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News from the GLP monitoring authorities
Sabine Frey 

Federal Office of Public Health
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Outline

23. September 2025

• News from the authorities 

• OECD on-site evaluation

• New AGIT guidelines

• New website of the common notification authority for chemicals 
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Changes at the GLP Monitoring Authorities
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Swissmedic (Swiss

Agency for Therapeutic

Products)

Federal 

Office for the Envir

onment (FOEN)

Federal Office of

Public Health (FOPH)

Notification Authority for 

chemicals (NA Chem)

Elisabeth Klenke* Christoph Moor* Sabine Frey* Timothée Barrelet

Eva Rached Michael 

Aeschbacher

David Grünig (in training)

Anja-Maria Möller (in 

training)

Alena Tierbach

Daniel Roth (retired)

*Heads of the GLP Compliance Monitoring Units
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OECD On Site Evaluation of the Swiss GLP Monitoring Programme

On-Site-Evaluation (OSE)

• The purpose of an on-site evaluation is to gather evidence firsthand on 

the operation of the GLP Compliance Monitoring Programme such that 

members of the OECD Working Party can have confidence in the 

statements of GLP compliance issued by the Monitoring Authority.

• 18.-22.11.2024

• Inspectors from Brazil and Czech Republic evaluated our GLP Monitoring 

Programme including the inspectors and followed a GLP inspection.

➢Swiss GLP Monitoring Programme is compliant
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Revision of the AGIT guidelines

The Working Group on Information Technology (AGIT) is currently revising all AGIT Guidelines 

on Computerised Systems

Update the guidelines with the most recent OECD GLP documents, particularly OECD 22, 

OECD 23, OECD 25 and OECD 17 supplement 1:

• Ensure consistency with the new OECD documents

• Provide additional guidance with regard to data integrity and risk-based approaches (e.g. 

data integrity risk assessment)

• General update and restructuring of the guidance documents (e.g. removal of text that is 

outdated for technical reasons)
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Revision of the AGIT guidelines

The first two revised AGIT guidelines have been published on the Swiss GLP website 

(https://www.anmeldestelle.admin.ch/de/agit) in July 2025: 

Good Laboratory Practice (GLP): AGIT – Validation of Computerised Systems

Good Laboratory Practice (GLP): AGIT – Guidelines for the Acquisition and Processing of 

Electronic Raw Data

Test facilities were informed per E-Mail on the publication of the documents
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Good Laboratory Practice (GLP): AGIT – Guidelines for the 
Acquisition and Processing of Electronic Raw Data

The guidance document was completely revised. Key aspects of 

the document that were modified/extended: 

• Requirement for documented data governance procedure 

was referenced (OECD Doc No. 22)

• General framework for data integrity risk management was 

introduced

• Impact of IT Architecture on data integrity risks discussed

• Life-cycle of electronic raw data: Reference to data integrity 

risk aspects was strengthened and examples of risk to data 

integrity were added

• The information on audit trail requirements and audit trail 

review was extended based on OECD Docs No. 22 and 23

• Data processing activities: The requirement for retention of all 

records of data processing activities (according to OECD Doc 

No. 22) was included 

23/09/2025 SPAQA General Assembly & Annual Meeting 7



Autor

Good Laboratory Practice (GLP): AGIT – Guidelines for the 
Acquisition and Processing of Electronic Raw Data
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Data integrity over the data life-cylcle

Examples of risks to data integrity over the data life cycle: Data transfer/migration

(Separate AGIT Document)

Data 
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Good Laboratory Practice (GLP): AGIT – Guidelines for the 
Validation of Computerised Systems

The guidance document was completely revised. Key aspects of 

the document that were modified/extended: 

• The role of risk assessments to determine the validation 

approach and to scale the validation effort was emphasised

• Introduction of a new section risk assessment: Overarching 

discussion of risk assessment in a separate section 

considering the system, the functions and data integrity, also 

integrated in the V-Model (system development life cycle)

• Annex with the system categories was removed, possible 

criteria for system categorization are now described in a more 

general manner

• A new section on testing was introduced 

The recommendation to conduct the validation in analogy to a 

GLP study was maintained. 
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Current activities of the AGIT

• The AGIT is currently working on the revision of the Document AGIT – Guidelines for the 

Archiving of Electronic Raw Data. 

=> No timeline has been fixed for the publication yet, the test facilities will be informed when 

the revised document is published. 

• In addition, the AGIT is discussing the topic identification of GLP-relevant electronic 

communication and retention of electronic communication (particularly E-Mails) in electronic 

archives 
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New website of the Common notification authority for 
chemicals

New website online since summer 2025

The information about GLP is available under the following link:

https://www.anmeldestelle.admin.ch/en/good-laboratory-practice-glp 
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Thank you for your attention! 
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