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— The need for validated methods
International standards are not, often, adequate to be applied
directly to analytes of saline matrices.
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* |H developed internal procedures to
validate methods and define quality
control criteria to be used in routine.
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Method Validation & Quality Control

- - 0 INTERNATIONAL IS0
» Proper validation requires STANDARD 1352
» a documented protocol e

« statistical analysis

+ adherence to "fitness for purpose” gty smaton o
- Key parameters include: m———
* Accuracy
* Precision
* Specificity et e
Detection/quantification limits R
* Linearity

* Range

* Robustness —
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Method Validation & Quality Control

- Several different Guidelines and approaches available: STANOARD w3
+ Validation:
» Eurachem Guide “The fitness for purpose of analytical
methOdS" Water quality — Estimation of - - -
» Guia Relacre 13 — Method validation in chemistry Vi and iy conea g —
» ISO 17025 and national accreditation body guides S
* Uncertainty: v e
» Eurachem/CITAC guide - Quantifying Uncertainty in — R ~
Analytical Measurement T et etnoas i
+ Guia Relacre 31 — Measurement Uncertainty o
» ISO 11352:2012. Water quality — Estimation of Guia R 3
measurement uncertainty based on validationanrd .
quality control data. o e
» Nordtest Handbook for calculation of measurement —
uncertainty in environmental laboratories e
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Method Validation & Quality Control

INTERNATIONAL ISO

+ (major) Points to be addressed: STANDARD 1352
+ Calibration control
+ Standards
* Blanks
» Reference materials (certified and internal)
* Replicate analysis
* Proficiency tests =

The Fitness for Purpose of
Analytical Methods

+ Final Outcome: s Dnlytical Methods
« Establish and control the methods’ adequacy

Internal
i QUALITY
CONTROLL
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Method Validation & Quality Control

+ At the Hydrographic Institute:

« Development and Use of internal SOPs (‘x’ T el
q q . . % Validagéo de Métodos espetrométricos| e B
(based on several international guidelines): - A
 Describes the performance parameters to be —
evaluated (and its applicability) “i’ A
‘\%,(‘, . Procedimento de Trabalho Ve
. Deflnes methodologles to obtaln Such B85 | Gontrolo de Qualdade — Enssios Fisico-Quimicos )
performance parameters
 Establishes indicative values (min/max) to be * u;<10% para os métodos espectrométricos;
obtained for such parameters e U’ < 15% para os métodos cromatogréficos.

* Defines the (minimum) frequency of QC
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Press the icon
above to open
the example
spreadsheet

Validag3o de Mé

los de Ensaio internos
IDAGAO DE METODO

Gama de Trabalha.
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Used on validation
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Supporting info /additional tests

Not applicable to the current example
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