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Global and increasing trade of plant and plant products

Diversity of products

Quick evolution of sectors

Critical challenges for plant production and plant health

Facilitate safe trade

Secure food supply

Avoid loss of productions

Avoid dissemination of pests

Avoid environmental impacts

Need for rapid and reliable plant pests diagnostic

Context

© https://unctad.org/webflyer/review-maritime-transport-2018

© ANSES



Quality assurance and validation in diagnostics: why is it important?

London, 21 – 23 September 2022 | International Plant Health Conference

Context

© https://unctad.org/webflyer/review-maritime-transport-2018

© ANSES

Quality assurance and validation 
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Quality assurance implies in the laboratory:
- Written and standardized testing procedures

- Reproducibility of testing
- Traceability

Mutual / multi-lateral recognition of diagnostic

- Staff competence monitoring
- Confidence in testing and tests results

Mutual / multi-lateral recognition

How quality assurance support the 
reliability of diagnostic

©
 Freepik
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How quality assurance support the 
reliability of diagnostic

Quality assurance implies :
- Standardization of diagnostic protocol

- IPPC diagnostic standards (31 protocols available)
https://www.ippc.int/fr/core-activities/standards-setting/ispms/

- regional standards (e.g. 150 EPPO diagnostic 
standards available at EPPO website)

https://www.eppo.int/RESOURCES/eppo_standards/pm7_diagnostics

- Cooperation at international / regional levels (e.g 
European cooperation for Accreditation)

- Standardization of implementation of ISO standards and 
validation procedure

- EPPO PM 7/98 - EPPO PM7/122

https://www.ippc.int/fr/core-activities/standards-setting/ispms/
https://www.eppo.int/RESOURCES/eppo_standards/pm7_diagnostics
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Expression of needs
From risk manager’s perspective
From laboratory’s perspective

Performance of test
Performance study
Standardized process
Appropriate metrics

VALIDATION
Test fit for purpose

Development of sampling
and testing program
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Expression of needs
From risk manager’s perspective
From laboratory’s perspective

Harrison et al. 2022 – PhytoFrontiers https://doi.org/10.1094/PHYTOFR-03-22-0027-FI

Which common acceptable risk for 
false positive / negative result?

Misunderstandings
Ambiguities

https://doi.org/10.1094/PHYTOFR-03-22-0027-FI
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Expression of needs
From risk manager’s perspective
From laboratory’s perspective

Need for consensus tool to assist the design
of optimal sampling and testing program for early detection
of an invasive pest

 VALITEST (EU funded project)
developed a prototype mathematical / statistical framework
To be further refined and evaluated
Harrison et al. 2022 – Phytofrontiers https://doi.org/10.1094/PHYTOFR-03-22-0027-FI

https://www.valitest.eu

This project has received funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement N° 773139

https://doi.org/10.1094/PHYTOFR-03-22-0027-FI
https://www.valitest.eu/
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Validation is a complex process:

How validation support the reliability of 
diagnostic

EPPO 2021 PM 7/98 (5) Specific requirements for laboratories preparing accreditation for a plant pest diagnostic activity DOI: 10-1111/epp.12780

Performance of test
Performance study
Standardized process
Appropriate metrics

Standardized process
Dedicated documentation

Shared data
International cooperation
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Performance of test
Performance study
Standardized process
Appropriate metrics

Need for validation data and update of diagnostic protocols

 VALITEST (EU funded project) produced validation data
11 pests concerned
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VALITEST test performance studies

This project has received funding from the European Union’s
Horizon 2020 research and innovation programme under grant
agreement N° 773139

Pests concerned by the test 

performance studies:

11 pests from different groups

bacteria

fungi

nematodes

viruses
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Performance of test
Performance study
Standardized process
Appropriate metrics

Need for validation data and update of diagnostic protocols

 VALITEST (EU funded project) produced validation data
11 pests concerned
12 test performance studies conducted
80 diagnostic tests evaluated (ELISA, IF, PCR…)
More details at https://www.valitest.eu

Revision of 13 EPPO standards
Validation data available at EPPO diagnostic data base (https://dc.eppo.int/ )

This project has received funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement N° 773139

https://www.valitest.eu/
https://dc.eppo.int/
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Performance of test
Performance study
Standardized process
Appropriate metrics

This project has received funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement N° 773139

Need for validation data and update of diagnostic protocols

 VALITEST (EU funded project)
Development of the European Plant Diagnostic Industry Association (EPDIA)
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Performance of test
Performance study
Standardized process
Appropriate metrics

This project has received funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement N° 773139

Need for standardized process for test validation

 VALITEST (EU funded project) developed dedicated
documentation and ressources
- Recorded webinars
- Projects deliverables
More details at https://www.valitest.eu

https://www.valitest.eu/
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Performance of test
Performance study
Standardized process
Appropriate metrics

This project has received funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement N° 773139

Need for standardized process for test validation

 VALITEST (EU funded project) developed dedicated
documentation and ressources
- Recorded webinars
- Projects deliverables
More details at https://www.valitest.eu

- Booklet (Springer eds. – open access)

Critical Points for the Organisation of Test Performance Studies in Microbiology

https://www.valitest.eu/
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Validation is a complex process:

How validation support the reliability of 
diagnostic

Performance of test
Performance study
Standardized process
Appropriate metrics

This project has received funding from the European Union’s Horizon 2020
research and innovation programme under grant agreement N° 773139

Need for standardized process for test validation

 VALITEST (EU funded project) developed dedicated
documentation and ressources
- Recorded webinars
- Projects deliverables
More details at https://www.valitest.eu

- Booklet (Springer eds. – open access)

Critical Points for the Organisation of Test Performance Studies in Microbiology

https://www.valitest.eu/
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Improve communication between stakeholders, define a 
common langage

Co-design the sampling and testing programs

Improved validation process standard

Share validation data (e.g EPPO diagnostic database)

Harmonize diagnostic standards (IPPC ISPM n°27 annexes)

Current challenges



Thank you

Geraldine ANTHOINE
Deputy head – Plant Health Laboratory - ANSES
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