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Created 1977

> 200 p. incl. 60 DVM/PhD/MSc

2 sites / 15000 sqm

CER Groupe is a collective research 
center supporting human and animal 

health by providing products and 
services to companies active in the 
biotech, pharma, food safety and 

agriculture sectors.
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CER & Food Safety : belgian NRL activities
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CER & Food Safety : official control laboratory activities (ISO17025)

• Veterinary drugs, hormones, forbidden substances
• Non-dioxin like PCBs
• Unauthorized dyes
• Food allergens, lactose, sulfite
• Mycotoxins, plant toxins, marine toxins
• Pesticides
• Proteins of animal origin

Flexible scope

Nathalie Gillard - SARAF webinar - 20/12/2023



Revalidation of existing methods at CER Groupe according to 
2021/88
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 Current ISO17025 scope of CER Groupe : 

 Revalidation Priorities :

1. Methods already fit-for-purpose (MMPRs already OK)

2. Most frequently used methods (high number of samples)

3. Methods requiring modifications for lower MMPRs

4. Methods requiring inclusion of new compounds/matrices regarding MMPRs 

5. Other methods
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Full scope : 13179 combinations method/matrix/species/compounds

VMPR : 9050 combinations (4845 for group A) 

VMPR : 336 combinations method/matrix/species



• Regulation 2021/808 regarding method validation

• Regulation 2022/1644 regarding new classification of substances

• Technical EURL Guidance Documents were planned:

1.on the quality control during routine analysis (ongoing method performance 
verification) (finalized, version 1.1)

2.on confirmation method validation (finalized, version 1.1)

3.on the extension of methods (finalized, version 1.0)

4.on validation of screening methods (not yet finalized)

5.EURL Guidance Document on the validation of HRMS methods

6.Standard addition

https://eurl-residues.eu/eurl-portal/portal-guidance-documents/

In Belgium, additional guideline for flexible scope management of VMPRs

New EU regulation for VMPR : reference documents
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BELAC 2-105 R3-2015 F (fgov.be)

https://economie.fgov.be/sites/default/files/Files/Publications/files/Belac-FR/2-105-FR.pdf
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Historical content :

- how to obtain a flexible scope

- validation concepts

Modifications linked to :

1.Update to fit with new Regulations/guidance

• new classification of substances 

• new classification of matrices 

• modification of validation requirements

1.News issues to be implemented

• On-going validation

• Standard addition

• Target concentration based on ALARA principle for 
not authorized compounds

• Analysis of dual use substances

Belgian guideline for flexible scope management of VMPR (BELAC 
2-105)

Publication planned for 01/2024 
(french & dutch, english version later in 2024)
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 Flexible scope could be requested for matrices or parameters

 Classification of matrices
 Flexibility possible at different levels (if ≥ 50% already validated/accredited)

• sub-matrices
• principal matrices
• groups of matrices

 Classification of parameters
 Flexibility possible at different levels (if ≥ 50% already validated/accredited)

• principal parameters
• sub-groups

Belgian guideline for flexible scope management of VMPR (BELAC 
2-105)



BELAC 2-105 guideline : groups of matrices
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Flexibility on Matrices :

4/7





BELAC 2-105 guideline : groups of matrices

10Nathalie Gillard - SARAF webinar - 20/12/2023



BELAC 2-105 guideline : groups of matrices
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BELAC 2-105 guideline : groups of matrices Flexibility on parameters :

2/3

2/4

3/6

3/5



Levels of validation : 
general decision tree
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Harmonisation : set a reasonable lowest limit
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0.5 ppb

0.01 ppb

Strategy to determine Target Concentration (TC) based on 
EFSA methodology : Step-wise approach applies 
toxicological screening values (TSVs), based on genotoxic 
potential, pharmacological activity, as well as other effects 
of the substance.

lab 1 lab 2

CCα

Levels of validation: harmonization for Group A 
substances



15Nathalie Gillard - SARAF webinar - 20/12/2023

Levels of validation: harmonization for Group A 
substances

Validation at 50 % of 
RPA or MMPR :

CC<RPA/MMPR



• Use of screening or qualitative confirmatory methods
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Validation for Group A substances : CER strategy



Option 1 : full/primary validation
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*: for not authorised or forbidden substances, the 
target concentrations has to be as low as practically 
achievable and the CCβ/CCα have to be ≤ RPA and 
ideal ˂ MMPR

A substances in screening or qualitative confirmatory
methods

Combined validation for different species/matrices if the extraction is the same

Validation in one day (several day for on-going validation) with:
• 20 blanks
• X QCs at STC (screening method) or LCL (qualitative confirmation method) 

X varying between 20 and 60 depending on the ration STC/RL

• New method
• Revalidation after modification of the sample prep



Option 1 : full/primary validation
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A substances in screening or qualitative confirmatory
methods

Example of ANA28 – qualitative screening method for antiectoparasitics compounds (A3f) in 
food commodities by UPLC-MS/MS

→ validation of several matrices with the same extraction protocol

Validation scheme : 1 day
- 4 blank liver
- 4 QC liver
- 5 blank poultry muscle
- 5 QC poultry mucle
- 3 blank fatty fish
- 3 QC fatty fish
- 3 blank lean fish
- 3 QC lean fish
- 5 blank egg
- 5 QC egg

Performance parameters :
- RRT
- specificity
- ruggedness
- Ccbeta(=target concentration)

Challenges : sensitivity of the method, workload of the operators



Option 2 : light/secondary validation
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A substances in screening or qualitative confirmatory
methods

Combined validation for different species/matrices if the extraction is the same

Validation in one day (several day for on-going validation) with:
• 6 blanks
• 6 QCs at STC (screening method) or LCL (qualitative confirmation method) 

X varying between 20 and 60 depending on the ration STC/RL

• Extension to new parameters
• Extension to new matrices (within same group) or species
• Revalidation at lower concentration (by example for lower MMPRs)



Option 2 : light/secondary validation
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A substances in screening or qualitative confirmatory
methods

Example of ANA34 – qualitative confirmatory method for beta-agonists in bovine and porcine 
urine by UPLC-MS/MS

• decrease of target concentrations for alignement with new MMPRs → light validation

Validation scheme : 1 day
- 3 blank bovine urine
- 3 QC bovine urine
- 3 blank porcine urine
- 3 QC porcine urine

Performance parameters :
- RRT
- ion ratio
- specificity
- ruggedness
- CCalpha

Challenges : sensitivity of the method, workload of the operators
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Workload

Complexicity of new legislation

Alternative validation scheme (light 
validation, combination of 

matrices/species)

- Decision tree to determine target
concentration + ALARA approach

- new group of parameters : list of 
compounds + target matrices ?

Flexible scope
Revalidated method under
accreditation after project

completion

Challenges: Solutions:

Application of new verification
criteria

Applicable only for revalidated
method



Revalidation of existing methods at CER Groupe according to 
2021/88
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• Actual status for re-validation/re-interpretation

• 56 % (5071 combinations) (Group A&B)

• 65% (3175 combinations) (Group A)

• Remaining validations to be performed (Group A): 

• 162 combinations method/matrix/species

• 50 combinations method/matrix (regrouping species/matrix)

 12 quantitative confirmatory methods

 31 qualitative confirmatory methods

 7 screening methods
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Start 
05/2021

Target 50% 
12/2023

Target 75% 
12/2024

Finish
12/2025

Still a lot to do….



Thank you !
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