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Enpr-EMA  WG 3&5  

Role: 
 
• Facilitate communication between industry and 

networks 
 

• Gather examples of good practice from Networks 
and industry working with Enpr-EMA networks  

 

• Develop proposals to disseminate examples of good 
practice to Enpr-EMA networks and industry 
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Enpr-EMA  WG 3&5 

25/10/2017 Enpr-EMA CG TC / WG3+5 

Current WG 3&5 members:   
  
Martine Dehlinger-Kremer 
Stefanie Breitenstein 
Susan Tansey ( Acting Chair) 
Pirkko Lepola (Co-Chair) 
Jenny Preston  
Pamela Dicks 
Andrea Waβmuth Grünenthal 
Mark Sorrentino PRA 
 
Industry collaborators for WG 3&5 recommendation: 
Dr. Colin Hayward, Chief Medical Officer at Premier Research 
Dr. Enrico Bosone - Director Patient Access Policy, EMEA Celgene  
Dr. Chris Walker - Regulatory Affairs Executive Director Amgen  
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Completed task 1.;  
Network & Industry survey; 12/2013 - 02/2014 
 

Deliverable 1: Publication: ‘Pharmaceutical Industry and 
Pediatric Clinical Trials networks in Europe- how do they 
communicate?’ , Applied Clinical Trials, Jan 08 2016. 
Pirkko Lepola, Susan Tansey, Pamela Dicks, Jennifer Preston, Martine 
Dehlinger-Kremer 
 
Task 2.; 
Network consultation recommendation; 12/2015 – 03/2017 
Deliverable 2: Consultation recommendation document + diagram to be 
placed on Enpr-EMA website for the sponsors and CROs;  
• Distributed for consultations; 06/2016 – 08/2016 
• Final draft 04/2017; version 10 
 . 

Enpr-EMA  WG 3&5  
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Version 10.0 – Consultation diagram 

16/05/2017 Enpr-EMA Annual WS  / WG3+5 5 
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Version 10.0 – 1.st contact 
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Version 10.0 -1st contact (cont.) 

Etc.. 



Enpr-EMA  WG 3&5  
Next steps; Task 3. 

proposal for Enpr-EMA CG (as presented at last WS May 2017): 

■ Pilot period - test phase - for using these services FOR FREE 
(*!) 

■ Selection of interested companies for pilot phase (e.g. 5-6) 

■ Selection of interested networks (e.g. 5-6) 

■ Max. 1-2 cases / company to be served 

■ After pilot phase; survey to these companies; evaluation and 
analysis of these services – did they bring any value?-> PoC 

■ Publication of the survey results; collected experience 

■ Decision of the continuation; with OR without the fees 
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Enpr-EMA  WG 3&5  
 

■ Strongly related to 3 ongoing developments 
– Fees for services 

■ Discussed with the PDCO 8Nov2016 
– IMI2 Call 10 project 

■ WP1-4 – Governance, Innovation, Business Case 
– Enpr-EMA Network Survey 2017 

■ Identification of network services for 1-4 
Consultation and New Network Categorization 

– NEW link: WG Trial Preparedness 
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Enpr-EMA  WG 3&5  
 

Next steps; Task 3: logistics 
■ Selection of networks prepared to participate in Pilot FOR FREE*  
(*=no fee by Enpr-EMA! – if the request requires eg. Consultation Agreement, network experts can do that by 
the network fees – we cannot guarantee free services – too broad list of services / expertise for selection) 

– Circulation of questionnaire 
– Survey (“Tick Box”) to map each network real practical capabilities according to 

the Recommendation (timepoints 1.-4.) –list of services –different from the WG 
Network Survey 

■ Selection of interested companies for pilot phase 
– Approached by PRA 
– ? IMI2 Call 10 sponsors 

■ Proposal that each network propose their own fee and administer it 
– Could vary depending on complexity of the PIP and services required/provided 
– Networks currently charging for similar services may be able to provide advice 

regarding appropriate fees 
■ After pilot phase; survey to these companies; evaluation and analysis of these 

services – did they bring any value?-> PoC 

■ Publication of the survey results; collected experience 

■ Decision of the continuation 
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Enpr-EMA  WG 3&5  
■ Example of the ”Tick Box” -survey to selected networks (5-6) 
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These are 
the listed 
services 

under the 
1.-4. 

timepoint
s X 



Enpr-EMA  WG 3&5  
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Etc..etc. 
Accross all 
timepoints 
1.-4. 

X 

X 
X 
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