
SPAQA ANNUAL MEETING 2024

QUESTIONS TO GLP MONITORING AUTHORITIES



ORGANISATION

 Can method validations be done in compliance with GLP, or do they always have to be non-GLP? 

Answer

Yes, method validations can be conducted under GLP.

According to the OECD FAQ, there is no requirement to perform method validation in compliance with GLP. 

The Swiss GLP Compliance Monitoring Authorities do not have national requirements in this regard.

Certain guidelines that reference validation methods may mention GLP compliance (e.g., ICH GD M10). Such guidelines are 

outside the scope of Monitoring Authorities and should be discussed with Receiving Authorities.

CH Authorities will check GLP compliance, if method validations are done under GLP.
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ORGANISATION

 If a test facility is accredited to an ISO standard (e.g. ISO13485) and also GLP certified is it possible to claim 

compliance to both standards for a study, if all requirements for both standards are met?

Answer

There are differences between ISO and GLP.  The Swiss GLP Compliance Monitoring Authorities are only responsible for GLP.  A 

claim regarding an ISO standard will not be in scope of an inspection/audit as long as it does not violate the GLP Principles, an 

ISO claim could be made.

OECD Position Paper Regarding the Relationship between the OECD Principles of GLP and ISO/IEC 17025 | OECD Series on 

Principles of Good Laboratory Practice and Compliance Monitoring | OECD iLibrary (oecd-ilibrary.org)

3

https://www.oecd-ilibrary.org/environment/oecd-position-paper-regarding-the-relationship-between-the-oecd-principles-of-glp-and-iso-iec-17025_62d9f44d-en


TEST ITEM

 How strict are the Swiss GLP Authorities about GLP justification of Test Items? If a test item is for example a 

surgery robot or a laser surgery technique (rather a method than a real Test Item), can this study be done in 

GLP?

Answer

The Swiss GLP authorities may accept studies involving non-traditional test items provided that the study is within the scope 

according to the OGLP art. 2 and the area of expertise of the test facility (see OECD FAQ - Test items, Q&A 7).  The OECD 

Document No. 19 should also be considered with regard to the characterisation of medical device test items.  
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STUDY PLAN

 From German QA inspectors I heard that a change to the Study Schedule in the Study Plan is always to be done 

with an Amendment to Study Plan, never with a Deviation. Does this apply for Switzerland, too? If the date of the 

Study Schedule has already passed, an Amendment (=intended change ahead of time) seems inappropriate.

Answer

If a date is significantly changed (e.g., postponed by one month or more), an amendment to the study plan should be written 

in a timely manner.  This is a consequence of the GLP Principles (Section 8.2) which require that the experimental starting and 

completion date is stated in the study plan (please refer also to the Swiss Interpretation of the GLP Principles, point 8.2).

Therefore, processes should be established, which ensure that amendments are issued ahead of time. 
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STUDY CONDUCT

 According to OECD GLP 22 the following is expected:

 Where data are supported by electronic communication methods such as email and electronic messaging (e.g. allowing 
verification of GLP activities and responsibilities), processes for ensuring retention and the collation of electronic 
communications should be established (including ensuring that the records are complete and integrity is intact). […]

 For what kind of information is this retention of the electronic communication expected? (e.g. SD nominations,...)

Answer

The TFM is expected to identify which kind of information available as electronic communication should be retained during a  
data integrity risk assessment.  

The Swiss GLP Compliance Monitoring Authorities cannot provide specific information as workflows greatly differ between the
TF.

OECD Advisory Document No. 22 already mentions «allowing verification of GLP activities and responsibilities». Hence, if the 
TFM nominates an SD only via email, this email should be retained accordingly.
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STUDY CONDUCT

 Can an Amendment to Study Plan to stop a GLP Study be issued if the Sponsor doesn’t react at all? If there is no 
reaction whatsoever during the study and a longer time after the experimental completion date?

Answer

Delaying of the study by the sponsor after the experimental phase is described as a common scenario of sponsor influence on 
studies in OECD Document No. 21 (section 6.1).  To avoid such situations, timelines for sponsor replies and consequences in 
case no reply is provided should be defined in the study plan or in any service agreements or contracts. If the experimental 
phase has been completed, a report should be written, even if the sponsor fails to respond. However, the study director has the 
authority to issue an amendment to stop a GLP study if the sponsor fails to provide required information after a reasonable 
time.  This may be acceptable in certain cases only, e.g. if the sponsor's lack of response jeopardises the scientific integrity, 
regulatory compliance, or other critical aspects of the study.  All efforts to contact the sponsor should be documented to 
demonstrate that the test facility has made a genuine attempt to obtain the sponsor’s response.  An amendment should be 
written that clearly justifies the decision to stop the study, citing the sponsor's lack of response as a critical factor.
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ARCHIVING

 According to the Swiss Interpretation of the GLP Principles 2023 (§10.3), the Swiss GLP CMA accepts sponsors 
requests to archive the documentation belonging to finalized studies at their site rather than at the TF.

 In case GLP compliance monitoring authorities have different approaches on this point (Sponsor and CRO not 
based in the same country), which national GLP rules applies? The Sponsor’s or CRO’s?

Answer

The Swiss Interpretation of the GLP Principles 10.3 refers to studies conducted at a test facility in Switzerland.  Therefore, the 
Swiss GLP regulation applies with regard to the retention period of the study-related records and material (at least ten years 
according to OGLP), independently of the location of the GLP archive. 

Generally,  sponsors should consider that study records be retained for as long as regulatory authorities might request GLP 
audits of the respective studies (see OECD GLP Document No. 15, section 7.6).  Depending on the concerned receiving 
authority (or authorities), this might require a longer retention period than required according to the Swiss national regulation. 
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COMMUNICATION FROM AUTHORITIES

 Would it be possible to access the previous Swiss interpretation of GLP principles on the Webpage as a lot of 

information was removed during the last update in December 2023.

 Would it be possible to have access to previous GLP Newsletters on the Webpage? 

Answer

Earlier versions of the Swiss Interpretation of the GLP Principles are obsolete and should no longer be referenced.  To avoid any 

confusion with the current version, we would like to refrain from posting the earlier versions of the Swiss Interpretation of the 

GLP Principles on the GLP website. In case of question regarding earlier versions of the interpretations or the newsletters the 

Swiss GLP authorities can be contacted. 
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