylouy esn pauonisod ejdwes
MEN (I 4O Hoys
euw |jik yoeal Jou pip ajdwes 9¢ ‘G abpuue) Jaylouy asn PBUOIISO4 8|dwes
"‘abessaW pue 8poo 3oayd Allenb siyl asneo osje |jim abpuued
pasn e Buiuesuisy "eaJe [age| obpLLBD 8yl JoA0 SSaid 01 10U 8480 aye | LZ abplLue) Jaylouy asn 1s4ngelid ebpuuen
‘voddng [eoiuyos | |ed ‘sisisiad ainjie) ayi §| ‘eldwes
1usired JO |0U0D Yum Sabpuued [euonippe a8yl uny 2 abpuLeD Jayiouy asn Jou3 ebpunen
/8
‘SY ‘ev-0v ‘c¢
‘poddng [eoiuyos | 10eu0o ‘sisisiad ainjel )| ‘zs ‘62-22 ‘0z abplLue) Jaylouy asn JoJ13 ebpuuen
sjusaWIWon) apon abessa|\ uonoy abesso|\ asnen

Sap0 ) Yooyo Ajjenp |eiausx)

Art: 720660-00M, Rev. Date: 14-Mar-2024

34



Cartridge and Test Information

Detailed information on each test can be found in the Cartridge-based IFUs. These IFUs are
available on the Abbott Point of Care Inc. website: www.globalpointofcare.abbott. This information
includes:

e Intended Use

e Test Principle

e Contents of Cartridge

e Metrological Traceablity

e Expected Values

e Clinical Significance

e Performance Characteristics
e Factors Affecting Results

¢ References

Waived Status Studies for the i-STAT System

Abbott Point of Care Inc., in the course of application for Waived Status under the Clinical
Laboratory Improvement Amendments of 1988 (CLIA), carried out clinical studies intended to
demonstrate that users with no laboratory training, after viewing only the manufacturer’s test
instructions, can obtain accurate results with the i-STAT System. Accuracy of results was
assessed in terms of agreement with a comparative method. The design and results of these
studies are described in “Waived Test Data” folder on the Abbott Point of Care Inc. website:
www.globalpointofcare.abbott. Data from these studies showed that results from operators
with no laboratory training or training on the i-STAT System were equivalent to operators with
laboratory training and experience with the i-STAT System.
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