



Third Teleconference R&I DGs on R&I action on COVID-19
15 April 2020
15.00 – 17.00 hrs

Annotated Agenda

15.00 – 15.05 	Welcome by Jean-Eric Paquet, Director-General DG R&I

15.05 – 15.30 	ERAvsCorona Action Plan
The purpose of this agenda point is to discuss the implementation of the first 10 priority ERAvsCorona actions and to identify additional actions.  Background papers for this agenda point are a note on how to take the first 10 priority actions forward from DG R&I as well as a note summarizing suggestions for possible additional actions and a first reaction from DG R&I on those: 


[bookmark: _MON_1647877766][bookmark: _GoBack]
Background documents on existing ERAvsCorona actions:






[bookmark: _MON_1647877834][bookmark: _MON_1647877851][bookmark: _MON_1647877870][bookmark: _MON_1647877888][bookmark: _MON_1647877909]

15.30 – 16.45 	Vaccines, treatment and diagnostics: development and manufacturing
The purpose of this agenda point is to discuss the next steps on vaccine, treatment and diagnostics development and manufacturing, following the exchange of views on 31 March. Four background papers on vaccines, clinical trials, treatment and diagnostics have been prepared for this agenda point: 




[bookmark: _MON_1647876142][bookmark: _MON_1647876184][bookmark: _MON_1647876218]

Question for discussion:
· Do you agree with a consolidated EU approach as stepping stone for the EU pledging conference? 
· How do you see your national contribution to this pledging event?

16.45 – 17.00	AOB, Discussion on next steps and conclusions

NB: Member States are kindly requested to send their input in writing beforehand and to focus on key messages in their intervention during the videoconference. 

***
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Possible new ERAvsCorona actions

The list below includes a brief overview of examples of possible new actions suggested by some Member States, with a short comment from the Commission services:

· To reorient/refocus existing and upcoming Horizon 2020 projects calls towards activities aimed at rapidly tackling COVID-19, including novel diagnostic and epidemic management, with a possibility to offer (top-up) funding;

· Reorientation of existing projects is being analysed and the topping up is being explored from a legal/ implementation point of view

· To shift part of the proposed budget to finance projects from the reserve list drawn in the first COVID-19 call as such projects could be implementable quickly without additional time required for project proposals submission and evaluation:

· To be further explored between Commission services and Member States at the level of the Programme Committee

· To set-up a Horizon 2020 prize for best COVID-19 solution(s):

· Probably too late for Horizon 2020, to be considered for Horizon Europe

· To prepare a fast track mission on COVID-19

· The concept of Horizon Europe missions are longer-term objectives, and we are currently mobilising instruments that can be used in the short-term to tackle the corona-virus challenge.

· To create hop-on ways to join projects that have already received funding for researchers that could contribute to the project:

· Hop-on is only possible under Horizon Europe, cannot be done short term

· To consider further use and simplification/support of PCP-PPI actions;

· To be further explored from a legal point of view with the Common Implementation Centre

· To encourage transnational calls by inviting national funding bodies to consider applying Lead agency approach to their dedicated calls;

· To be further explored from a legal point of view with the Common Implementation Centre

· To set up COVID-19 R&I catalogue of running (national and EU) COVID-19-relevant R&I projects and programmes and offering a (national or EU) top-up for integrating new partners that bring added value to the project and linking COST actions to these projects;

· To be further explored whether it could be linked to the one stop shop

· R&I agendas for greater resilience and/or better preparedness by putting in place a systematic process for coordination of R&I efforts on national and EU level in critical areas;

· To be further explored in the context of the ad-hoc group

· Coordination of national policies to promote open sciences by introducing a request for the complete opening of publications as well as data from research on the COVID-19 epidemic in Member States.

· For Member States to explore with the Commission. The  Commission has already done this for Horizon 2020 COVID19 related projects and has joined a call by 14 countries to publishers to open up their COVID19-related content

· To set up an effective mechanism for supporting exploitation and implementation of research results.

· To be further explored how to involve Health authorities
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E-Pitching for investors event, 15 April 

The EIC is organising a special e-Pitching-session in the light of the current COVID-19 outbreak in an effort to mobilize EIC projects. All EIC-backed SMEs that can contribute to possible solutions to help combat the current pandemic and its consequences and are looking for investment are welcome to apply. 

A limited number of EIC-backed up SMEs will then have the chance to show their innovative solutions via an online tool to a jury of investors, including Panakes Partners, Idacapital, Clinical Research Ventures, Monte Carlo Capital, Illumina Ventures, Capricorn Venture Partners and Diffusion Capital Partners on 15 April 2020 from 12.00 till 1.30 pm (CET).



 E-Pitching for procurers, 23 April (date tbc)

The European Innovation Council and ICLEI (Local Governments for Sustainability) will organize an online market engagement event – ePitching to connect public and private procurers from the health sector with EIC companies providing medical supply (e.g. personal protective garments, medication, test kits, respiratory machinery…) and innovative technologies (e.g. tele-medicine, remote solutions, artificial intelligence for data analysis and prediction…). 

This first ePitching and co-construction/co-design event organised on 23 April 2020 tbc will connect public and private procurers (at least 10 procurers) from the health sector with EIC-backed SMEs (20-40 companies). 

A call to procurers’ needs of innovative solutions and/or challenges/problems facing COVID19 has been launched: deadline 3 April COB.



E-Pitching for COVID SME Seal of Excellence, May 

The ‘Access2EIC – Seal of Excellence' online community, hosted on the EuroQuity.com platform, gathers high-potential companies awarded with the Seal of Excellence with the aim to maximise the opportunities to raise private equity investment.

The Seal of excellence online community for seal holders considers promoting an e-Pitching session targeted to the COVID seals investors, following already two positive experiences in the past (60+investors connected).

The InvestEU platform will flag COVID SME Seals proposals in its platform as soon as available (end April/May).
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possible changesCreating Opportunities for Other Funding Sources to Contribute to R&I Actions on CoronaVirus

Background to ERAvsCorona Action 5





 

In order to face the COVID-19 pandemic, it is necessary to maximise the quantity, quality and impact of the investments in Research and Innovation, providing opportunities to different sources of funding to contribute in a synergic way to support R&I related activities, e.g. by deploying R&I results, complementing R&I actions and, last but not least, by supporting promising proposals.

To this specific end, a dedicated ‘COVID-19 response Seal of Excellence’ (COVID-19 SoE) will be awarded to high-risk, high-potential small and medium sized enterprises (SMEs) - including start-ups - with technologies and innovations that could help in treating, testing, monitoring or other aspects of the COVID-19 challenge. The COVID-19 SoE will be awarded to proposals submitted in the EIC pilot Accelerator, 20 March 2020 cut off, that will be evaluated as excellent but will remain unfunded due to budget restrictions. 

Through the COVID-19 SoE high quality proposals will be more visible and easily identifiable to any national, regional authority and the private sector that would be interested in funding them. This would allow those funding bodies/actors to prioritise their support in the coming weeks to where it is most needed and quickly implementable, by using all the flexibilities currently granted in the use of funding.

Recently adopted Temporary Framework for State aid measures to support the economy in the current COVID-19 outbreak will accelerate, among others, COVID-19 relevant research and innovation. In particular, these new rules include an explicit reference to COVID Seal of excellence projects. This means, firstly, that such projects are eligible for aid intensities significantly higher than under ‘regular’ State aid rules. Secondly, Member States will not have to verify again, at their level, the project’s COVID-19 relevance. Thirdly, for COVID Seal of excellence projects these temporary rules presume that the aid has an incentive effect – for all other projects, specific requirements as regards the project start date apply. 

In order to mobilise public investors, the Seal Community of Practice, counting 250 members representing regional/national public funding bodies including those that have in the past provided supporting schemes for Seal, will be informed and a meeting will take place in the second half of April.

In term of mobilising private investors, by the end of April/beginning of May, the Access2EIC – Seal of Excellence' online community, hosted on the EuroQuity.com platform which gathers high-potential companies awarded with the Seal of Excellence with the aim to maximise the opportunities to raise private equity investment, will promote an e-Pitching session targeted to the COVID seals for potential investors.

In addition, the European Investment Project Portal’ (EIPP) will flag COVID SME Seals proposals in its platform in order to attract funding from private investors/venture capitalists registered in their platforms.
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TEMPLATE FOR THE CORONA PLATFORM

Background to ERAvsCorona Action 6



Template to be used to send information on national funding

© European Union, 2020
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		MEMBER STATE NAME:





		Funding opportunities (short description, deadlines, hyperlinks, etc.)



		Please provide a short description of the scope and objectives calls recently launched or soon to be launched. Please provide call deadlines, budget and  respective hyperlinks:















		Ongoing projects & activities



		Please provide hyperlinks to overviews  of  ongoing projects & activities:















		Online resources (databases, platforms/portals, webinars, etc.)



		Please provide a short description of available online resources with the correspondent hyperlinks:











		Main contacts 



		Please provide your key contacts (websites and/or, email addresses and/or phone numbers):  











		Additional information



		















		SUBMIT
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Access to Research Infrastructures

Background to ERAvsCorona Action 8







A prompt availability of services provided by research infrastructures (e.g. pathogen laboratories, biobanks, structural biology facilities, clinical trial support facility, etc.) and of the data hold by them, is vital for researchers working on COVID-19.  

Many research infrastructure running grants, which are relevant for COVID-19, highlighted their availability to support COVID-19 research. Some of the ones providing research infrastructure services to scientific communities, offered to focus their current calls for access on COVID-19 research. Other grants have offered to carry out specific activities for supporting research on COVID-19, including contributing to the creation of the COVID-19 data sharing platform launched by the EC and EMBL-EBI.  Grant amendments will be needed for most of these cases. In very few cases, the need for top-up budget emerged. This is the case where the requests of access for COVID-19 research represents a major fraction or a significant scaling-up of the access provision planned under the grant, or where the inclusion of new work intensive activities for Covid-19 is foreseen. 

A new action is also foreseen to be launched through an amendment of the Work Programme Part for Research Infrastructures.

Finally, many European Research Infrastructures, such as the ESFRI and ERIC infrastructures, are launching specific COVID-19 activities, including specific calls for access. Efforts to identify running grants that could support these activities are currently carried out by EC services.



		Research infrastructure grants launching specific COVID-19 activities

		Area

		Action



		TRANSVAC-2

		Vaccine development services 

		Top-up and GA amendment



		EVA-Global

		European Virus Archive (especially diagnostic assay reference materials)

		Top-up and GA amendment



		EOSC-Life

		Sharing and FAIRification of bio-medical data & tools. Support to the implementation of the COVID-19 Data Sharing Platform

		Top-up and GA amendment



		SoBigData-Plus

		Big data analytics for analysis of social behaviour

		GA amendment could be needed



		CORBEL

		Integrated access to life science ESFRI research infrastructures. Contribution to first developments of the COVID-19 Data Sharing Platform

		GA amendment could be needed



		ACCELERATE

		Light source facilities (especially protein imaging)

		GA amendment could be needed



		EASI-Genomics

		Advanced sequencing (virus genotyping and human genomes)

		GA amendment could be needed



		New Research infrastructure topics supporting COVID-19 research. 

		Area

		Action



		PHIRI

		Population Health Information Research Infrastructure

		WP amendment needed (RI WP)



		European research infrastructures launching specific COVID-19 activities (with or without EU support)

		

		



		ERINHA

		High-risk pathogen safety labs (for handling virus culture or neutralization assays)

		Identification of running or future GA that could support these activities



		ELIXIR

		Coordinating of storage and access to biological data

		Identification of running or future GA that could support these activities



		ECRIN

		Support for multinational clinical trials (ethics, site certification, data management)

		Identification of running or future GA that could support these activities



		INSTRUCT 

		Structural biology facilities and services (epitopes for immunogenicity, antibody recognition, drug target sites)

		Identification of running or future GA that could support these activities



		BBMRI

		European Bio bank Network (access to biospecimen from CoVid patients and to linked clinical data)

		Identification of running or future GA that could support these activities



		EATRIS

		Translational medicine support –(support for regulatory dossiers for new medicinal products)

		Identification of running or future GA that could support these activities
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The European COVID-19 Research Data Platform 

Background to ERAvsCorona Action 9







Context and objective 

The coronavirus crisis is putting high pressure on the research community to speed up science discovery, inform public health policy and respond to the crisis. Rapid data sharing plays a key role in accelerating the understanding of the biology, epidemiology, transmission, and evolution of the virus.

The European Bioinformatics Institute (EBI) of the European Molecular Biology Laboratory (EMBL) and, the Commission, together with other partners[footnoteRef:1] have recognised the urgency to develop and deploy a pan European COVID-19 research data platform connected to the European Open Science Cloud (EOSC). [1:  Including ELIXIR, Instruct-ERIC, RDA and H2020 projects such as EOSC-Life, CORBEL, RECODID, VEO, EXSCALATE4CoV.] 


The objective is to speed up and improve, within the shortest timeframe, the sharing, storage, processing of and access to research data and metadata on the SARS-CoV-2 and COVID-19 disease. The initiative will start giving access to EMBL-EBI sequence data from mid-April 2020 and progressively expand its data, workflows and processing offering over the next two years. With the help of the Member States and other stakeholders, widest possible dissemination of this platform will be ensured.

The initiative builds notably upon existing connectivity between EMBL-EBI infrastructure and national public health data infrastructures. It is in line with the overall objectives of EOSC, complements the relevant activities by the European Research Infrastructures, ongoing H2020 research projects as well as actions by international and national research organisations. The initiative is central to a wider Commission plan on COVID-19 related actions in the field of Research and Innovation[footnoteRef:2] supporting the European response to the crisis. [2:  Including complementary actions to (i) leverage information available in databases and registries on clinical trials and observational research, (ii) coordinate European Research Infrastructures digital data services and connect to the EOSC, , (iii) use high performance computers for data analysis, (iv) develop specific COVID-19 data management guidelines, (v) develop rapid and coherent data provisions from relevant Horizon 2020 projects, (vi) facilitate access to data underlying existing and forthcoming COVID-19 publications and (vii) facilitate access to population health data available at Member State level based on COVID-19 relevant health indicators.] 




Link to EOSC and the Governance Board

The deployment of a European research data platform for sharing COVID-19 data is seen as a priority thematic pilot initiative to realise the EOSC vision of creating a European data space for science, research and innovation. Given the unprecedented number of research initiatives helping to combat the global COVID-19 pandemic, the EOSC Governance Board provides an immediate formal structure to address the coordination challenge. This Board will be used as the main structure to interact at strategic level with the Member States and Associated Countries on the European COVID-19 Data Platform.









Concept for the intended data platform

The European Research COVID-19 Data Platform will provide an open, trusted, and scalable pan European environment where researchers can store and share relevant datasets including:

· Omics data for the characterisation and quantification of biological molecules (including sequence data on both virus genomes and human genomes) and other high-dimensional data such as microbiome data;

· Data from pre-clinical research to test drug candidates, vaccine interventions, or other treatments, for efficacy, toxicity and pharmacokinetic information;

· Research data from clinical trials and from observational studies;

· Epidemiological data, models, codes and algorithms.



It will also provide systems for data exploration and visualisation and a cloud compute facility where scientists and public health workers can collaborate.

The European COVID-19 Research Data Platform[footnoteRef:3] consists of two connected components. The COVID-19 Portal will be the main interface for the researchers, bringing together and continuously updating relevant COVID-19 datasets and tools. The SARS-CoV-2 Data Hubs will organise the flow of research data from the outbreak and feed the COVID-19 Portal. Essential metadata will be captured from the various Data Hubs which will differ to reflect national and regional efforts and requirements. [3:  www.ebi.ac.uk/covid-19] 




Data sharing and management

As a principle, all data and metadata accessible from the COVID-19 Portal will be open and as FAIR[footnoteRef:4] as possible. Existing standards already used by the research community will be favoured. In the absence of community standards, specific guidelines will be developed that will adhere to the FAIR principles and will take into account the specificities related to omics data, pre-clinical and clinical research data and epidemiological data. These guidelines will be developed in the context of the new RDA COVID-19 Working Group in synergy with existing initiatives such as the Virus Outbreak Data Network (VODAN)[footnoteRef:5] and the GloPID-R alliance[footnoteRef:6]. EU data legislation will be respected in particular personal data protection. [4:  Findable, Accessible, Interoperable, Reusable]  [5:  www.go-fair.org/implementation-networks/overview/vodan/]  [6:  www.glopid-r.org/] 




Data deposition

EMBL-EBI, in consultation with other partners, will develop specific guidelines for data deposition in the platform over the coming two weeks. They will also launch a survey, targeting Horizon 2020 projects at first, to gather requirements on depositing different data types.



Link to other COVID-19 related platforms

The European COVID-19 Research Data Platform will link with information exchange or communication platforms targeting diverse audiences including the clinicians and public health authorities (e.g. the Health Policy Platform operated by the Commission or platforms operated by WHO). It will also link with other European research platforms and supercomputing activities such as the PRACE call for COVID-19 or the exploitation of the Exscalate platform for COVID-19[footnoteRef:7]. [7:  www.exscalate4cov.eu/] 


Detailed description of the components of the European COVID-19 Research Data Platform has been provided to the EOSC Governing Board.
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Update on the

“EU United Against the Virus” Hackathon 

#EUvsVirus

Background to ERAvsCorona Action 10







The website of the pan-EU hackathon was launched on Friday 3 April. It includes now 27 countries (24 Member States plus 3 associated countries to H2020) in the group of National Curators. The organisers of the national hackathons related to the coronavirus are the partners of the European Commission on this pan-European hackathon and are part of the group of National Curators. In some cases, in addition to the organiser of the national hackathon, the government has nominated a person to be in contact with the Commission about the daily activities related to the #EUvsVirus. The detailed list of National Curators is included in Annex 1.



The ambition of #EUvsVirus is to get 60.000 participants in teams of 6-10 participants per team. It requires a strong IT infrastructure and a clear definition of the process. Consequently, all processes will be fully automated. The hackathon will follow a 7 phases approach: sign up, choose challenge, the hacking, solution submission, voting and follow up.



The teams will be composed of professionals from any sector of the economy and the society at large. Contrary to hackathons that are traditionally focused on IT, the #EUvsVirus hackathon is positioned at the crossroad of civil society and the innovation ecosystem. It is designed as a new way of policy making and citizens engagement.



The #EUvsVirus hackathon will be structured around 7 categories of problems that need short term solutions in relation to coronavirus. Each category will be split into 5/6 specific challenges that help the teams to focus their projects and ideas. Eventually, each challenge will be split into 5/6 tracks. Each track will describe a very specific problem that needs to be solved. The teams will chose the track that they want to address with the project. A first set of categories and challenges is detailed in Annex 2. 



#EUvsVirus will allow for the submission of ideas and creation of teams in all EU languages. This means that there might be teams composed of individuals from several EU Member States and others where the participants will come exclusively from one Member State. We do not want to miss any good idea simply because it is not in English.



In addition to the European Commission (with the European Innovation Council as the leading service) other EU institutions are also interested in supporting the #EUvsVirus Hackathon, notably the European Parliament and the Committee of the Regions. European associations such as the European Universities Association, the European Clusters

Association, the EUTechAlliance and others will be also part of the partners that will support this pan-EU hackathon.






ANNEX 1. Countries represented in the National Curators Group



EU Member States

		
Austria

		Italy



		Belgium

		Latvia



		Bulgaria

		Lithuania



		Croatia

		Malta



		Cyprus

		Netherlands



		Denmark

		Poland



		Estonia

		Portugal



		Finland

		Romania



		France

		Slovenia



		Germany

		Spain



		Greece

		Sweden



		Hungary

		



		Ireland

		







Associated countries:

Switzerland, Turkey, Ukraine.





Annex 2. Set of categories and challenges

1. Health & Life: Addresses a range of health initiatives, including hardware, supporting frontline health workers, scaling telemedicine, contact tracing/containment strategies. It should also address fragmentation of current efforts. e.g., how to ensure that all countries can locally produce one ventilation machine instead of the 65+ open versions currently being designed/built?

 	Challenges:

Ventilator challenge – e.g. easy-to-build ventilators, easy to fix ventilators, easy to convert ventilators, easy to transport ventilators to treat COVID19. 

Protective equipment challenge – e.g. fast producing and scaling of protective materials for medical staff and patients.

Remaining safe for front line medical personnel challenge – e.g. robots assisted tele-presence of medical staff in intensive care units, automatic sterilization systems of ICUs, early and remote detection of infections.

Direct contact of citizens with medical personnel remotely challenge – e.g. Remote Medical Assistance, Preventive Medicine, Telemedicine, Drone, Facilitating Clinical Procedures, App, Metadata, Home Help

Platform for the availability of necessary pharmaceuticals and their remote shipment challenge

Proof of immunity for people with COVID-19 antibodies – e.g. serological test that indicate that a person is not susceptible to COVID-19 and thus able to return into society safely for him/her and others. 

Others – e.g. applications, methods, hardware relevant for this category. The above challenges are just suggestions. Feel empowered to get creative!

2. Support quarantined people or at risk: It is about supporting quarantined or self-isolated people to remain safe and sane.

Challenges:

Assisting people in need challenge avoiding risk exposure for those helping – e.g. remote medical controllers for personal health of those isolated, food delivery systems, cabin fever relieve, applications for reporting symptoms. 

Assisting people in need with economic and social issues challenge – e.g. fast accommodation solutions for those in domestic conflicts distress, basics providing for those with no financial possibilities. Apps for the public to inform themselves about the corona situation and to report symptoms would also be useful.

Reaching vulnerable communities challenge – e.g. the elderly or people with pre-existing health conditions, and maintain their safety during the crisis. 

Psychological distress assistance challenge – e.g. easy communication and fast intervention in case of need, senior communication spaces where elderly can connect to a variety of interactions and services with heir loved ones.

Others – e.g applications, methods, hardware relevant for this category. The above challenges are just suggestions. Feel empowered to get creative! 

3. Remote working and education: Addresses the critical issues, which put people under high stress due to the remote working and remote education 

Challenges:

Remote working making easy challenge – e.g. make it easier to be productive at home and not be isolated, improve ways of communicating or find ways to make it easier for people to complete their role outside their offices.

Remote education challenge – e.g. alternative learning environments and tools for pupils, teachers, and entire school systems with consideration for the parent’s needs and high daily stress.

Childminding for toddlers and preschool children

Others – e.g. applications, methods, hardware relevant for this category. The above challenges are just suggestions. Feel empowered to get creative! 






4. Businesses: Address the set of problems that businesses are facing to stay afloat, collaborate effectively, restructure, re-profile and move online.

Challenges: 

Demonstrate purpose challenge – by which companies need to figure out how to support response efforts, e.g. by shifting production to create medical equipment. 

Find & fit a solution challenge – e.g. harvest the solutions that are immediately available and scalable to be provided urgently to hospitals. 

NB. Projects at the ideation stage are not helpful as the capacity of hospitals to absorb new ideas is currently very limited.

Protecting employees challenge – e.g. design a plan to support employees that is consistent with the most conservative guidelines that might apply and has trigger points for policy changes 

Stay close to your customers challenge – e.g. ways to move online as part of the push for omni-channel distribution. 

Startups & SMEs cashflow challenge – e.g. solutions to manage risk and cash flow when consumers are not spending, how would you reach them- online or offline? 





5. Arts & Entertainment: With 30% of the world’s population under lockdown, virtual classes/ shows and even online pub quiz are taking over. 



Challenges:



Restore citizen’s trust when attending future cultural events. This is a challenge post-lockdown, but worth to start thinking about how to ensure people will go again to museums, bars etc.



Cultural agenda dissemination. Many cultural events are taking place virtually, but not everyone is aware of them. How to ensure it arrives to a great audience?



6. Social & political



Challenges



Locating the vulnerable population challenge – mapping the situation of people in vulnerable situations 



Mitigating fake news spreading challenge – e.g. automatic systems for filtering fake news.



 7. Other:  Any other challenge related to the corona crisis, which can find a solution inside the pan-European hackathon. Feel empowered to get creative
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Strategic options for the co-ordinated development and manufacture of vaccine(s) protecting against COVID-19 by the European Commission and the Member States of the European Union

		

		

		



		A COVID-19 vaccine is urgently needed… 

		

		A vaccine to protect against COVID-19 caused by SARS-Cov-2 is urgently needed to protect human health, avoid disease resurgence, and to allow the resumption of normal life. 



		

		

		



		…according to the Global Preparedness Monitoring Board (GPMB) of the World Health Organisation, the G20, and Presidents von der Leyen and Michel.

		

		The Global Preparedness Monitoring Board (GPMB), 10 March, called for[footnoteRef:1] a minimum of $8bn to address the most urgent threats posed by COVID-19; of this, $2bn is required for vaccine development, and $1bn for their distributed manufacturing and delivery.  [1:  https://apps.who.int/gpmb/assets/pdf/GPMB_6March2020statement.pdf ] 




G20 Leaders committed, 26 March, “to provide immediate resources to the WHO’s COVID-19 Solidarity Response Fund, the Coalition for Epidemic Preparedness and Innovation (CEPI)[footnoteRef:2], and Gavi, the Vaccine Alliance[footnoteRef:3], on a voluntary basis”. They also called on “all countries, international organisations, the private sector, philanthropies, and individuals to contribute to these efforts”.  [2:  https://cepi.net/ ]  [3:  https://www.gavi.org/ ] 




European Commission President Ursula von der Leyen and President of the European Council Charles Michel, the same day, stated that “Europe stands ready to set up an international online pledging event to ensure adequate funding to develop and deploy a vaccine against COVID-19”.



		

		

		



		A strategic approach to the use of funds pledged by the EU is desirable.

		

		Strategic decisions taken now on how to manage funds committed by pledging (and otherwise) will: accelerate the arrival of a safe and effective vaccine; ensure that it protects public health in Europe and globally; strengthen the European vaccine landscape and in doing so provide a platform for better preparedness in future. 



This document introduces some of the considerations for discussion by the European Commission and Member States when developing the strategy. A European strategic approach relates not only to co-operation between Member States and with the European Commission, but also with international partners. A strategic approach does not imply that ‘one size fits all’, rather that European stakeholders are aware of each other’s activities and make more effective decisions accordingly.



		

		

		



		A number of COVID-19 candidate vaccines are in development. They are listed in the WHO’s regularly updated ‘landscape of COVID-19 vaccine candidates’ (part of the “Blueprint” process). Some of the developers are being supported with EC funds or financing. 

		

		The WHO blueprint list of COVID-19 vaccines in development includes two candidates in clinical and 60 candidates in preclinical evaluation. Of the 60 in preclinical evaluation, 3 are receiving support from European Commission Horizon 2020 funding. Several others are driven by, or partnered with, European companies or academia. Member States are providing an update on their portfolios, following their commitment to do so during the European Union Research and Innovation Directors General meeting of the 31st March 2020. An analysis of the landscape of COVID-19 candidates by the European Commission is in annex. 



In brief, vaccine development is at an early stage; the front-runners CanSino Biological Inc./Beijing Institute of Biotechnology, Moderna, Novavax, Curevac AG and BioNtech/Fosun/Pfizer – have phase 1 clinical trials ongoing or about to start. Among the large vaccine companies, Sanofi Pasteur and Janssen are developing COVID-19 vaccines, starting clinical trials in Autumn. 





		

		

		



		The costs of vaccine development and Good Manufacturing Practice (GMP) are high, though less so than global lockdown…

		

		The above estimate of $2bn for vaccine development to licensing stage, or use under emergency use provisions, is attributed by GPMB to CEPI and is in the literature[footnoteRef:4].  [4:  Lancet Glob Health 2018; 6: e1386–96 ] 




While the costs associated with the successful development of an individual vaccine to the end of phase 2a clinical trials[footnoteRef:5] are in the range of $30-70m, full costs must also account for the totality of unsuccessful candidates. Multiple candidates are developed simultaneously in view of high failure rates and to increase chances of success. The significant costs associated with the various stages of vaccine development in clinical trials are increased by the cost of manufacturing according to Good Manufacturing Practice (GMP) [footnoteRef:6].  [5:  Testing for safety and efficacy in human beings, and the phase with the greatest failure rate]  [6:  Costs incurred by the various phases of clinical trials (the process ensuring the safety and efficacy of medical interventions) being discovery and pre-clinical development, safety and efficacy assessment in small and large groups, upscaling of vaccine production and obtaining regulatory approval for the vaccine and GMP approval for the manufacturing facility, and subsequently in manufacturing and deployment. ] 




Nevertheless, estimates referenced by GPMB prior to the present outbreak note that “In addition to loss of life, epidemics and pandemics devastate economies. Estimated costs of past events include: a loss of over US$40 billion in productivity from the 2003 SARS epidemic; US$53 billion loss from the economic and social impact of the 2014-2016 West Africa Ebola outbreak; and the US$ 45 to 55 billion cost of the 2009 H1N1 influenza pandemic.“ 



		

		

		



		…so strategic co-operation is desirable to spread these costs and risks. In view of this, Member States have agreed with the EC, regulators and international partners to develop a joint strategy for further COVID-19 vaccine development. 





























		

		The European Union Research and Innovation Directors General, meeting by video conference 31 March, agreed on the need for a co-ordinated approach to accelerating the development, regulatory approval and manufacture of a COVID-19 vaccine, and the Commission agreed to provide a discussion paper for the development of such a strategy. 



A number of co-operative platforms or mechanisms exist, to reduce the cost of vaccine development and manufacture in general, and/or to spread the risk of development, and to accelerate regulatory approval while guaranteeing safety and efficacy.



The view of Member States on these models, structures and mechanisms, including CEPI, early engagement with regulators, and with other structures such as the European and Developing Countries Clinical Trials Partnership (EDCTP) and the Innovative Medicines Initiative (IMI) will inform both the acute response to COVID-19, and structural responses for future outbreak preparedness. This will enable the development of an EU COVID-19 vaccine strategy with impact beyond the present crisis. 



		

		

		



		Crucial stages in the development of a vaccine are the clinical trials which are an essential condition for regulatory approval and which are authorised on a national basis.

		

		Approval for clinical trials is provided nationally, requiring both authorisation by the national competent authority (NCA) and an ethics committee. The acceleration of these processes will depend on national decisions, but is understood to be taking place throughout Europe for COVID-19 treatments and vaccines (note that were vaccines considered to be genetically modified organisms undergoing trials, additional procedures may be required in relation to deliberate /contained use).



Sponsors of multinational clinical trials with COVID-19 vaccines are encouraged to consider the submission of such applications for an accelerated Voluntary Harmonisation Procedure (VHP) assessment when possible. In order to avoid or minimise delays due to harmonised review, sponsors are recommended to prospectively contact the proposed reference NCA (i.e. the Member State that will drive the VHP procedure) to explore the feasibility of an accelerated VHP process. 



Clinical trials usually take place in three phases. However, there is a high level of attrition of experimental vaccines during these phases. Candidates vaccines can fail either because they are unsafe, or they are ineffective, or both. Proof of quality, safety and efficacy are essential for regulatory approval.



		

		

		



		The European Commission has already taken steps to support the development of a COVID-19 vaccine both from an R&I perspective…

		

		Through an emergency funding action[footnoteRef:7], the Horizon 2020 Framework Programme for Research and Development has identified two novel CoVid-19 candidate vaccines for the ongoing and likely future coronavirus SARS-CoV-2 outbreaks. [7:  https://ec.europa.eu/info/sites/info/files/research_and_innovation/research_by_area/documents/ec_rtd_cv-projects.pdf] 




Additionally, through the ‘InnovFin Infectious Disease Financing Facility’ (InnovFin IDFF) – a debt financial instrument co-developed under Horizon 2020 by the European Commission and the European Investment Bank (EIB) and implemented by the latter – €80 million of financial support is provided to CureVac AG, Germany, to scale up development and production of a vaccine against Coronavirus in Europe. Due to the level of demand, EC and EIB agreed a reallocation of financial priorities to allow other key innovative players developing innovative vaccines candidates, drugs, medical and diagnostic devices or novel critical research and innovation infrastructures (including production facilities) for combatting COVID-19 to benefit from InnovFin IDFF support.  In this context €350m have been reallocated (including €250 million of reflows from previous R&I financial instrument (FP7 RSFF)). 



At the same time, existing EU and Member State supported vaccine research infrastructures are refocussing effort on COVID-19 candidates. These infrastructures provide a range of services for vaccine development (including e.g. animal models, Good Manufacturing Practice (GMP) facilities and ethical and regulatory advice). These include the TRANSVAC2 consortium coordinated by the European Vaccine Initiative (EVI), supporting both prophylactic and therapeutic vaccine development, EATRIS (European Advanced Translational Infrastructure in Medicine), and ECRIN (European Clinical Research Infrastructure Network).



Finally, and in its recently closed ‘Accelerator bottom-up call’, the European Innovation Council (EIC) has received more than 1,000 COVID-19 related applications from innovative start-ups and SMEs located in 42 different countries, of which more than a quarter are related to COVID-19 treatment (including vaccines and therapeutics).  The Commission is about to propose to Member States for their agreement the possibility to allocate €150m to support specifically the best COVID-19 related applications.  The evaluation process is on-going and when the outcomes are known, the resulting projects will inform this strategy.



		

		

		



		…and from a regulatory approval perspective.

		

		The European Commission is working closely with the European Medicines Agency (EMA) to accelerate the regulatory pathway for a COVID-19 vaccine. 



A vaccine, as any medicinal product, can be placed on the European Union market only after marketing authorisation has been granted in accordance with the pharmaceutical legislation[footnoteRef:8] either by the competent authority of a Member State for its own territory (national authorisation) or by the European Commission for the entire EU (EU authorisation). In both cases, marketing authorisation is granted to a medicinal product only after its quality, safety and efficacy have been evaluated by the European medicines Agency (EMA) or national regulators on the basis of data generated from the clinical trials process described above and after a positive benefit-risk balance related to its use has been concluded.  [8:  Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency, OJ L 136, 30.4.2004,  as amended, Directive 2001/83/EC on the Community code relating to medicinal products for human use, OJ L 311, 28.11.2001, as amended] 




There are strict requirements set by this pharmaceutical legislation regarding the data which must be submitted with an application for the authorisation of a medicinal product, including pre-clinical tests and clinical trials. The development of vaccines is in general a lengthy process that normally takes several years. 



In certain cases the scientific assessment of a vaccine can be accelerated if regulators have approved similar products before, as is the case for the annual flu vaccine. However, Sars-CoV-2 is a novel pathogen in humans, and that is why no existing vaccine can be repurposed to work against COVID-19. COVID-19 vaccines have to be assessed as completely new vaccines. 



The EU regulatory system for medicinal products provides mechanisms to accelerate the development and approval of medicines and vaccines. The EMA is in contact with developers of potential candidate vaccines and discusses with them their strategy for evidence-generation. The aim is to provide scientific and regulatory support to ensure that robust data is produced by companies. For candidate COVID-19 vaccines, scientific advice is free of charge and can be fast-tracked.



EMA is also engaging in dialogue on the development of COVID vaccines with international regulators and WHO



In addition, the COVID – EMA Task Force (ETF) has been set-up in line with EMA’s Health Threat Plan, to provide the best possible support to the regulatory activities during the pandemic. The ETF brings together the best scientific expertise from all relevant regulatory committees/groups to identify promising candidate COVID-19 vaccines and will review the available scientific data. A rolling review of data as they become available will speed up the regulatory recommendations and authorisation processes. 



Applications for marketing authorisation of candidate COVID-19 vaccines are expected to be submitted at EU level for evaluation by EMA. If the evaluation proves that the vaccine works and it is safe the Commission will issue a decision granting a marketing authorisation on the basis of which the vaccine can become available in the whole EU. The European Commission and the EMA are prepared to proceed with marketing authorisation applications for safe and effective treatments and vaccines within the shortest possible timelines. 



Under normal circumstances, marketing authorisation is granted by the Commission after 67 days, the time needed for the Commission to consult and get a positive opinion of the Member States in the Standing Committee and for the decision to be available in all official languages including the product information provided in the national language(s) of the Member States. This is an essential feature of the marketing authorisation as the product information will be used by Health care professionals and patients who would need to understand the instructions for the safe use of the vaccine.



The Commission can reduce its formal approval stage from 67 to 4 days under certain conditions notably by shortening the consultation of the Member States and adopting the decisions in one language. In this way the vaccine can become available in all Member States faster with the information only in English. The elements of the marketing authorisation decision will be provided in all languages at a second step and within the legal deadline of 67 days.



		

		

		



		Nevertheless, demonstrating safety and efficacy are crucial and depend on the provision of robust data, and this is the principal factor in determining the time taken for regulatory approval.

		

		Irrespective of the shortening of the regulatory assessment and authorisation phase, the essential factor for rapid approval of a new vaccine is the time required to generate data by the developer and the robustness of this data to demonstrate that the vaccine is safe and effective. Fast track approval should not compromise sound evidence generation and assessment of safety and efficacy of any vaccine. The EMA and Commission will bear responsibility for these vaccines as they are the authorisation body in the EU. 



		

		

		



		In addition to the EC R&I support and regulatory acceleration described above, the strategy should take a position on additional approaches to support vaccine development…

		

		CEPI, an international initiative with European input from its inception, receives direct funding from the European Commission, and combines a strong product development focus with a competitive element that intends to ensure only the most promising candidates are supported towards market maturity. 



CEPI describes itself as “an innovative global partnership between public, private, philanthropic, and civil society organisations launched in Davos in 2017 to develop vaccines to stop future epidemics” with the mission to “accelerate the development of vaccines against emerging infectious diseases and enable equitable access to these vaccines for people during outbreaks. CEPI was founded in Davos by the governments of Norway and India, the Bill & Melinda Gates Foundation, the Wellcome Trust, and the World Economic Forum”. It is structured as a Norwegian association and has secured $760 million investment, with funding from the Governments of Norway, UK, Germany, Japan, Canada, Ethiopia, Australia, Belgium, Denmark, Finland, the Bill & Melinda Gates Foundation, and Wellcome.  The European Commission provides substantial financial contributions to support relevant projects through its mechanisms. €50 million of further funding from the EC to CEPI is earmarked for this year[footnoteRef:9].  [9:  https://ec.europa.eu/research/participants/data/ref/h2020/wp/2018-2020/main/h2020-wp1820-health_en.pdf ] 




The CEPI board includes among others, Peter Piot, London School of Hygiene and Tropical Medicine and  Member of the Commission’s advisory panel on COVID-19, Jeremy Farrar, Director of the Wellcome Trust, and Joachim Klein, BMBF (German Federal Ministry of Education and Research). 



CEPI is presently seeking $2bn to process 8 vaccine candidates with the goal of submitting 3 for regulatory approval in 2021.



A contrasting approach is shown by the United States Biomedical Advanced Research and Development Authority (BARDA) which, March 30, announced[footnoteRef:10],[footnoteRef:11] a $1bn partnership with Johnson and Johnson (a US headquartered medical device, pharmaceutical and consumer goods multinational) for the emergency use authorisation of a COVID-19 vaccine by early 2021. Under the co-funding agreement, Johnson and Johnson will scale up manufacturing capacity globally and commits to provide vaccine on a not-for-profit basis under emergency pandemic conditions. The Commission is currently exploring the possible mobilisation of the Emergency Support Instrument which could host a BARDA-type of mechanism. [10:  https://www.hhs.gov/about/news/2020/03/30/hhs-accelerates-clinical-trials-prepares-manufacturing-covid-19-vaccines.html ]  [11:  https://www.jnj.com/johnson-johnson-announces-a-lead-vaccine-candidate-for-covid-19-landmark-new-partnership-with-u-s-department-of-health-human-services-and-commitment-to-supply-one-billion-vaccines-worldwide-for-emergency-pandemic-use ] 




		

		

		



		…and manufacturing.

		

		Manufacturing the billions of doses that will be required to prevent future outbreaks, and ensuring that they are affordable and accessible, will require co-operation between the pharmaceutical industry and the public sector.



The Innovative Medicines Initiative, a public private partnership between the European Commission and the European Federation of Pharmaceutical Industries and Associations (EFPIA), including the specific grouping Vaccine Europe, provides a forum for the mobilisation of GMP facilities at scale. 



The UK Vaccines Manufacturing Innovation Centre (VMIC) may serve as an example for a more enduring approach to ensuring the ability to respond effectively and rapidly to future pandemics. 



VMIC is a not for profit association of the University of Oxford, Imperial College, and the London School of Hygiene and Tropical Medicine, receiving in-kind support from Janssen, Merck/MSD, and GE Healthcare. Being a dedicated vaccine manufacturing and innovation centre VMIC can drive novel innovative manufacturing processes and carry out vaccine manufacturing at a variety of scales. It can also provide training and expertise to a new generation of development and manufacturing scientists and operatives. It furthermore serves as an emergency response capability to produce vaccines against emerging infectious diseases.



		

		

		



		Action taken to develop the joint strategy can be underpinned in part with reference to December 2018’s Council Recommendation on strengthened co-operation against vaccine preventable diseases. 

		

		The Council of the European Union has previously welcomed the Commission’s intention to take action in co-operation with the Member States. Actions include: Developing a virtual data warehouse on vaccine needs;  Exploring the feasibility of physical stockpiling and engaging in dialogue with companies to do so; Exploring the possibilities of joint procurement of vaccines or antitoxins to be used in pandemics; Seeking consensus on unmet population needs and agreed priorities for vaccines that can be used to inform future vaccine research funding programmes at national and EU level, including leveraging the advantages of the Coalition for Epidemic Preparedness Innovations (‘CEPI’) and the Global Research Collaboration for Infectious Disease Preparedness[footnoteRef:12] (‘GloPID-R’). [12:  https://www.glopid-r.org/ ] 






		

		

		



		Development, manufacture and access and affordability require a coherent, co-ordinated and transparent approach. 

		

		A coherent, transparent, and co-ordinated approach is required towards the selection of candidates and mechanisms for their support, ensuring capacity for their manufacture, and that safe and effective doses are accessible and affordable in Europe and worldwide.



The efforts undertaken by WHO to provide and update a global inventory of the full range of candidates, including those under development in the EU, are welcome and the EU will continue to ensure that information on European development efforts is up to date.



The European Commission together with Member States supports CEPI’s work to accelerate development of selected vaccine candidates. The Member States are represented in the board and advisory structures of CEPI.  Knowledge of CEPI processes, including whether additional candidates may be added as existing ones fail, the criteria for their selection, and whether EC representation in the decision making board is desirable, and the commitment requirement for doing so, are important.



Blended with the EC commitment to CEPI will be the EC’s own continued support from its range of grant and financial instruments to developers, according to pre-defined evaluation criteria. These grant and financial instruments include possible further calls for proposals of the type described above and further support from the InnovFin ID programme.



In terms of manufacturing it will be important not only to discuss with Member States, but also to establish discussions with the European Federation of Pharmaceutical Industries and Associations (partner in the Innovative Medicines Initiative), and the specialised Vaccine Europe group within, as well as with the European Vaccines Initiative (a European Economic Interest Grouping bringing together top European institutes active in vaccine development). Available financial instruments will be used to support all stages of vaccine development and production, including increase in manufacturing capacity. The Commission together with Member States and industry will attempt to determine the current production capacity in the EU and the extent to which they could be scaled up with support from ESI, EIB etc.



Pending marketing authorisation, early access to a vaccine may be provided under a national compassionate schemes. Compassionate use allows the use of an unauthorised medicine for patients who have a disease with no satisfactory authorised therapies or who cannot enter a clinical trial. The corresponding programmes are intended to facilitate the availability to patients of new treatment options under development However, it is not sure to what extent companies may be able to scale up manufacturing capacity at this stage.



The use of joint procurement / advance purchase agreements; and the use of structural funds via the Important Projects of Common European Interest[footnoteRef:13] process, as well as more broadly new avenues opened by the temporary framework for state aid measures, will be investigated to ensure sufficient production, accessibility and affordability. [13:  Communication on Important Projects of Common European Interest (IPCEI) ] 




Liability questions may already play an important role in the development phase of pandemic vaccines, as the responsiveness of manufacturers to engage in a rapid development may depend on how potential risks are shared. It is not uncommon that companies have asked public authorities for acceptance of liability or indemnification for any financial risks associated with the accelerated development and subsequent deployment of a pandemic vaccine.



In the case of the pandemic flu vaccine joint procurement, industry was reluctant to provide full liability for their vaccines. Side effects arose with one of the pandemic vaccines which led to legal disputes and compensation claims at the national level. Concerning liability of industry for side effects in the case of a coronavirus outbreak, this could be a topic to be resolved in the context of the Coronavirus vaccine joint procurement. 



We should not wait for the vaccine to be developed before deciding and agreeing on a unified European position on liability and other major legal issues. This internal discussion needs to happen in parallel with the development of the vaccine to avoid delays or the risk of Member States adopting conflicting approaches. 



Finally, the strategy must address not only the acute threat of further COVID-19 outbreaks, but also ensure EU preparedness and capacity for possible future pandemics. This will build on GLOPID-R, the European Vaccines Initiative, and infrastructures. 



		

		

		








		Proposed next steps: 

Establishment of an ad-hoc group (including relevant R&I, health and regulatory representatives of MS, European Medicines Agency, European Centre for Disease Prevention and Control, European Investment Bank, representative from EC COVID-19 Advisory Group…) to cover the entire pipeline of vaccines, treatment and diagnostics. Regarding vaccines this group start by focussing on discussing the following questions 

		

		· Stocktake pledges to the Coalition for Epidemic Preparedness and Innovation (CEPI) 

· Ensure completeness and correctness of analysis of the landscape of COVID-19 candidates in annex

· Discuss how entities represented by group members will support the development, clinical trials, production and administration of COVID-19 vaccines (including the financing).

· On the basis of the above, how to select and prioritise candidates.
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Extending and supporting large EU wide clinical trials for clinical management of COVID 19 patients

At this stage of the COVID-19 pandemic, there are no approved medicines to protect from or treat COVID-19.  A number of studies have started, to see if treatments that work for other infections would work for COVID-19[footnoteRef:1], or if the use of antibody-rich blood plasma or monoclonal antibodies have an effect. The search for new compounds is also actively ongoing. Recent scientific findings seem to indicate fact that an over activation of the immune response could be at the basis of the respiratory complications seen in some patients, requiring them to go into intensive care. These findings open up to new therapeutic approaches. It is also expected that as new scientific discoveries are revealed further treatment options will need to be rapidly tested in the clinical settings. [1:  E.g. lopinavir/ritonavir, hydroxychloroquine, or remdesivir (which is still an investigational drug)] 


In order to have enough evidence about what works and what does not, it is essential to avoid fragmentation of study initiatives. Studies need to enrol a sufficient number of patients, and use standardised and agreed upon protocols to reach conclusive results on efficacy.

For these reasons, the European Medicines Agency has asked to prioritise large randomised controlled studies, as the best avenue to generate the conclusive evidence needed to enable rapid development and approval of potential treatments of COVID-19.[footnoteRef:2]  It also emphasises the need to include all EU countries in these trials. [2:  https://www.ema.europa.eu/en/news/call-pool-research-resources-large-multi-centre-multi-arm-clinical-trials-generate-sound-evidence ] 


Two multi-centre and multi-arm clinical trials have 	already started in Europe, investigating different treatment options for the treatment of COVID-19. The DisCoVery[footnoteRef:3] trial, for all COVID19 patients entering hospital, and the REMAP-CAP[footnoteRef:4] trial for patients in intensive care units. The DisCoVery trial and the REMAP-CAP trial are complementary and can co-exist in the same sites. This guarantees that a sufficient number of patients are included, the potential for strong and conclusive results is increased, and the evidence base on therapeutic approaches to COVID-19 is supported.  [3:  as an add-on trial to the WHO Solidarity trial]  [4:  https://www.remapcap.org/coronavirus ] 


The proposed action aims to harness the Commission’s and Member States efforts,  joining forces around setting up EU wide clinical trials, such as the DisCoVery and REMAP-CAP trials, to investigate the efficacy and safety of COVID-19 therapeutic approaches including the use of convalescent plasma. 

With this action the Commission will provide additional funding so that hospital research sites from all MS can participate in large scale trials throughout Europe, using the same standard protocols and collecting data in a harmonised manner. 

In addition to the EU funds, MS are invited to fund complementary research sites, with the aim to further develop a Europe-wide COVID-19 clinical trials network. 

Having such a network is important also in the context of the support the EIC or InnovFin ID provide to individual companies/SME for developing new approaches. One of the challenges in an outbreak like COVID-19 is to rapidly find the patients to enrol in clinical trials and to identify the clinical sites that are well prepared to run these trials.  This is where EU wide networks play an important role, in particular to support SMEs that may have limited capacity to run such trials themselves.  

Close collaboration and coordination with the national competent authorities and the European Medicines Agency (EMA), will be sought from the beginning to efficiently and promptly move forward promising therapeutic options through the necessary regulatory pathway. 

With time, when plausible vaccine candidates become available, the clinical trial network could also be extended beyond testing of treatments, to also include vaccines. 
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Finding a treatment for COVID-19 –the EU is contributing 



COVID-19 is a disease caused by infection with a novel coronavirus called SRAS-CoV-2. This virus is entirely new to humans, meaning that there are no approved medicines to protect us from or treat COVID-19.

The current high and increasing number of patients makes it very clear that we urgently need to improve our ability to cure COVID-19. However, the development of treatments can be a lengthy process, depending on the treatment type. While efforts can be made to speed up, there are a number of mandatory steps that determine whether and how fast we can move forward through the process, while making sure that the safety of these treatments is assessed. 



We can take different routes to find a good treatment. The fastest is to start with a treatment based on a medicinal product that is already approved (and therefore deemed safe) and available, even though it has not been developed for treatment of COVID-19. This is called repurposing; such products can be tested for their capacity to treat COVID-19 without the need to reassess their safety. Basing the treatment on the use of anti-body rich blood plasma or components thereof, collected from donors who have recovered from the virus, is another potentially beneficial treatment for COVID-19 patients. A third possibility is a treatment based on monoclonal antibodies that inactivate the virus by binding to it. A fourth possibility is screening for compounds that can be used to start developing a completely novel treatment, but it should be noted that this is a lengthy process that likely requires several years. In addition to this, it is important to assess any detrimental effects of currently used medicines since some of them could potentially increase sensitivity to infection with SARS-CoV-2, or negatively affect treatment and recovery. In addition to this all, non-pharmaceutical interventions can improve treatment/standard of care. Such interventions can cover a very broad area, including e.g. protective equipment, telemedicine and digital technologies that allow close monitoring while at home.



Clinical trials are crucial for developing effective and safe treatments. In order to have enough evidence about what works and what does not, it is essential to avoid fragmentation of study initiatives. Trials need to enrol a sufficient number of patients, and use standardised and agreed upon protocols to reach conclusive results on efficacy. For these reasons, the European Medicines Agency (EMA) has asked to prioritise large randomised controlled trials, as the best avenue to generate the conclusive evidence needed to enable rapid development and approval of potential treatments of COVID-19.[footnoteRef:1]  It also emphasises the need to include all EU countries in these trials. [1:  https://www.ema.europa.eu/en/news/call-pool-research-resources-large-multi-centre-multi-arm-clinical-trials-generate-sound-evidence ] 


Two multi-centre and multi-arm clinical trials have started in Europe, investigating different treatment options for the treatment of COVID-19. The DisCoVery trial, for all COVID19 patients entering hospital, and the REMAP-CAP[footnoteRef:2] trial for patients in intensive care units. The DisCoVery trial and the REMAP-CAP trial are complementary and can co-exist in the same sites.  [2:  https://www.remapcap.org/coronavirus ] 


In the absence of short-term alternatives it is worthwhile to test the safety and efficacy of a treatment based on using blood plasma obtained from recovered patients.

The Commission funded actions so far include:

· The funding of eight projects that will use a variety of research approaches to develop antibody-based therapies, antivirals, or focus on drug repurposing (see Annex 1). The funding of the REMAP-CAP trial is one example, another  is the project “Exscalate4CoV”, which involves a coalition between scientists and three of the most powerful supercomputing centres in the EU to use this massive computing power to find potentially effective drugs against COVID-19.

· March 31, the Horizon 2020-supported Innovative Medicines Initiative (IMI), a public-private partnership between the EU and the pharmaceutical industry, received 144 proposals for research on diagnostics or therapeutics under its fast track call. The evaluation of these proposals is ongoing. Horizon 2020 will contribute up to €45 million to this call and a commitment of a similar scale is expected from the pharmaceutical industry so that total investment could reach €90 million. 

· March 18, 2020 the Horizon 2020 European Innovation Council (EIC) Accelerator pilot received 4000 applications for its bottom-up call for proposals, out of which 1000 COVID19 related. Assessment of these proposals is ongoing. A fast-track procedure for the signature of contracts with the selected companies working on COVID-19 related topics will be ensured.

· On 3 April the Horizon 2020-supported European and Developing Countries Clinical Trials Partnership (EDCTP), a public-public partnership focusing on infectious diseases research in sub-Saharan Africa, launched an emergency call for expressions of interest for research projects to provide novel, critical and timely insights into the COVID-19 outbreak in sub-Saharan Africa and/or potential avenues for its management or prevention.



The Commission’s ongoing actions and proposed actions to the Member States aim to strengthen and speed up the development process, making the EU contribution impactful, and, importantly, ensuring Europe’s future autonomy and capacity (beyond COVID) so that treatments can be developed, produced and distributed according to the EU principles and values of ethics, fairness and solidarity. 



Proposed coordinated actions with Member States 



i) To speed up the development process



In addition to funding the EU wide extension of clinical trials (as referred to in point three of the Action Plan for R&I coordinated action), the aim should be to set up and further develop an EU wide COVID-19 clinical trials network. Such a network would include a ‘EU coordination hub’ that would keep the overview of all ongoing trials, help select the most promising approaches and swiftly move those through advanced development phases, saving vital time and resources. Work would be closely coordinated with WHO. The network should help build capacity at European level to rapidly conduct clinical trials in relation to any serious future pandemic threat.  As the work programme 2020 already dedicates EUR 30 million to the “Creation of a European wide sustainable network for harmonised large-scale clinical research studies for infectious diseases”, this could provide the platform to further develop the network.



ii)  To ensure autonomy in manufacturing and distribution



Many medicines are produced outside Europe, this is especially true for generics and even more so for precursors of medicines. Several Member States have proposed to work toward a joint, coordinated and collaborative development of treatments, also ensuring autonomy in their manufacturing and distribution. In this context, the Commission could explore the possibility of an EU joint procurement mechanism, possibly using advance purchase agreements, to ensure that effective and safe new treatments are produced and distributed at scale and in a fair, equitable and transparent matter. 



The proposed actions at EU level should be deployed in synergy with initiatives at international level such the ‘treatment accelerator’ launched by the Wellcome Trust, the Bill and Melinda Gates Foundation and Mastercard. Managed by Gates and Wellcome staff, the accelerator is intended to enhance coordination between the various groups working on COVID-19 compound identification and development, including those funded by governments, and focus on the last parts of the R&I chain (from drug pipeline development through to manufacturing and scale-up) and of course in close cooperation with WHO.




Annex

Eight COVID-19 research projects that have been shortlisted for EU funding

· Drug repurposing

EXCALATE4CoV - aims to exploit the most powerful computing resources currently based in Europe to empower smart in-silico drug design. Advanced Computer-Aided Drug Design (CADD) in combination with the high throughput biochemical and phenotypic screening will allow the rapid evaluation of the simulations results and the reduction of time for the discovery of new drugs. - Antiviral drugs and repurposing

RiPCoN – aims to identify approved drugs that can be repurposed for the treatment of 2019-nCoV using interactome profiling and deep-learning. The project will deploy rapid high-throughput protein-protein interaction mapping and computational protein-RNA interaction predictions to chart the coronavirus host interactome network (CoHIN).

SOLNATIDE – will use a peptide-based drug Solnatide IMP that has already been approved for the therapeutic treatment of Pulmonary Permeability Oedema and target the respiratory system 

· Antibody based therapy

ATAC - aims at developing passive immunotherapy against COVID-2019. Human antibodies will be obtained from blood of CoV-recovered donors from China and Italy Those will be characterized by rapid experimental and computational work, optimized, produced and tested in consultation with the EMA to ensure prompt embedding of regulatory aspects. 

MANCO – will perform preclinical and clinical evaluation of monoclonal antibodies against 2019-nCoV. It will build on and leverage outstanding results from the ongoing IMI-funded project ZAPI, including recently-discovered broadly cross-reactive monoclonal antibodies against beta-coronaviruses and an established pipeline for rapid identification of specific monoclonal antibodies against 2019-nCoV; antibodies that will be selected are to proceed to GMP manufacturing. 

CoroNAb – aims to rapidly identify, validate, and disseminate pre-clinical protein therapeutic candidates with neutralizing activity against 2019-nCoV, and to recommend where their use would be maximally effective. The project intends to design and synthesize recombinant variants of nCoV glycoproteins to generate and characterize multiple nCoV-neutralizing antibodies and nanobodies. 

· Antivirals

SCORE -will target the virus using five independent approaches: (i) using (combinations of) FDA-approved drugs, (ii) targeting viral RNA synthesis, (iii) inhibiting coronavirus proteases, (iv) blocking virus entry, (v) discovery and development of new antivirals. This program will be supplemented with 2019-nCoV toolbox and animal model development. 

Fight-nCoV - will accelerate preclinical development of new broad-spectrum antivirals for inhalation. It will determine and characterize the antiviral activity and safety of three viral entry inhibitors against SARS-CoV-2 in vitro and in vivo. To enable this, the project will build capacity for evaluation of antiviral efficacy against SARS-CoV-2 in vitro using viral pseudotypes and wild-type SARS-CoV-2 as well as in vivo in non-human primates. 
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Date: 08/04/2020

Status: working document, subject to possible changes

COVID-19 Support for diagnostics development

Background - current situation

In vitro diagnostic tests are essential for the detection of SARS-CoV-2, and a crucial part of managing the pandemic. In the EU Member States, this is currently done in health institutions such as reference laboratories and hospitals by molecular tests detecting the SARS-CoV-2 virus RNA. In addition, many commercial diagnostic devices of different types are becoming available in the EU. 

It is important to distinguish different uses in today’s diagnostic technologies: while direct methods such as RT-PCR[footnoteRef:1] and antigen detection (be it ELISA method, tests strips or lateral flow devices (LFDs)) are suitable for diagnosis, antibody detection and analysis of patient RNA-signature are suitable for epidemiological analysis but might not be suitable for diagnosis of a current infection.  [1:  Real time reverse transcription polymerase chain reaction] 


There are already over 40 commercial RT-PCR assays offered in Europe with variable availability rates and prices between countries and many antibody detection assays are emerging, both automated and rapid test strips that can be used as fast point of care (POC) screening tests (sensitive enough to identify the vast majority of virus carriers). 

Given the speed at which COVID-19 test methods evolve and devices are placed on the market, information to assist assessment and comparison of their performance would be of use for relevant competent authorities, as well as market actors, clinicians and other stakeholders. 

What is the EC doing?

Since 2003, the EU has invested around € 47 million under FP6 and FP7 on diagnostics research supplemented under Horizon 2020 with more than € 42 million invested before the coronavirus outbreak, in particular through the ‘PERFORM’ and ‘Value DX’ projects. 



Since January 2020, several initiatives have been taken that address diagnostic issues:

· An emergency call supported by €47.5 million allowed the funding of 18 proposals among which  “CoNVat” ‘CORONADX’, ‘HG nCoV19 test’, ‘CORESMA’ and ‘RECOVER’ are particularly relevant to diagnostic solutions.

· A special fast track call from the Innovative Medicines Initiative (IMI) on developing therapeutics and diagnostics should gather €90 million from both Horizon 2020 the pharmaceutical industry. (evaluation of proposals ongoing)

· A “bottom call” from the European Innovation Council (EIC) for start-ups and SMEs with a minimum budget of €164 million will support best-received COVID-19 applications. (evaluation of proposals ongoing)

· COVID-19 applications under the InnovFin Infectious Diseases Finance Facility co-funded by Horizon 2020 and the EIB could receive up to € 75 million (and beyond in exceptional cases). This would include companies producing diagnostics tests.

· Special derogations to the Medical Devices Regulation will allow putting on the market non-certified devices that are crucial to safeguard public health. 

· A positive control material produced by the Joint Research Centre has been distributed to testing laboratories in the EU. It will facilitate the reliability of the detection of the SARS-CoV-2. 

· A joint procurement on laboratories equipment (kits, reagents, hardware) was launched on Thursday 19 March with a deadline for applications extended to 12 April.





What can the EC do?

In times of growing number of infections across the EU, it is important to support the development and validation of faster and simpler POC screening tests, especially rapid antigen detection tests. To cope with current little information on performance of the many SARS-Cov-2 tests on the EU market or in the pipeline[footnoteRef:2], specific activities could be immediately considered: [2:  https://www.finddx.org/covid-19/pipeline/ ] 




· The EC services, in collaboration with the ECDC, is producing an overview of available studies on test method and device performance in the EU. The document should also include guidance for performance criteria for different types of test and devices. These performance criteria would be an essential tool to help MS surveillance and testing strategies. This document will be finished by 12-04 and is to be presented at the Council of Health Ministers.  

· In parallel, a guidance doc on the validation of diagnostic method by the College is foreseen on 15-04. 

· ECDC is developing a discussion paper on a common strategy for EU/EEA/UK countries to perform sero-prevalence cross-sectional surveys in Europe. A number of countries have taken some initiative to start such surveys, using in-house tests that have not necessarily been cross-validated. 



· The JRC is starting to produce new control samples for serological test (complex because of the necessary biosafety requirements)

· A dedicated Horizon 2020 call on understanding populations’ immunity and identify adequate immune responses.  

The management of national containment measures as well as of the different national exit strategies would benefit from European coordinated approach. To this end, the Commission could ask the European Advisory Panel on COVID-19 to propose a common methodology based on scientific evidence and the expert opinion of the epidemiologists and virologists composing the panel. 



		 

The Commission’s Advisory Panel on COVID-19 has been established to provide advice to the Commission on the:

· Formulation of response measures to be addressed to all Member States in line with the different stages of the COVID-19 pandemic in the EU as a whole and taking into account particular Member State contexts; 

· Identification and mitigation of significant gaps, inconsistencies or inadequacies in measures taken or to be taken to contain and manage the spread of COVID19, including in clinical management and treatment, and overcome its impact; 

· Prioritisation of health care, civil protection and other resources as well as support measures to be organised or coordinated at EU level; 

· Subsequently, recommendation of policy measures for addressing and mitigating medium and long-term consequences of COVID-19. 

The activities of the group shall complement and capitalise on the work of the European Centre of Disease Prevention and Control (ECDC). 
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INFORMATION FOR THE ATTENTION OF THE DIRECTORS-GENERAL FOR RESEARCH AND INNOVATION

Subject: implementation of the first 10 priority actions

As a follow-up to the informal Ministerial Research and Innovation video-conference of 7 April, where the Ministers supported the first ten priority ERAvsCorona actions, the purpose of this document is to share with you the concrete first steps we are proposing to implement these actions.

For action 1, the coordination of R&I funding against the Coronavirus, based on the Ministerial discussion of 7 April, I propose to extend this to cover the whole pipeline (from pre-clinical research to products being available to citizens) and to cover the following priority issues: vaccines, treatments and diagnostics (see separate working papers on this). To this end, I propose to establish an ad-hoc working group including Member States and Commission services representatives and agencies. This group should enable us, public funders of research and innovation, to work better together in a coordinated and more efficient manner in our immediate need to tackle the current Covid-19 pandemics.  Specific objectives of the group should notably address the development of diagnostics, treatments and vaccines, but the group should first focus on the immediate need for an effective strategy regarding the development of vaccine(s), treatments and diagnostics for Covid-19. 

In order to kick this off as quickly as possible, I would like to invite you to nominate one or two members for this group. Please send the name of your nominee(s) to Laurence Bastin (Laurence.bastin@ec.europa.eu) by 15 April 2020.

For actions 2, the extension of and support to large EU wide clinical trials for clinical management of Coronavirus patients, further steps will be discussed in the ad-hoc group. Further background information on this action can be found in the separate paper on clinical trials. 

For action  3, the new call 'Expression of interest' in Horizon 2020 for innovative and rapid health-related approaches for responding to Coronavirus”, which includes three areas in one call, we will involve the Health configuration of the Horizon 2020 Programme Committee.

For action 4, increasing support to innovative companies, the Commission has reinforced the financial means for financial instruments dedicated to the Corona crisis such as the InnovFin Infectious Diseases Finance Facility.  Due to the level of demand, EC and EIB agreed a reallocation of financial priorities to allow other key innovative players developing innovative vaccines candidates, drugs, medical and diagnostic devices or novel critical research and innovation infrastructures (including production facilities) for combatting COVID-19 to benefit from InnovFin IDFF support. In this context €350m have been reallocated (including €250 m of reflows from previous R&I financial instrument (FP7 RSFF). The possibility to work with other investors could be tackled in the context of the forthcoming EU pledging event. Regarding the increased support (an amount of EURO 150 million is foreseen) to the recently closed Horizon 2020 EIC pilot Accelerator call, the implementation will be discussed with the relevant Programme Committees. Regarding the establishment a Coronavirus EIC Platform for matchmaking services we refer to the action 4 background paper. 

For action 5, creating opportunities for other funding sources to contribute to R&I actions on Coronavirus, a dedicated ‘COVID-19 response Seal of Excellence’ (COVID-Seals) will be awarded to proposals submitted in the EIC pilot Accelerator call with a cut off date of 20 March 2020. A meeting with the Seal Community of Practice, counting 250 members representing regional/national public funding bodies, will take place in the second part of April. In terms of mobilising private investors, by the end of April/beginning of May, the Access2EIC -Seal of Excellence' online community will promote an e-Pitching session targeted to the COVID-Seals for potential investors. Furthermore, the ‘European Investment Project Portal’ will flag COVID SME Seals proposals in its platform in order to attract funding from private investors/venture capitalists.  More information can be found in the action 5 background paper. 

For action 6, establishing a one stop shop for Coronavirus R&I funding, please send your information on national funding opportunities to the following mail box: EC-FT-PORTAL-DOCUMENT-PUBLICATION@ec.europa.eu. In order to structure the information, please use the template (see the action 6 background document). Please also nominate a contact person (with a back up if possible).

For action 7, establishment of an ad-hoc High Level R&I Task Force on the Coronavirus, I suggest to further assess the added value and possible mandate of this group. 

For action 8, access to Research Infrastructures, further information can be found in the action 8 background paper.

For action 9, the Research data sharing, I foresee the initial deployment of a new European COVID-19 Research Data Platform by mid-April as a priority pilot to realise the objectives of the European Open Science Cloud (EOSC). The interaction with the Member States and Associated Countries on the staged development and dissemination of this platform will continue through the EOSC Governance Board. The delivery of guidelines for data exposure on the platform is expected by mid-April and for COVID-19 data management by end of April. Furthermore, there will be a link with other relevant COVID-19 information and communication platforms (e.g. the Health Policy Platform operated by the Commission). Further information can be found in the action 9 background paper. 

[bookmark: _GoBack]For action 10, the Pan-EU Hackathon to mobilise European innovators and civil society, further updated information can be found in the action 10 background paper.





Jean-Eric PAQUET
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