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1 Introduction 

 
The SOPs were developed by the WP2 on regulation and interaction with 
competent authorities. The group was also involved in the development of 
SOP with the WP1 (Ethics and interaction with ethics committees) (see 
deliverable 18). 
All the SOPs were validated by the WP2 and by the WP6 but will be 
discussed at the beginning of the next ECRIN project to comply with the 
objectives of the Quality Unit and the different delegation models to be 
used for the pilot projects.  
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2 List of SOPs  
SOP Reference SOP Title WP 
ECRIN-CA-SOPØØ1 Interaction with competent authorities before the conduct of a multinational clinical trial on 

medicinal products 
WP2 

ECRIN-CA SOPØØ2 Submission of amendments to competent authorities during the conduct of a multinational 
clinical trial on medicinal products 

WP2 

ECRIN-CA-SOPØØ3 Interaction with competent authorities after the conduct of a multinational clinical trial on 
medicinal products 

WP2 

ECRIN-CA SOPØØ4 Archiving in ECRIN studies WP2 
ECRIN-EC QCDØØ 1 EudraCT: obtention of a trial number and management of the authorisation request form WP1/WP2 
ECRIN-EC-QCDØØ2  
AT/ DK/FI FR/DE 
HU/IT/IE/ES/SE/GB 

Practical aspects of interacting with authorities (ethics committees and competent authorities) 
throughout the conduct of a multinational clinical trial on medicinal products 

WP1/WP2 

ECRIN-CA-SOP ØØ4 Insurance in multinational clinical trials on medicinal products WP2 
ECRIN-GE-SOP ØØ2 Personal data protection  WP1/WP2 
Guidance document Logistics of the Investigational Medicinal Products within ECRIN multinational clinical trials  WP2 
Guidance document  Blood and tissue samples: collection, circulation, storage   WP2 
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ECRIN-CA-SOPØØ1 
Interaction with competent authorities before the conduct of a multinational 
clinical trial on medicinal products 
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ECRIN-CA-SOPØØ2 
Submission of amendments to competent authorities during the conduct of a multinational 
clinical trial on medicinal products 
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ECRIN-CA-SOPØØ3 
Interaction with competent authorities after the conduct of a multinational 
clinical trial on medicinal products 
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ECRIN-CA-SOPØØ4 
Archiving in ECRIN studies 
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ECRIN- CA- SOPØØ5 
Insurance in multinational clinical trials on medicinal products 
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ECRIN-EC-QCDØØ2 
Practical aspects of interacting with authorities (ethics committees and 
competent authorities) throughout the conduct of a multinational clinical trial on 
medicinal products 
 
See deliverable 18. 
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Guidance document 
Logistics of the investigational Medicinal Products within ECRIN multinational 
clinical trials 
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Guidance document 
Blood and tissue samples: collection, circulation, storage 
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