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New Pyrogenicity Strategy
Suppression of the Rabbit Pyrogen Test



Phasing out the Rabbit Pyrogen Test - Communication to 
stakeholders

EPAA/EDQM 
Conference
EU Commission, 
Brussels

SepJune2021 2022

Project started, with 
announcement of the 

timelines
EDQM 11th

edition 
Conference
EDQM, 
Strasbourg
(19-21/09)
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June 2025
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RPT deleted from 57 texts
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Ph. Eur.
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EMA Q&A
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Save the date! Follow-up EPAA/EDQM event

25-26 February 2026 Brussels
https://www.edqm.eu/en/-/save-the-date-joint-edqm-epaa-symposium-pyrogen-testing-2.0-ethical-
evolving-and-eco-friendly-implementing-safe-rapid-state-of-the-art-and-sustainable-non-animal-
approaches-worldwide-25-26-february-2026 
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Exploring a certification system for rapid microbiological methods

Concept stage: 
Still lots of questions to address

Stakeholders feedback
 Needs
 Embark
 Shape the system

Identification of
 Benefits
 Challenges
 Questions re. stakeholder needs 

(what would be acceptable/not 
acceptable)

Regulator
workshop Public 

workshop

EDQM-APIC meeting, 2 July 2025



Competent 
authorities

Exploring a certification system for the validation and comparability of RMM

Approved 
application

Product

approval 

review

Experts’ opinion
• Suitability of the RMM according to 5.1.6
• Comparability to Ph. Eur. method

RMM: rapid microbiological methods

EDQM premises

Review by 
board of experts

Ph. Eur. 
5.1.6

RMM 
supplier / 

user

RMM 
user

(e.g. new use)

RMM 
Equipment

Validation / comparability studies 

EDQM-APIC meeting, 2 July 2025
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More information

Follow us on
edqm

@edqm_news

EDQMCouncilofEurope

www.edqm.eu

https://go.edqm.eu/Newsletter

Thank you for your 
attention!

http://www.linkedin.com/company/edqm
https://x.com/edqm_news
https://www.facebook.com/EDQMCouncilofEurope
http://www.edqm.eu/
https://go.edqm.eu/Newsletter
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