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Networking, Contact and Information 
Exchange….

https://eurl-residues.eu/

Legislation and Guidance

Access to individual 
information / websites of 
the three VMPR EURLs

Current information
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Qualitative 
confirmatory 

analysis
HRMS guidance

Substance data 
base and stability 

data base

2.1. Performance 
characteristics to be 

determined for analytical
methods

1.2.4. Specific performance 
criteria for mass 

spectrometry
1.2.4.1. Mass spectrometric 

detection

2.5. Stability
2.5.1.  / 2.5.2

Determination of the 
stability of the analyte in 

solution / in matrix

CIR (EU) 2021/808  (consol. 17 February 2025)

MMPR guidance 

1.2.1. General requirements 
for confirmatory methods



CIR (EU) 2021/808  (consol. 17 February 2025)
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Qualitative 
confirmatory 

analysis

The idea : to express that qualitative 
detection of a banned substance is 
sufficient for objection.

Requirement for confirmation of A-
substances : use of MS-based 
techniques

However, there was and is 
currently no analytical 
procedure for a simple yes/no 
decision for confirmation

https://commons.wikimedia.org/
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Qualitative (semi-
quantitative) 
confirmatory 

analysis

EURL interpretation:

The usual approach should be to validate confirmatory methods as quantitative methods. If the 
quantification criteria for A substances are not met, these methods can be used as “semi-quantitative” 
methods.

The CCα shall be determined for confirmatory methods. The CCα shall be established under 
conditions complying with the requirements for identification plus (semi-)quantification 

Calculation methods according to “2.6 Decision limit for confirmation (CCα)“ 
1 (a) and 1 (c)  can be applied (precision requirements in Table 2 of Annex I has not to be met). 

CIR (EU) 2021/808  (consol. 17 February 2025)
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HRMS guidance

CIR (EU) 2021/808  (consol. 17 February 2025)

For HRMS :
definition of mass accuracy and resolution

General :
For identification: identification point system

(4 / 5 identification points for confirmation)

Requirements for precursor ion selection, 
product/fragment ion selection, relative ion intensities
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HRMS guidance

 Complexity of new HRMS techniques is not addressed in CIR (EU) 2021/808 

 Need of interpretation of the requirements of CIR (EU) 2021/808

EURL / NRL Working Group

e.g. additional definitions …. 
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HRMS guidance

Measurement modes…

Identification critieria
fullfilled ?
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HRMS guidance

1. Full MS (no fragmentation) 
2. Full MS with Fragmentation / without precursor ion isolation
3. Full MS with Fragmentation / with precursor ion isolation



CIR (EU) 2021/808  (consol. 17 February 2025)
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1.2.1. General requirements for confirmatory methods

For prohibited or unauthorised substances, the CCα shall be as low as
reasonably achievable. For prohibited or unauthorised substances, for
which an RPA is established under Regulation (EU) 2019/1871 the CCα
shall be lower than or equal to the reference point for action.

ANNEX I
Group A – Prohibited or unauthorised pharmacologically active 
substances in food-producing animals

MMPR guidance 
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Minimum Method Performance Requirement (MMPR)  
Clarification of method requirements – “level of interest”

Laboratories should ensure  :

CCβ for screening methods

CCα for confirmatory methods 

= >  Introduction of default values

for substance groups

< MMPR !

MMPR guidance 
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Specific rules for MMPR  

All substances in table 1 of CR (EU) 37/2010 count as B-substances, also in case of “restrictions” e.g. for a 
species (an individual evaluation of consumer risks / health concerns has taken place)

Exception : Council Directive 96/22/EC  substances (“ban of growth promoters”)

Simplified rule for B-substances without MRL in a specific matrix or species:

the MMPR is 1/4th of the “cascade MRL”
This requires in principle a spike level of down to 0.1 times the cascade MRL - where analytically feasible

The “cascade MRL” is based on European law (Regulation (EU) 2019/6 on veterinary medicinal products, Art. 
113, 114)  - Exceptional use of a medicinal product outside the terms of the marketing authorization under 
the direct personal responsibility of a veterinarian (to avoid causing unacceptable suffering of the animals)

MMPR guidance 
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all fields are open for search

Support in method devopment and validation

Databases …
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Main information

Legal aspects

Chemical informations
HRMS information

LRMS information
Standard information Solubility, stability and contact

EURL / NRL 
working group on 

stability

Substance data base and 
stability data base



SARAF Webinar 2025 - J. PolzerProgress in NRL support Page 15

2.5. Stability
(…)If stability data for analytes in the matrix are available (e.g. on the basis of information from 
the EURLs, published data, etc.), these data do not need to be determined by each laboratory. 
However, referring to available stability data of analytes in solution and in matrix is only 
acceptable if identical conditions are applied.

CIR (EU) 2021/808  (consol. 17 February 2025)

EURL / NRL Working Group

• Suitable procedures for stability data collection (who can submit data, to whom 
shall data be submitted, who checks data, who decides which data is accepted, 
entry into platform, notification of submitting person)

• Selection of data for evaluation (quality criteria for acceptance)
• Presentation of stability data (types of graphs, csv)
• Requirements for a platform for presentation of stability data

= >  Guidance on stability studies (available by the end of the year on the EURL       
website)



o Different entries depending on Matrix, Solution or Extract: e.g. 
incurred material, species, solvent component, sample preparation

o Measurement
o Measurement Technique
o No. of test portions per T-t combination
o Results obtained using IS?

o Method
o screening/confirmation
o quant/semi-quant/qual
o confirmation criteria were assessed y/n

o Results
o results as area, ratio, concentration
o results after storage confirmed/not confirmed
o Numerical result (mean of all replicates per T-t 

combination)
o repeatability/reproducibility std dev
o Reference (fresh sol/matrix, reference T, initial 

measurement)
o stability criterion

Page 16SARAF, 17 December 2025News from the Stability Database Working Group

Data collection - Import file

o General information
o Substance
o CAS No.
o Data source (BVL, …)
o Date of submission

o Study information
o Solution/Extract/Matrix/Other
o Evaluation w regard to ISTD
o Study endpoint
o Vessel material (glass, polypropylene, de-activated

glass, other plastic)
o Study code (unique code for relating all individul

results to a complete study

o Storage conditions
o Temperatures
o Storage Time
o Storage Time Unit
o Longest storage time of this study
o Light/Dark

Substance data base and 
stability data base
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Availabilities

Guidance documents will be released in the 1st quarter of 2026

Substance data base is available (partly restricted access)

Stability data base in the course of 2026

Outlook

https://pixnio.com/de/objekte/fernglas-makro-geraet



Thank you for your
interest !

SARAF Webinar 2025 - J. PolzerProgress in NRL support Page 18

…and our EURL teams for their contributions !

Contact :

https://eurl-residues.eu/


