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WG 1.3 questions

What should characterize the quality of a good multi-parameter method?

b.  How many (and which) parameters should be selected for validation of a
multi-parameter method — and can good performance for the
measurement of one analyte be extrapolated to the performance of the
measurement of analytes with equivalent properties??

c.  Must test kits be regarded like empiric methods (i.e. “defining” their results
in relation to the specific test) or can they be compared with (and
validated in comparison with) traditional methods for the same sample
types and parameters?

d.  How is instrument performance (qualification) dealt with in relation to
Method Validation for these types of methods?

e. How can validation of an automated equipment-based method (“Black
Box” method) be planned and performed?

f. What are the conditions for selecting any of these methods (test kits,
automated methods) as an alternative to traditional methods in the
laboratory?

g. Do you see any needs for special validation parameters for any of these
methods in addition to the traditional parameters (see e.g. list under
worskhop 1.2)?

h.  Which specific topics could be relevant to include in a revised Eurachem
Guide on Method validation?

Ieiisbie resuts

a) What should characterize the quality of iom 3
a good multi-parameter method?

- Different multi-parameter methods

- Multiple measurands — one signal — one result:
comparable to one-parameter measurements with test
kits, only reproducability and repeatability, no trueness

- Multiple measurands — multiple signals — one result:
validation of individual signals, standardization of the
calculation of the result

- The same quality features on as many parameters as
feasible

© Eurachem 2012



Eurachem Workshop e Berlin May 2012 WG 1.3:
Validation / Traceability / Measurement Uncertainty... ..multi-parameter methods, test kits, automated..

Ieiisbie resuts

b) How many (and which) parameters
should be selected for validation of a multi-
parameter method — and can good perfor-
mance for the measurement of one analyte
be extrapolated to the performance of the
measurement of analytes with equivalent
properties??
- Those parameters that are critical for final decision
making (toxic, prohibited, ...)

- No extrapolation (non-standard methods) or
extrapolation as prescribed by standard methods

c) Must test kits be regarded like empiric
methods (i.e. “defining” their results in
relation to the specific test) or can they be
compared with (and validated in comparison
with) traditional methods for the same
sample types and parameters?
- Different test Kits:

- A) for empirical parameters

- B) "specific”
- For A) validated like all empirical methods
- For B) validation parameters as in any other method
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Ieiiabie resul

d) How is instrument performance &\ J
(qualification) dealt with in relation to Method
Validation for these types of methods?

- No general rule

- Depends on principle and purpose of the particular
method

e) How can validation of an automated
equipment-based method (“Black Box”
method) be planned and performed?
- Distinction:
- A) automation to increase laboratory throughput
- B) automation to control (production) process

- For A) validition like in non-automated method
(validation signal vs. Species)

- For B) validation of signal vs. product quality
- Knowledge of instrument qualification

- Balance between instrument qualification and method
validation
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f) What are the conditions for selecting
any of these methods (test kits, automated
methods) as an alternative to traditional
methods in the laboratory?

- Speed

- Price

- Acceptabilty for customer

g) Do you see any needs for special
validation parameters for any of these
methods in addition to the traditional para-
meters (see e.g. list under workshop 1.2) ?

- No additional parameters

© Eurachem 2012



Eurachem Workshop e Berlin May 2012 WG 1.3:
Validation / Traceability / Measurement Uncertainty... ..multi-parameter methods, test kits, automated..

Tosbasis tor produsing

Ieiisbie resuts

h) Which specific topics could be relevant &\ /.j
to include in a revised Eurachem Guide on
Method validation?

- Open for discussion by plenum

Additional subjects discussed

- [none]
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