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Appendix 1
Example of use of suggested method for reporting the data for the calibration of a
Working Reference Preparation of thromboplastin against an International Referenc
e Preparation.
In this example the test results are used which are obtained on only one of the te
n occasions of which a calibration procedure exists.
The real calculations are done with the pooled data obtained at all ten occations.
Date:2.6.1983 Water-bath temperature 37.1°C
Thromboplastin:1. Rabbit brain thromboplastin Working Reference Preparetion.

2. International Reference Preparation of Thromboplastin Rabbit,Plain,RBT/79.
Endpoint recording: tilt tube technique(waterbath)
Time startede: 10h15 Time finished: 11h00
Table 1:Suggested protocol for the recording of clotting times in the calibration of a
Working Reference Preparation of rabbit Thromboplastin.

International reference Working reference

preparation RBT/79 preparation




Plasma Order of Clotting time Order of Clotting time

testing (seconds) testing (seconds)
Normal 1 1 15.9 2 13.8
Patient 1 3 21.4 4 19.6
Patient 2 5 35.6 6 30.8
Patient 3 7 29.1 8 28.6
Patient 4 9 21.8 10 19.6
Patient 5 11 41.1 12 33.6
Patient 6 13 37.9 14 28.1
Normal 2 15 17.1 16 15.2
Caliculation

The International Sensitivity Index of the working preparation(1 S I WR P) is obtai
ned by plotting the prothrombin times using the two thromboplastins on logarithmi
c axes as shown in Fig.1, fitting a straight line and estimating the slope. Any suita
ble statistical procedure for fitting the line and for estimating the slope and standa
rd error of the slope may be used. However,the technique of orthogonal regressionl
may be preferred. With this technique,the slope,C I R P, WR P ,can be calculated f

rom the following formulae:

50

40+

30

Calibration line (the
International Sensitivity
Index is defined in terms

20 of the slope of this ling)

10 1 ! ol i L
10 20 30 40 50 60

Prothrombin time of International Relerence Preparation

RBT/79

Prothrombin time of working reference preparation

Fig.1.Doublelogarithmicplotofprothrombintimesobtainedononeoutoftendifferentoccasionsfordetermi

nationofthelnternationalSensitivityIndex.



Example

UsingthedatafromTablel,thecalculatedvaluefor C I R P, WR P1is0.968.
ThelnternationalSensitivityIndexforRBT/79is1.4.Thus,thelnternationalSensitivityIndexfortheworki
ngreferencepreparationisestimatedas0.968 X 1.4=1.355.

Thestandarderrorfor C I R P, W R P iscalculatedas0.072.Thus,S.E.ISIWRP) = 0.072 X 1.4 =
0.100.ThecoefficientofvariationfortheISIoftheworkingreferencepreparationis100 X 0.100/1.355 =
7.4 % .ThecoefficientofvariationislargebecouseTablelcontainsdatafromonlyeightplasmas,i.e.,oneday’s
tests.Inpractice,testswouldbeconductedonseveraldaysandthecoefficientofvariationusingthecombined

datawouldbesmaller.
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