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AVICENNA ALLIANCE FEEDBACK PAPER 

ON A PHARMACEUTICAL STRATEGY FOR EUROPE 

I. About the Avicenna Alliance  

The Avicenna Alliance is an association of industry and academia and healthcare organisations who 

have a commercial or research interest in the development of in silico medicine. 

The Alliance, established in 2016, has its origins in the Virtual Physiological Human Initiative, a 

European Commission endorsed research area on computer modelling and simulation. Tasked by the 

European Commission with developing a “Roadmap for in silico medicine”, the Alliance now seeks to 

put this roadmap into policy and ensure the development of a well-functioning framework for the in silico 

medicine ecosystem.  

This Alliance bridges the gap between the scientific community, industry and policymakers by 

advocating for policy changes that take scientific and market developments into account. 

II. Introduction  

The Avicenna Alliance warmly welcomes the European Commission’s Pharmaceutical Strategy 

Roadmap. To make the best of the new EU strategy, the Members of the Avicenna Alliance have drafted 

this feedback paper which applies to the Feedback Period opened by the European Commission on 2 

June 2020. This document has been developed by members of the Avicenna Alliance from medtech, 

pharmaceutical, software and life science industries and scientific community from academia.  

III. Feedback  

1) Ensure greater access and availability of pharmaceuticals to patients 

• Review the incentives for innovation by considering the role of computer modelling and simulation 
(CM&S) in core medicinal product legislation and promoting investment for medicines research 
and development in niche areas.  

• Take into account the contribution of digital evidence generated by CM&S in guiding treatment 
development, especially for paediatric and rare diseases, whereby evidence cannot be generated 
by in vitro or ex vivo models, or that is very challenging to achieve based on in vivo (animal and 
patient) data. 

• Facilitate clinical data sharing to reduce the needs for placebo arms in clinical study and to 
develop in silico trials.  

• Improve patients’ safety and recovery by facilitating the use of CM&S that can determine the right 
treatment for the right patient at the right time. 

• Encourage and promote the adoption of in silico clinical trials to accelerate and to ease the 
development process of orphan drug development and customise treatment to paediatric patients. 

• Provide incentives for manufacturers of orphan medicinal products to augment their trial data with 
virtual trials can drastically enhance our understanding of the efficacity of these highly expensive 
treatments.  

• Introduce the requirement to perform in silico trials in the development process of paediatric 
medicines before testing on real patients. In silico trials can make possible that we move away 
from exploratory clinical trials in children limiting their need to confirmatory trials – to confirm that 
computer models can reliably predict safety and efficacy in children. 

• Promote the use of CM&S towards the adoption of personalised medicine.  

https://avicenna-alliance.com/files/user_upload/PDF/Avicenna_Roadmap.pdf
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12421-Pharmaceutical-Strategy-Timely-patient-access-to-affordable-medicines
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12421-Pharmaceutical-Strategy-Timely-patient-access-to-affordable-medicines
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2) Ensure affordability of medicines for patients and health systems financial and fiscal 
sustainability 

• Enable the use of Real World Evidence and of data produced by CM&S as part of Health 
Technology Assessment. 

• Improve the affordability of medicines by allowing the use of in silico trials to dramatically reduce 
the time and cost linked to development process and to the performance of clinical trials.  

• Encourage the use of CM&S as surrogate clinically relevant endpoints to complement and/or 
replace clinical studies aimed at obtaining price and reimbursement ensuring taxpayers only end-
up payment for treatments that are truly safe and effective. 

 

 

3) Enable innovation including for unmet medical needs in harnessing the benefits of digital 
and emerging science and technology while reducing the environmental footprint 

• Increase the support for CM&S in universities and spin-offs to break the cycle of monopoly for only 
developed treatments and allow smaller actors to assess whether their treatment could have a 
long commercial value.  

• Facilitate communication and networking between academic and industrial researchers. 

• Ensure the availability of funding mechanisms to allow greater collaboration between technology 
developers and end users;  

• Ensure the availability of data and mechanism for data sharing to support investigation for 
problems that can be solved using CM&S including AI.   

• Develop public databases of digital twins of people, products and healthcare in general.  

• Enhance participation to Prospective Payment System to accelerate development of innovations. 

 

 

4) Support EU influence and competitiveness on the global level, reduce direct dependence 
on manufacturing from non-EU countries seek a level playing field for EU operators 

• Enable the uptake of CM&S to improve the entire value chain from early stage discovery through 
manufacturing and distribution, offering greater scalability and flexibility in sourcing and meeting 
the requirements of regulatory bodies worldwide. 

• Develop financial incentives for industry to keep R&D and production within the EU. 

• Create standards and pathways for use of CM&S to evaluate specific medical products (like FDA 
MDDT). 

• Create a High Level Forum involving all stakeholders to find common solutions that would 
increase access to medicines. 

• Include the whole spectrum of CM&S in future legislative and funding schemes for the health 
sector.  
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Steven Niederen, PhD – King's College London; VPH Institute; Avicenna Alliance  

Cécile F. Rousseau, PhD - Voisin Life Sciences Consulting; Avicenna Alliance 

Kabir Mahajan, MBA – QUIBIM; Avicenna Alliance 

Maria Cristina Jori, MD – Mediolanum Cardio Research; Avicenna Alliance 

Thierry Marchal, MechEng, MBA – Ansys; Avicenna Alliance  

Roberta Bursi, PhD, PMP – InSilicoTrials Technologies; Avicenna Alliance 

Steven Levine, PhD – Dassault Systèmes; Avicenna Alliance  

Alicia Waterkeyn, LLM – RPP Group; Avicenna Alliance 

James Kennedy, LBB – RPP Group; Avicenna Alliance  

 
 

This feedback paper is endorsed by the 22 Members of the Avicenna Alliance on Tuesday 7 July 2020: 

 


	AVICENNA ALLIANCE FEEDBACK PAPER
	ON A PHARMACEUTICAL STRATEGY FOR EUROPE

