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Disclaimer

This presentation is meant to give a general overview of the agreement reached 
between the co-legislators. While the content is final, certain details, such as legal 
references cited in this document, may still change after the lawyer linguistic check 
of the legal texts and therefore may differ slightly from the official versions of the 
two acts which will be published in the EU Official Journal by end 2026.



Regulatory sandbox
‘Regulatory sandbox’ is a regulatory framework during which it is possible to 
develop, validate and test in a controlled environment innovative or adapted 
regulatory solutions that facilitate the development and authorisation of innovative 
products which are likely to fall in the scope of this Regulation, pursuant to a 
specific plan and for a limited time under regulatory supervision (art 2.10 
Regulation)

Regulation - Chapter IX:

• Art 113: Regulatory sandbox

• Art 114: Products developed under a sandbox

• Art 115: General sandbox provisions
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Provisions will become effective at the entry into force of the new legislation (likely 
Q4 2026)



Regulatory sandbox – current text
• it is not possible to develop and authorise the medicinal product or category of 

medicinal products in full compliance with the current legislation requirements due to 
scientific or regulatory challenges arising from characteristics or methods related to 
the medicinal product or due to the scientific or technical characteristics inherent to 
the medicinal product  certain targeted and technical adaptations to the 
requirements are considered indispensable

• the characteristics or methods are likely to, based on available scientific evidence, 
positively and distinctively contribute to the quality, safety or efficacy of the 
medicinal product or category of medicinal products or provide a major 
advantage contribution to patient access to prevention, diagnosis, 
treatment, or patient care

• The sandbox plan should set out a clinical, scientific and regulatory 
justification for the regulatory sandbox, including an overview of the regulatory 
requirements that need to be adapted.
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In practice

• A regulatory sandbox is exceptional

• Technical adaptations to requirements/regulations are indispensable

• EMA will need to develop a sandbox plan 

◦ Needed adaptations and justifications

◦ Timeframe

◦ Evidence generation plan

• EMA in consultation with the network, will provide a recommendation to the EC 
that will establish a sandbox 

A sandbox is NOT: 

Another early interaction tool/advice mechanism offered by EMA

 Just another marketing authorisation pathway

A way to lower the regulatory standards
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Identification of possible candidates: 

EMA Innovation Task Force (ITF) offers a platform for innovators to discuss potential 
cases/proposals in an informal and non-binding way
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EC/EMA multi-stakeholder workshop on 
Regulatory Sandboxes 
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• 21 September (13:00-17:00 CEST) at EMA premises

• Attendance on invitation only. Live broadcast on the EMA website

• Target audience: 

 Innovators/developers (industry, SMEs, academia, consortia, manufacturers)

 EU network (EC, NCAs)

• Topics to be discussed: sandbox concept under the new pharmaceutical legislation, horizon 
scanning, sandbox plan, transparency and communication

• Aim: early stakeholder engagement on the implementation of such a new concept



Thank you

Follow us

© European Medicines Agency, 2026 

Reproduction is authorised provided the source is acknowledged. For any use or reproduction of images or 
other materials that are not under the copyright of the European Medicines Agency as specified subsequently, 

permission must be sought directly from the respective copyright holders. The indicated images or other 
materials are copyright protected and have been licensed by the European Medicines Agency via Adobe Stock, 

Dreamstime or iStockphoto, as shown respectively in the credit lines of each image or other material. 

valentina.cordo@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu

	Regulatory Sandbox
	Disclaimer
This presentation is meant to give a general overview of the agreement reached between the co-legislators. While the content is final, certain details, such as legal references cited in this document, may still change after the lawyer linguistic check of the legal texts and therefore may differ slightly from the official versions of the two acts which will be published in the EU Official Journal by end 2026.

	Regulatory sandbox
	Regulatory sandbox – current text
	In practice
	Identification of possible candidates: �
	EC/EMA multi-stakeholder workshop on Regulatory Sandboxes �
	Closing slide

