i-STAT ALINITY
QUICK REFERENCE

PERFORM A PATIENT TEST USING
THE i-STAT TBI CARTRIDGE

INTENDED USE:
The i-STAT TBI test is a panel of in vitro diagnostic

immunoassays for the quantitative measurements of glial

fibrillary acidic protein (GFAP) and ubiquitin carboxyl-
terminal hydrolase L1 (UCH-L1) in whole blood and a
semi-quantitative interpretation of test results derived
from these measurements, using the i-STAT Alinity
instrument. The interpretation of test results is used,

in conjunction with other clinical information, to aid

in the evaluation of patients, 18 years of age or older,
presenting with suspected mild traumatic brain injury
(Glasgow Coma Scale score 13-15), which may include
one of the following four clinical criteria: 1) any period
of loss of consciousness, 2) any loss of memory for
events immediately before and after the accident, 3) any
alteration in mental state at the time of accident, and/or
4) focal neurological deficits, within 24 hours of injury,
to assist in determining the need for a CT (computed
tomography) scan of the head. A “Not Elevated” TBI test
interpretation is associated with the absence of acute
traumatic intracranial lesions visualized on a head CT
scan.

The test is to be used with venous whole blood collected
with EDTA anticoagulant in point of care or clinical
laboratory settings by a healthcare professional.

GATHER THE FOLLOWING EQUIPMENT:
e [-STAT Alinity Instrument

e [-STAT Alinity Base Station

e [-STAT Alinity Printer (optional)

GATHER THE FOLLOWING CONSUMABLES:
e [-STAT TBI Cartridge

BEFORE TESTING:

Review the following:

e i-STAT TBI Cartridge IFU

» i-STAT Alinity Quick Reference Guide

Use universal precautions when handling samples
that may have transmittable infectious agents.
Follow facility-specific guidelines for universal
precautions such as wearing eye, face, and/or body

protection and gloves to protect from infectious
agents.

Ensure the cartridges and instruments are at room
temperature.

 Single cartridge - 5 minutes or one box - 1 hour

e Instrument - 30 minutes

BLOOD COLLECTION OPTIONS:

This guide does not include instructions on blood collection.
Follow facility-specific guidelines for blood collection.

e Sample Type: Venous whole blood
¢ Evacuated Tube: EDTA anticoagulant

e Time from collection to cartridge fill: 1 hour
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PREPARE THE INSTRUMENT:

The cartridge and instrument must be at room temperature (18-30 °C or 64-86 °F) to perform the test.
e Allow one cartridge to come to room temperature for 5 minutes or one box of cartridges for 1 hour.
e Allow the instrument to come to room temperature for 30 minutes.

1. Power up the instrument. 2. Touch Perform Patient Test, then follow the
prompts.
[-STAT Alinity
a Abbott 16FEB2025 09:45
ol

Perform Patient Test

When the instrument is customized by the System
Administrator, the pathways may present screens
not displayed in this guide.

Always follow prompts on the screen.
3. Scan Operator ID, then scan Patient ID, then 4. Once the cartridge barcode is scanned, you

scan the Cartridge Barcode from the portion have 15 minutes to insert a filled and sealed

pack. i-STAT cartridge.

Patient Test Follow the on-screen help to prepare the
cartridge and perform testing.

Scan or Enter OPERATOR ID

. Patient Test

Scan or Enter PATIENT ID

-STAT TBI

alll B

Venous
Collect and Mix Sample Page 10of 3

Patient Test
Pt: 123456

alll 5%

View

. K .
Entered Info " W = (Entered Info|
e ]

;Close and Insert Filled Cartridge
Push tube into
well and

Previous View
| Entered Info
E_________ |

Immediately slide closure over until a soft click is heard and closure is

)] tclick Previous
secure. Insert filled cartridge into instrument.
——

@ When the text is preceded by a e , the information is EDEED G

mandatory.

Tor experienced users the help screens can be bypassed

€ Scan (CARTRIDGE POUCH) Barcode. Manual entry is not by inserting a filled and sealed i-STAT cartridge.

an option. Scanning is required.
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PREPARE THE CARTRIDGE AND PERFORM TESTING:

The cartridge and instrument must be at room temperature (18-30 °C or 64-86 °F) to perform the test.
e Allow one cartridge to come to room temperature for 5 minutes or one box of cartridges for 1 hour.
e Allow the instrument to come to room temperature for 30 minutes.

5. Collect and Mix Sample. 6. Remove the cartridge from the portion
pack and place on a clean, flat, level, and

Collect a venous whole blood sample into an . .
vibration-free surface.

EDTA evacuated tube.

Mix the sample by slowly inverting the tube
10 times.

Remix Sample, by slowly inverting the tube
10 times.

Use a transfer device to fill the cartridge to

alll 3% the fill mark.

Collect and Mix Sample Page 1of 3 -5
: -Ilﬂ L%_—'l

\fenous

View i f
Fill evacuated tube per Entarailints Fill Cartridge Page 2 of 3
manufacturer's WERLere e

recommendation.
View
Entered [nfo

Slowly invert tube 10 times to ensure proper Previous
mixing. Move immediately to cartridge filling.
A —

- S W ©
“/" Push tube into dispensing tip. Remove tip cover. Place tip into sample
e

well and slowly fill cartridge until blood reaches fill mark.

7. Close and Insert the filled cartridge into the 8. Once a cartridge is inserted, the instrument

cartridge port of the instrument. will complete a series of quality checks
during the test cycle.
The instrument must remain on a level surface Time to test result is 15 minutes.
{ | once the cartridge has been inserted. -
alll =

lIlII I_ifjh

Close and Insert Filled Cartridge Page 3 of 3

View
Entered Info

: all] ==
. Testing - Instrument Must Remain Level
Analyzing

S View
Entered Info
——
- 0 Minutes 15

Cartridge locked in instrument.
Do not attempt to remove the
cartridge.

Immediately slide closure over until a soft click is heard and closure is [W-TPSVFRNT
secure. Insert filled cartridge into instrument.
T

|
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REVIEW RESULTS:
9. TEST INTERPRETATION: When the test is complete, the results are displayed

A “Not Elevated” TBI test interpretation An ‘Elevated’ test interpretation suggests
is associated with the absence of acute further evaluation by head CT scan should be
traumatic intracranial lesions visualized on a considered.

head CT scan.

Options
Menu lllll L1

IIIII I_i/_‘—h

View Second Page

. Options . Options
Interpretation Interpretation Menu
“—
Not Elevated e Elevated it o
Entered Info Entered Info
N
Print
Transmit

@<y,

10. DISPOSE OF CARTRIDGE: Follow facility-specific guidelines for disposal of used cartridges.

NOTE(S): Refer to the i-STAT Alinity System Operations Manual for additional information on troubleshooting results, QCFs, and
Starout conditions.

e Ifresults are outside the reportable range, they are preceded by the symbols for greater than (>) or less than (<).

e When a quality check failure (QCF) occurs, a code number and the next step to be taken will be displayed on the i-STAT instrument.
* A Starout condition. “***” is displayed if the instrument is unable to determine a quantitative result from a particular sensor on the

cartridge.
A. PRINT RESULTS (OPTIONAL) B. TRANSMIT RESULTS (OPTIONAL)
» Touch Print to print a ‘Not Elevated’ result. » Touch Transmit to transmit a ‘Not Elevated’ result.
e Touch Page, then touch Print to print an o Touch Page, then touch Transmit to transmit an
‘Elevated’ result. ‘Elevated’ result.

Wireless Wireless A wireless signal

mﬁns strength of 3 bars or

higher is recommended.
\ atation

Options
Menu

View
Entered Info

3in. —12in. .cvated

L F\
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Transmit

OR
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Wired to Base Station Wired

Options
Menu

View
Entered Info

Transmit
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