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Background

A
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Evaluation of vector control products relies on bioassays \AAal=la= (eNele]ale B[/ AVE ({6 11 0]
and semifield tests

A new method has been designed

Bioassay method development requires a rigorous A standard method has been
validation process modified

V To capture appropriate entomological endpoints A standard method is used for a
Method validation: a technique used tiemonstrate new purpose
that a procedure is suitable for its intended purpesel . To demonstrate comparability
produce reliable results between a novel method and an
Standardsed guidelines and protocols for conducting existing standard method

standard vector control tests are available

No standardised guidelines for validating novel vector
control methods

Method validation framework for laboratory bioassays
and semifield tests




Guidelines
* International Organisation for Standardisation (ISO)
* International Council for Harmonisation (ICH)
+ Eurachem
 Clinical Laboratory Standards Institute (CLSI)
National Association of Testing Authorities (NATA)

Methodology

Step 2:
Establish themes

Identify common
themes, similarities,

and differences with
the vector control field
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Stage 1: Preliminary development

Method Goal Analytical Goal
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Stage 2: Feasibility experiments
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+ Repeatable and
efficient

[ For each measurement outcome calculate effect size, variance and sample size ]

Define final endpoints for Select strains for validation Draft
validation experiments
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Stage 3: Internal validation
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Stage 2: Feasibility experiments
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Validation substudies >

Substudy Validation stage Analytical parameter/Analysis

Robustness A To solidly understand the method Preliminary Robustness: Regression
A To determine the suitable testing conditionsdevelopment

Linearityand ¢2 RSUOSNXAYS | g2 NJ A\ Feasibility, internal  Linearity: scatter plot with best
range results that is accurate and precise and external line fit, linear or noAinear
validation regression

Replication A deeper understanding of variability and its Feasibility, internal ~ Precision: Simple @mates
sources and external e.g., coefficient of variation,
V Intra-assay precision, intermediate precisic validation ANOVA or mixeeffects models

and reproducibility

Comparison To determine comparability of an existing Feasibility, internal  Agreement asessmentBland

method to a novel/modified method and external Altman plot

V Experiments to be performed in parallel  validation
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Working Example




Video Cone Test (VCH)U3BIoassay

A Bioassay @veloped by the Mosquito Behaviour A
Group (LSTM)

A Standard WHO cone test with modification |
NG %“)2
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activity

VCTPLUR\pparatus (Hughes et al, 2022)




VCTPLUS/alidation Process



