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High-precision INR 
results in minutes

P E R F O R M A N C E
•	 Higher precision in venous whole blood samples may offer 

more predictable INR management. 

•	 Venous whole blood precision data results in the therapeutic 
(2.0 - 4.5 INR)3 range for the i-STAT PTplus cartridge 
(Therapeutic: 2.85 mean (INR); 2.4 %CV; n=131)3, compared 
to precision data results in the normal and therapeutic  
(2.0 - 3.5 INR)5,6 range for the i-STAT PT/INR cartridge* 

(Site 1: 2.6 mean (INR); 4.7 %CV; n=181 )4.
•	 Capillary whole blood precision data results in the 

therapeutic (2.0 - 4.5 INR)3 range for the i-STAT PTplus 
cartridge (Therapeutic: 2.82 mean (INR); 5.2 %CV; n=119)3, 
compared to precision data results in the normal and 
therapeutic (2.0 - 3.5 INR)5,6 range for the i-STAT PT/INR 
cartridge (Site 3: 2.5 mean (INR); 4.6 %CV; n=33)4.

K E Y  B E N E F I T  O F  P R O D U C T
The i-STAT PTplus cartridge with the i-STAT 1 system 
combines the speed necessary for “real-time” decisions, 
lab-quality results, and the convenience of a direct 
fingerstick application to help you confidently manage the 
course of your patient’s care.
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RESULTS IN
≈5 MINUTES

 coagulation

R O L E  O F  P R O D U C T
Precise prothrombin time (PT) and international 
normalized ratio (INR) results at the point of care enable 
prompt dose adjustment and treatment, when needed.

•	 To reduce the continual risk of bleeding or clotting, frequent 
PT (INR) monitoring in patients on anticoagulant therapy 
with coumarin derivitives is essential for patient safety.1

•	 Traditional lab tests for PT (INR) could take an hour,2 
prolonging time to dose adjustment and increasing the 
potential need for repeat visits.

I N T E N D E D  U S E
The i-STAT PTplus cartridge is intended for use in the 
in vitro quantitative measurement of the clot time of 
the extrinsic coagulation pathway when activated by 
thromboplastin in non-anticoagulated whole blood 
(venous or capillary), using the i-STAT 1 System. 

Measurements of prothrombin time are used to aid in the 
monitoring of patients receiving anticoagulant therapy 
with coumarin derivatives. The i-STAT PTplus PT test result 
is reported in seconds and as an INR. The test is intended 
for point of care use and is for prescription use only.

C A R T R I D G E  S P E C I F I C AT I O N S     

Cartridge Box 8.000’’ (W) x 2.750’’ (H) x 3.8125’’ (D)
Quantity per box 25 pouches
Cartridge Pouch 2.6433” (H) x 3.7402” (W)
Shipment time-
temperature 
indicator

Included in shipment; visual non-reversible 
record of temperature exposure at, or 
above, 10°C and 34°C for exposure periods 
of 5 days at 30°C and 3 hours at 34°C.

Refrigerated Storage 35-46° F / 2-8° C until date indicated on 
box and pouch. Shelf-life is 6 months from 
manufacture.

Room Temp. Storage 64-86° F / 18-30° C for up to 14 days
Room Temp.  
Equilibration

•	 5 minutes for a single cartridge
•	 1 hour for an entire box

Sample Type Fresh whole blood from finger puncture 
or  venous samples (collected into a plastic 
syringe or tube without anticoagulant)

Sample Size Approximately 20uL
Panel Name PTplus

Test/Analyte(s) PT, INR
Analysis Time up to 300 seconds (5 minutes)
Reportable Range 8.1–80.8 seconds, 0.8–8.0 INR
Reference Range Each facility should establish its own 

reference range to assure proper 
representation of specific populations. 

Traceability Traceable to the WHO international 
reference method; rTF-16.

Latex Rubber The ‘Sample Entry Well Gasket’ contains 
natural rubber latex.

Barcode Symbology •	 Pouch, linear code 128
•	 Box, linear code 93

CLIA Categorization Moderate complexity

P R O D U C T  C O D E /L I S T  N U M B E R
•	 03P89-50  i-STAT PTplus Cartridge
•	 06P17-17    i-STAT PTplus Control Level 1
•	 06P17-18    i-STAT PTplus Control Level 2



C O N T R O L  S P E C I F I C AT I O N S     

Control Box 1.75” (H) x 4.625” (W) x 1.8755” (D)

Quantity per box 10, clear siliconized glass vials
•	 5 - Citrated pooled lyophilized plasma
•	 5 - Calcium chloride (CaCl2) solution

Refrigerated 
Storage

35-46° F  / 2-8° C until date indicated on 
box and vial. Shelf-life is 12 months from 
manufacture.

Room Temp.  
Equilibration

Minimum of 45 minutes to a maximum of  
4 hours prior to reconstitution. Test the 
fluids immediately after reconstitution.

Control Level 1 normal/non-therapeutic  
prothrombin time and INR

Control Level 2 therapeutic prothrombin time and INR

S Y S T E M  C O M PAT I B I L I T Y

The i-STAT PTplus cartridge is 
part of a broad menu of tests 
compatible with the  
i-STAT 1 system. 
To support the use  of the  
i-STAT PTplus cartridge, 
updates for the i-STAT 1 
analyzer and i-STAT/DE 
software, will be released in 
October 2023.

C A L / V E R  S P E C I F I C AT I O N S     
•	 i-STAT PTplus is a factory calibrated PT test. Calibration 

verification material is not available, since PT and INR tests 
are a measure of time.
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T R A I N I N G  A N D  C O M P L I A N C E
Resources designed to ensure competency of i-STAT users 
and assist in meeting regulatory compliance requirements 
are available for download from the website,  
www.globalpointofcare.abbott.

Q UA L I T Y  C O N T R O L  P L A N  (Q C P )
•	 Guide and worksheet to easily locate the system 

information needed for your individual QCP.

L E A R N I N G  S Y S T E M
•	 Classroom training materials, quick references and tutorials 

to support competency with the i-STAT system.

I N T E R A C T I V E  R E M O T E  T R A I N I N G
•	 Calender available for sessions related to the i-STAT system, 

i-STAT/DE and performing software updates.
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A D D I T I O N A L  I N F O R M AT I O N
To obtain additional product information and support, 
visit www.globalpointofcare.abbott.

*Studies conducted at three external sites, using the i-STAT PT/INR cartridge, obtained 
comparative method sample population results within an INR range of 1.0 to 4.6. (Ranges as 
follows: Site 1 INR 1.0 - 3.9; Site 2 INR 1.0 - 4.3; Site 3 INR 1.0 - 4.6).5 


