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PURPOSE:

1.1 To provide Hematology technologists with a standard methodology for performing determination of the
activity of coagulation factor in human plasma by coagulometric methods.

2. DEFINITIONS:
N/A
3. POLICY:

3.1 The assay consists of the measurement of the clotting time, in the presence of cephalin and activator, of a
system in which all the factors are present, constant and in excess (supplied by STA® - Deficient VIII, IX,
Xl, Xl1) except factor VIII, IX, XI, XII which is derived from the sample being tested.

4. PROCEDURE:

41 Specimen:

4.1.1  Collect the blood in a blue stopper vacutainer tube using a ratio of 9 parts of whole blood and 1 part
of 3.2% buffered sodium citrate.

4.1.2 Centrifuge the specimen at 3500 rpm for 10 minutes

4.1.3 Remove the platelet poor plasma and transfer to a 12 x 75 glass test tube. For the best results, test
must be performed immediately.

4.14 Freeze the plasma at -20°C or lower until ready to test (MAX 2 weeks).

415 Frozen plasma must be thawed directly at 37°C for 15 minutes before testing.

4.1.6  Specimens are stable for 4 hours at +20°C and 2 weeks at -20°C.

4.1.7 Samples that have an abnormally high hematocrit, i.e. >55%, must be re-drawn into specially
modified tubes that have had the volume of anticoagulant adjusted to ensure a correct ratio of blood
to anticoagulant.

4.2 Procedural steps:

4.2.1  When the reagents are ready for use, scan the vial label bar-code across the bar-code reader.

4.2.2 Validate the reagent volume indicated by the analyzer. Then, place the vial in drawers as indicated.

4.2.3 When the beep emitted by machine this indicates to the operator that identification and position of
the reagent are validated.

4.24 Factor VIII, IX, XI, Xl assays of the plasmas to be tested are loaded automatically as soon as the
samples have been loaded in accordance with the test definition indicated.

4.25 |If any of the patient results falls outside the working range of the assay, the machine automatically
retests the sample in question at an appropriate dilution.

43 Results:

4.3.1  The factor level VIII, IX, XI, XIl (%) of the plasmas being tested is displayed in the “Test Panel/Test

4.3.2 Ifthe control values are outside the stated ranges, check all components of the test system to ensure
that all are functioning correctly, i.e., assay conditions, reagents, calibration, integrity of the plasmas
being tested, etc. If necessary, repeat the assays.
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MATERIALS AND EQUIPMENT:

5.1 Neoplastine® Cl or - Néoplastine® CI Plus

5.2 Owren-Koller.

5.3  Unicalibrator

54  System Control + Stirring-bar
5.5  Kit containing control plasmas, normal and abnormal levels.

RESPONSIBILITIES:

6.1  This policy applies to all Hematology technologists involved in this special Hematology test.

APPENDICES:

7.1 Reagent Preparation And Storage: Factor VIII, IX, XI

REFERENCES:

8.1 Factorll, V, VIl and X inserts Kit Manual.
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APPENDIX 7.1: REAGENT PREPARATION AND STORAGE: FACTOR VIIl, IX, XI

Stability after
| reconstti!t(ution/ St.o-rage_
.Reagents Preparation opening on posttion;an
' board STA S
Compact” Compaer
Add 1 ml of distilled water.
: Allow the reconstituted reagent to stand at Product
STA"- Deficient XI room temperature (18-25 °C)gfor 30 minutes. A s drawer
Then, gently homogenize.
Add 1 ml of distilled water.
| Allow the reconstituted reagent to stand at Product
STA®- Deficient VIII room temperature (18-25 °C) for 30 minutes. <t o drawer
Then, gently homogenize.
Add 1 ml of distilled water.
Allow the reconstituted reagent to stand at Product
STA’- Dgficient x room temperature (18-25 °C)gfor 30 minutes. A drawer
Then, gently homogenize.
Transfer the contents of a vial of Reagent 2 (Solvent) Abehnbat
of the same kit. Allow the reconstituted reagent to ]
STA" - Néoplastine” CI or stand at room temperature (18-25 °C) for AR Lol Sﬁ:;g;::mr
STA"- Néoplastine® CI Plus 30 minutes. Gently homogenize. Then, place a Prodibit d ek
stirring-bar, a new STA" - Reducer and the
perforated cap.*
15-ml vial. Allow the solution to stand at room Sample
STA’- Owren-Koller temperature (18-25 °C) for 30 minutes before use. iy dravfer
Add exactly 1 ml of distilled water.
STA"- Unicalibrator Allow the solution to stand at room temperature 4 hours Z:;ii?
(18-25 °C) for 30 minutes. Then, homogenize.
STA®- System Control N Add exact-ly 1 ml of distilled water. pLibh
STA®- System Control P Allow the solution to stand at room temperature 8 hours S
(18-25 °C) for 30 minutes. Then, homogenize.
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