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How to integrate treatment optimisation in existing EMA 

procedures?
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- Prompt applicant to ask specific questions 
around treatment optimisation (e.g. dose)?

In Scientific Advice/Protocol 
Assistance

- Some questions might only arise during 
evaluation of the MAA

- CHMP identifies these gaps which could be:

• Either addressed as imposed post-authorisation studies 

• Or clearly described in the European Public Assessment 
Reports 

As part of Marketing 
Authorisation Application 

Project Optimus and Pragmatica by FDA 

https://www.fda.gov/about-fda/oncology-center-excellence/project-optimus
https://www.fda.gov/about-fda/oncology-center-excellence/project-pragmatica
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How to integrate treatment optimisation in existing EMA 

procedures?
- Scientific Advice should be sought systematically and involve relevant decision makers 
(parallel joint SA): 

Based on existing extensive experience with collaboration with health technology assessors and 
insurers as well as patient and learned societies 

- Proactive guidelines to be developed in active fields

- Advice should systematically include treatment optimisation questions and 
planning

- Scientific assessment reports should systematically describe treatment 
optimisation questions; updates to be made publicly available

- Monitor use and opportunities for further development: 

Establish a system for monitoring of use in real life and opportunities for further development, 
e.g., in new populations. This should be systematically investigated, reported as part of PSURs, 
and published to inform the research community
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Treatment optimisation questions and recommendations 
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Which broader activities should be thought about?

Discussion
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Thank you for your attention

Official address Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands

Send us a question Go to www.ema.europa.eu/contact 

Telephone +31 (0)88 781 6000
Follow us on    @EMA_News
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