
 
i-STAT ALINIT Y  

QUICK REFERENCE

GATHER THE FOLLOWING EQ U I PM E N T:
•	 i-STAT Alinity Instrument

•	 i-STAT Alinity Base Station

•	 i-STAT Alinity Printer (optional)

PERFORM A PATIENT TEST USING 
THE i-STAT TBI CARTRIDGE

B E FO R E  TE S TIN G :
•	 Review the following:

•	 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

•	 Instrument  - 30 minutes

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 CO N S UM A B L E S :
•	 i-STAT TBI Cartridge
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BLOOD COLLECTION OPTIONS:
This guide does not include instructions on blood collection. 
Follow facility-specific guidelines for blood collection.

•	 Sample Type: Venous whole blood 

•	 Evacuated Tube: EDTA anticoagulant 

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

PR E PA R E  THE  IN S TRUM E NT:

1 . 	 Power  up the  instrument . 2 . 	 Touch Per form Pat ient  Test ,  then fo l low the 
prompts .

3 . 	 S can Operator  ID,  then scan Pat ient  ID,  then 
scan the  Car tr idge  Barcode from the por t ion 
pack .

  �When the text is preceded by a  , the information is 
mandatory.

 More Op�ons

Perform Pa�ent Test

Home

Home

16FEB2025 09:45

4 . 	 Once the  car tr idge  barcode i s  scanned,  you 
have  15  minutes  to  inser t  a  f i l led  and sealed 
i-STAT car tr idge . 

Fol low the  on-screen he lp  to  prepare  the 
car tr idge  and per form test ing.

Scan or Enter OPERATOR ID

Home

Pa�ent Test

Next

Scan or Enter PATIENT ID

Home

Next

View 
Entered Info

Previous

Pa�ent Test

Scan (CARTRIDGE POUCH) Barcode

Home

View 
Entered Info

Next

Previous

Pa�ent Test
Pt: 123456
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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.

  �For experienced users the help screens can be bypassed 
by inserting a filled and sealed i-STAT cartridge. Scan (CARTRIDGE POUCH) Barcode. Manual entry is not 

an option. Scanning is required. 
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PR E PA R E  THE  C A R TR ID G E  A ND  PE R FO RM  TE S TIN G :

5 . 	 Col lect  and Mix  Sample .
Col lect  a  venous  whole  b lood sample  into  an 
EDTA evacuated tube .
Mix  the  sample  by  s lowly  inver t ing  the  tube 
10 t imes .

6 . 	 Remove the  car tr idge  from the por t ion 
pack and p lace  on a  c lean ,  f lat ,  leve l ,  and 
v ibrat ion-free  sur face .
Remix  Sample ,  by  s lowly  inver t ing  the  tube 
10 t imes .
Use  a  transfer  dev ice  to  f i l l  the  car tr idge  to 
the  f i l l  mark .

7. 	 Close  and Inser t  the  f i l led  car tr idge  into  the 
car tr idge  por t  of  the  instrument .

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

For experienced users, the help screens may be 
bypassed by inserting a filled cartridge.

8 . 	 Once a  car tr idge  i s  inser ted ,  the  instrument 
wi l l  complete  a  ser ies  of  qual ity  check s 
dur ing  the  test  cycle .
T ime to  test  result  i s  15  minutes .  �The instrument must remain on a level surface 

once the cartridge has been inserted.
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A “ Not  Elevated ”  TBI  test  interpretat ion 
i s  associated with  the  absence of  acute 
traumatic  intracrania l  les ions  v isual ized  on a 
head C T scan . 

R E V IE W  R E SU LT S :

A .  PRINT RESULTS (OP TIONAL )
•	 Touch Pr int  to  pr int  a  ‘ Not  E levated ’  result .

• 	 Touch Page ,  then touch  Pr int  to  pr int  an  
‘ E levated ’  result .

i -S TAT  A L I N I T Y  Q U I C K  R E F E R E N C E , P E R F O R M  A  PAT I E N T  T E S T,  i -S TAT  T B I  C A R T R I D G E

Wireless
Op�ons
Menu

Page

Interpreta�on
Not Elevated View 

Entered Info

Op�ons
Menu

Print

Transmit
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Op�ons
Menu

Page

Interpreta�on
Not Elevated View 

Entered Info

Op�ons
Menu

Print

Transmit
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Wired
OR

A n ‘ Elevated ’  test  interpretat ion sug gests 
fur ther  eva luat ion by  head C T scan should  be 
cons idered .

B .  TR ANSMIT RESULTS (OP TIONAL )
•	 Touch Transmit  to  t ransmit  a  ‘ Not  E levated ’  result .

• 	 Touch Page ,  then touch  Transmit  to  t ransmit  an 
‘ E levated ’  result .

NOTE(S): Refer to the i-STAT Alinity System Operations Manual for additional information on troubleshooting results, QCFs, and 
Starout conditions.
•	 If results are outside the reportable range, they are preceded by the symbols for greater than (>) or less than (<).
•	 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.

9.  TEST INTERPRE TATION: When the  test  i s  complete ,  the  results  are  d isp layed
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Wired to Base Station

A.

B.

A.

B.

Wireless    �A wireless signal 
strength of 3 bars or 
higher is recommended.

OR

10.  DISPOSE OF C ARTRIDGE:  Fol low faci l i ty-specif ic  guide l ines  for  d isposal  of  used car tr idges .


