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I.
PRINCIPLE

The STA Compact is an automated coagulation instrument used for in vitro testing of the coagulation system.  The STA Compact is capable of doing three different test methodologies:  

The clotting tests are detected by an electromagnetic mechanical clot detection system.  The oscillation of a steel ball within the cuvette with the reagents and plasma is monitored by the STA/STA Compact.  When the oscillation of the steel ball is stopped by clot formation, the sensor registers the time.  

The chromogenic assays on the STA Compact are based on the absorbency (optical density: OD) of monochromatic (405 nm) light passing through the cuvette as the reaction occurs. 

The immunologic assays on the STA Compact use the same principle as the chromogenic assays except the light source filter is set for 540 nm.  The STA Compact makes all of the individual dilutions of calibrators, controls and patients’samples.  These parameters are pre-set in the individual Test Set-ups.

II.
SPECIMEN


A.
Citrated blood 9:1 (blood to anticoagulant) 3.2% sodium citrate.


      
No other anticoagulant is acceptable.


B.
Centrifugation:  see each procedure


C.
Plasma storage:  see each procedure

D.
Unacceptable Specimens:  Samples that are QNS or clotted will yield incorrect
results and will not be accepted. Hemolysis  may affect results, and hemolysis should be noted along with result.
III.
REAGENTS AND EQUIPMENT


Follow instructions specified in each procedure.

IV.
CALIBRATION


Follow instructions specified in each procedure.

V.
QUALITY CONTROL

A. A minimum of two levels of controls is to be run with each test.  See each procedure for specified controls and reconstitution instructions.
B. QC must be run once per shift , with re-calibration, or with a change of reagents.
C. All control ranges are monitored by the STA Compact.  If any controls are outside the ( 2 SD range, the STA Compact will audibly and visually alarm the operator.  Otherwise, the results can be found in the individual QC files. Control results are automatically filed in the STA Compact QC file.  All results for a 24 period will be converted to a “mean” value at midnight. This mean is used in the statistical data and is plotted on the Levy-Jennings chart as a daily mean.

D. To print all the QC data points for the tests perform the following procedure:

  
From the MAIN MENU under START UP PROCEDURES:


       
1.
CAL/CONTROL select QUALITY CONTROL.  

2.
Cursor to the test and press enter to view the Levy-Jennings chart. (ESC; PRINT to print chart)

3. 
Press F1 (RESULT LIST) to view the results in tabular form. 

4.
Press F6 and enter (EXECUTE) to print the individual values under current controls.  Press ESC to exit back to graph. 

5. 
Press F2 to view other control level and continue with F1 to view the results in tabular form.

VI.
PROCEDURE

A.   
Through MAIN MENU under STATUS select SYSTEM.  The SYSTEM STATUS screen identifies if any system parameters are flagged for being out of range, i.e. temperature. Print screen by pressing ALT and PRINT SCREEN simultaneously.

B.    
Through MAIN MENU under STATUS select PRODUCTS.  The PRODUCT STATUS screen lists all of the reagents on board, along with the total volume and expiration time. Scan the list to decide which reagents need to be reconstituted for test(s) to be run. Keep in mind when scanning the list that chromogenic and Staclot Protein S reagents need 60 minutes for complete reconstitution.

C.    
Reconstitute reagents, controls and calibrators as needed, following the instructions in each procedure.

D.
Add reagents, controls and calibrators as needed to STA Compact, following the instructions in each procedure.  Discard any reagents with blinking red lights. These reagents, controls or calibrators are either empty or expired (complete).

E.
Load Desorb U reagent:  Add a reducer and replace the perforated plastic cap. The Desorb U reagent is used by the STA Compact to clean and deproteinate the reagent probes.  Through the MAIN MENU under LOADING, select  PRODUCTS . After the drawer opens, place Desorb U on the STA Compact .

F.    
Request Quality Control:  Through the MAIN MENU under CALIB./CONTROL select QUALITY CONTROL and press enter.  Place the cursor on the test(s).  Select each test by pressing F1 (do not press the enter key).  When all of the tests have been selected, press F10 to run the QC. 
G.
Load patients’ samples:  Access the sample drawer(s) through the MAIN MENU under LOADING select SAMPLES.  After the drawer opens, identify the type of specimen, such as microsample (press F8) or stat (press F12).  Identify the sample by bar coding or manually entering on the keyboard the patient identification  number and then placing the sample into the drawer.
H.
In MANUAL MODE, the operator must order the test(s) from the menu.  Cursor to the test and press enter to select.  When all tests are ordered, press F10 to save.
I.
In AUTO MODE, the Compact will automatically order the test(s) selected in the AUTO MODE profile.  To create the AUTO profile from the sample loading screen, press ESC for options.  Select CHANGE PROFILES and press enter.  With the cursor on the AUTO profile, press enter to modify.  Select the desired tests by pressing enter to confirm the selection.  When finished selecting test(s), save the profile by pressing the F10 key.

J.
If TELELOADING is selected as the AUTO MODE profile, the STA Compact will query the host computer and download the test(s) as well as assign the status ( i.e. stat).
K.
As soon as the sample drawer closes, the TEST STATUS screen will appear.  If there is not enough reagent(s) to run the test(s), the suspect reagent(s) will appear in red with the amount of deficiency.  This deficiency will BLOCK the SAMPLE PIPETTING.  When this occurs, add the necessary reagent(s) to run the samples by responding N (NO) to the warning message ‘NEW TESTS ARE DELAYED - REACTIVATE?’  Reagents can then be loaded in the reagent drawer.  By responding Y (YES) to the warning message, ‘NEW TESTS ARE DELAYED - REACTIVATE, the instrument will continue to perform all tests for which there is sufficient reagent (i.e. while waiting for reagents to stabilize after reconstitution).
L.
All dilutions of calibrators, controls, and patient samples are automatically prepared by the STA Compact according to the parameters entered in each Test Set-up.  If the patients’ results fall outside the re-dilute conditions, the Compact automatically re-tests the sample in question at an appropriate dilution provided that the option has been entered in the Test Set-up.
M.
All patient results are displayed on the TEST PANEL screen and automatically print out and transmit if so selected on the system status screen.
N.
For results in question that need operator intervention, cursor to the identification number in the TEST PANEL screen and press enter.  This will display the FILE PROCESSING screen.  Follow the options on the left hand corner of the screen, (i.e. F3 - rerun test).

VII.
CALCULATIONS


Follow instructions specified in each procedure.

VIII.
REFERENCE RANGE

See reference range for each test.

IX.
REPORTING RESULTS

Follow instructions specified in each procedure.

X.
NOTES

See notes specified in each procedure.

XI.
LIMITATIONS OF PROCEDURE

See limitations specified in each procedure.

XII.
REFERENCES

1. STA/STA Compact Operators Manual. START UP PROCEDURES

2.    STA – Desorb U, Desorbing Solution for Use with STA Analyzers.  Package insert 

       26265 – Revised October 1996.
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