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Please return this form to: ESA Secretariat/Research Clinical Trial Network before 
NECTARINE study starts in your centre 

To: NECTARINE@esahq.org scanned or by fax to: +32-2-743-3298  
From: Nicola Disma                                           Total # of pages incl. attachment: _4_  

NECTARINE - Approval Documentation Cover Sheet 
Country:  Italy       Centre #: N  039-001 
Investigator LAST and first name: DISMA Nicola 
Institution Name: Istituto Giannina Gaslini 
 
I. Ethics Committee (EC) Approval  
Is Ethics Approval MANDATORY for this centre?   Yes X (fill in section 1A)   No � (fill in 1B) 
1A) EC Submission and Approval details 
Approval by Country EC �       Regional EC   X        Local EC �    
EC NAME: Comitato Etico Regionale Liguria 
Ethics Committee Final protocol submission DATE: 15-09-2015 

Ethics Committee Final Protocol approval DATE: 13-10-2015 
EC Subj. Inform. sheet & Patient Informed consent submission DATE: 15-09-2015 

EC Subj. Inform. sheet & Patient Informed consent approval DATE: 13-10-2015 
I have attached the following documents to this cover sheet: 
X EC approval letter (dated and listing the documents approved) 
X EC member list  
� EC letter informing that Informed consent is NOT NEEDED (= waiver of consent) 
� Other EC document:  _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 
 
1B) EC Notification details: 
Ethics Committee study notification DATE: ��-��-201�  

Ethics Committee acknowledgement of receipt DATE: ��-��-201� 
I have attached the following documents to this cover sheet: 
� EC acknowledgement of receipt of study notification  
� Letter informing that Informed consent is NOT NEEDED (= waiver of consent) 

II. Health Authority/Regulatory Authority (RA) Approval   
Is RA Approval mandatory for this centre?  Yes � (fill in section 2)    No X  
2) Regulatory/health Authority Approval details: 
Approval by � RA NAME: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _  
� RA Final protocol submission DATE: ��-��-201� 

� RA Final Protocol approval DATE: ��-��-201� 
I have attached documents to this cover sheet: 
� RA approval letter (dated and listing the documents approved) 
� Other document:  _ _ _ _ _ __ _ _ _ _ __ _ _ _ _ __ _ _ _ _ _ 

Name: Nicola Disma                       Signature:                              Date: 14-10-2015 










