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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www. iso. org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www. iso. org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the voluntary nature of standards, on the meaning of ISO specific terms and expressions
related to conformity assessment, as /well [as information! abott/ISO’s| adherence to the World Trade
Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following URL:
www.iso. org/iso/foreword. html.

This document was prepared by Technical Committee ISO/TC 69, Applications of statistical methods,
Subcommittee SC 6, Measurement methods and-results.

Alist of all parts in the ISO 11843(série¢s canbefound onthe [SOWebsite.
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Capability of detection —

Part 5:
Methodology in the linear and non-linear calibration cases

AMENDMENT 1

Page 6, 5.4 Differential method

In the first sentence, replace “Equation (10)” with “Equation (1)".

Page 7, 5.4 Differential method

In NOTE 1, replace “ox(X) =1/3,30 = 30 %" with “px(X) =1/3,30 =30 %".
Page 8, 6.2 Law of propagation of uncertainty

Replace the existing Equation (11) with the following:

2 X? 2. .2 2 . w2 Ow ° (oalY) ’
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X isthe amount of sample (net'state‘variable);n

is the absorbance measurement (response variable) and/can be replaced by a calibration
function;

G is the amount of labeled antigen (0,1 pg/1);

px isthe CV of pipetted volumes of sample (0,9 %);

pc is the CV of pipetted volumes of labeled antigen (0,9 %);
pp isthe CV of pipetted volumes of antiserum (1,9 %);

ps is (2/3) x (CV of pipetted volumes of chromogen-substrate solution) where the coefficient 2/3
is used to transform the volume error of the pipette to the essential error of chromogen pro-
duction which occurs on the surface of the well in a microplate (0,6 %);

ow is the SD of the absorbance measurements among the wells of a microplate and is constant as
long as the within-plate uncertainty is concerned (0,002 absorbance);

oy is the SD of noise intensities appearing in a baseline (this edge effect was observed to be so
small that cannot be shown and therefore oy = 0).

Page 12, Annex A

Replace “|dY/dX| derivative of calibration function” with “|dY/dX| absolute value of derivative of
calibration function”.
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