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ECFS-CTN
The ECFS and EuroCareCF have worked together to pave the way for an ECFS-Clinical Trial Network (ECFS-CTN), which has now been active since 2008. The network currently provides access to 58 large and experienced CF centres, located in 17 different countries throughout Europe representing 21 500 CF-patients. 

The aim of the European Cystic Fibrosis Clinical Trial Network is to intensify clinical research in the area of cystic fibrosis and to bring new medicines to the patients as quickly as possible. This is done by:

· Sharing expertise among dedicated CF researchers.

· Involving and cooperating with the patient organizations.

· Centralizing review of clinical trial protocols in cooperation with the pharmaceutical industry.

· Supporting the study conduct in the sites that are part of the network.

· Standardizing research procedures and outcome parameters, and

· Providing training to the site’s staff.

Please first read general information on aims, services and procedures of the ECFS-CTN: https://www.ecfs.eu/ctn/industry 

All requests for partnership with ECFS-CTN need to be received at least 8 weeks in advance of the application deadline. The request will be reviewed by the ECFS-CTN Executive Committee and will require their approval before confirming partnership. However, if additional committees need to be involved (e.g. ECFS-Patient Registry) the process may take longer. Please note that the committee meets every 2 weeks.
It is important to note that the ECFS-CTN (as a co-applicant) will request involvement in the setup of the application, including review of all supportive data, application drafts, budget setup,  and the final approval of the application before submission to the funding agency.
1. General info:

a) Funding agency and reference to the call: ____
b) Project title:  ____
c) Investigational product (if applicable) : ____
d) Study phase (if applicable): ____
e) Coordinator of the application:

· Name:

· Institution:

· Country:

· Email:
· ECFS member: Yes/No

f) Estimated budget for the project: ____
2. Description of the project
Please provide a summary of the project, including timelines (maximum 1 page)
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3. ECFS-CTN role

a) Please describe why the ECFS-CTN should be a partner in the proposed collaboration:
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b) Please define the specific roles of the ECFS-CTN over the course of the project:
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c) What is the estimated average monthly workload for ECFS-CTN?  __________
d) Protocol review process (required): Do you agree that the (draft) protocol will be reviewed by the ECFS-CTN Protocol Review Committee?  This will also need approval from the ECFS-CTN Executive Committee prior to running the trial in ECFS-CTN sites? (service to be funded by the EU project)
  

 Y / N 
e) Feasibility service for ECFS-CTN sites (required): Do you agree that the research site feasibility check will be coordinated by the ECFS-CTN? (service to be funded by the EU project)














Y / N 
f) If the trial requires a DSMB, would you consider using the DSMB services connected to the ECFS-CTN? 

Y / N

4. Consortium

a) Confirmed academic partners (please state institution or company name and country):

[image: image4]
b) Other possible partners:
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c) Will a SME (Small and Medium-sized Enterprises) be involved? If yes please provide more information:
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d) Involvement of patient organizations is essential. Have you asked CF Europe https://www.cf-europe.eu/ and / or national patient organizations to become a consortium member? Please provide more information:
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e) Do you need involvement of the ECFS Patient Registry (https://www.ecfs.eu/ecfspr ) ? Please provide more information:
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f) How many clinical trial sites are planned?  ______
g) What are the proposed clinical trial sites?  Please provide details 
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h) Will the trial be multinational? How many countries will be involved? 
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i) Are countries pre-selected? If yes which ones?
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j) Is advice by EMA necessary? If so has it been received yet (if so please provide EMA advice)? 
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Thank you for completing this application.

Please email back to ecfs-ctn@uzleuven.be
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