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EudraVigilance Human Sponsor Registration Form
Appointment of a 'Responsible Person for EudraVigilance' (RP) by a sponsor organisation





This form is part of a set of EudraVigilance Registration Documents. These documents are required in support of the registration process of authorised users of EudraVigilance Human, which is further described in the EudraVigilance Registration Manual.
This form is completed on behalf of the sponsor of a clinical trial.[footnoteRef:1] In the situation where a sponsor is located outside the European Economic Area (EEA) the sponsor’s Legal Representative[footnoteRef:2] also needs to complete and sign the form. For Sponsors located inside the EEA the Legal representative section should be left blank. [1:  As defined in Article 2(14) of Regulation (EU) 536/2014 and Article 2(e) of Directive 2001/20/EC as applicable.]  [2:  In accordance with Article 74 of Regulation (EU) 536/2014 and Article 19 of Directive 2001/20/EC as applicable.] 

[bookmark: gjdgxs][bookmark: Table3]Table 1. Contact details of the Sponsor (and the Sponsor’s Legal Representative where the sponsor is located outside the EEA)
	Sponsor’s contact details
	Contact details of the Sponsor’s Legal Representative in the Union (where the sponsor is located outside the EEA)

	Sponsor organisation[footnoteRef:3]:  [3:  This should match the information provided in the Clinical Trial Application form provided as part of the trial registration.] 


	Organisation Name (if applicable): 


	Contact point within the sponsor organisation:

	Contact point within the Legal Representative:


	Full Name: 
	Full Name: 

	Address[footnoteRef:4]:  [4:  The address should be provided for the sponsor of the clinical trial.] 


	Address[footnoteRef:5]:  [5:  Address of the organisation acting as the legal representative in the EEA (where the sponsor is not located in the EEA).] 



	Postcode: 
	Postcode: 

	Country: 
	Country in the EEA: 

	Telephone number: 
	Telephone number: 

	E-mail address: 
	E-mail address: 

	Date: 
	Date: 

	Signature (by signing this document I, the undersigned person, confirm that I am authorised to act on behalf of the Sponsor organisation):

	Signature (by signing this document I, the undersigned person, confirm that I am authorised to act, as the EEA Legal Representative for the sponsor named on this form):



	I confirm that (please select the applicable option):
☐ I will be the Responsible Person (RP) for EudraVigilance
Or
☐ I will NOT act as the nominated RP for EudraVigilance (in this situation, please complete the table 2 below with the contact details of the nominated person).
	



Important note: If the Responsible Person (RP) for EudraVigilance (EV) is different to the Sponsor contact provided above, please complete the Table 2 below with the contact details of the nominated person.

Table 2. Contact details of nominated RP for EV (if this person is different to the Sponsor’s contact provided above)
	Contact details of nominated Responsible Person for EudraVigilance

	Full name of the nominated Responsible Person for EudraVigilance:


	Organisation: 

	Address: 

	Postcode: 

	Country: 

	Telephone number: 

	E-mail: 




[bookmark: _1fob9te][bookmark: _Hlk105159158]The personal data submitted in this form is processed in accordance with Regulation (EU) 2018/1725, and as explained in the data protection notice for EudraVigilance Human and for the EMA Account Management system.

	

	Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
		An agency of the European Union  
	[image: EU Logo]

	
	




		Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us 

	Send us a question  Go to www.ema.europa.eu/contact 
	Telephone +31 (0)88 781 6000
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