	
	






Quality Innovation Group
Follow-up roundtable meeting on Digitalisation and Artificial Intelligence in pharmaceutical manufacturing

Call for Case Studies Template


Call for Case Studies on digitalisation and AI in pharmaceutical manufacturing to be presented at the Follow-up roundtable meeting on 18-19 November 2026. 

Please indicate for which of the 2 topics of interest of the call for abstracts your proposal is for:

  Digitalisation (foundational technologies, infrastructure, and data-driven systems — not necessarily “intelligent” on their own)
  Artificial Intelligence (AI / ML) (techniques involving learning, prediction, pattern recognition, or autonomous decision-making)

Please submit one abstract per proposed topic and provide a short description on the following points: 

1. Please describe the digital and/or AI application for manufacturing and/or quality control testing of active substance and/or finished product, and provide examples on its implementation






Max. 500 words, where relevant a schematic representation of the technology (or similar) can be included. 


2. The maturity of the technology/application proposed (e.g. whether it has been used in approved products, it is under development and its status, or whether it constitutes a mock case study)

☐ Concept Phase (no manufacture has taken place)
☐ R&D stage (small scale non-GMP batches manufactured)
☐ In Phase I-III clinical trials (GMP batches manufactured)
☐ Prior to marketing authorisation (validation batches manufactured)
☐ Authorised medicinal product


3. To the extent possible, considering the maturity of the technology/application, indicate what are the scientific challenges you are facing in the implementation of the proposed technology and proposed solutions. 
For which areas would you require further scientific guidance?





Max. 300 words. 


4. To the extent possible considering the maturity of the technology/application, indicate what are the challenges you are facing, including GMP issues, in implementation of your technology









Max. 300 words. 

5. To the extent possible considering the maturity of the technology/application, indicate what are the potential solutions to help overcome the challenges described above that would facilitate the implementation of the technology?








Max. 300 words. 

6. Are there any other aspects or issues related to concerned innovative technology/application proposed that are not covered under sections 1-5 and that you would like to highlight? 








Max. 300 words. 


*In order to streamline the abstract submission and review, and to ensure a broad range of stakeholder views are heard, authors are encouraged to collaborate and propose joint case studies through their stakeholder organisations.  

Proposals for case studies should be sent to QIG@ema.europa.eu using the template attached by 15th September 2026.

