Template: orphan designation sponsor’s address and/or name change notification letter
    


Submitted to:

European Medicines Agency via IRIS portal

European Commission (via e-mail) sante-pharmaceuticals-B5@ec.europa.eu




[bookmark: Telephone][bookmark: Name][bookmark: Company][bookmark: Dear][bookmark: Letteref]Subject: address and/or name change of the sponsor of the orphan designation(s) (copy from the application form):
· EU/3/xx/xxxx
· EU/3/xx/xxxx

[bookmark: BodyBlank]Please be informed about the change(s)[footnoteRef:1] below. The sponsor remains the same legal entity. The sponsor’s record has been updated in the EMA SPOR[footnoteRef:2] database as follows: [1:  Complete one or all options, as applicable.
]  [2:  It is under the responsibility of a sponsor to update their details on the EMA SPOR-Organisations Management System.

Please don’t use this template to request a change of a contact person. The management of IRIS accounts and roles is under the responsibility of a sponsor. Please refer to the IRIS Quick Guide to Registration at IRIS Quick Guide to Registration or contact EMA Service desk. If an IRIS contact person, manager or contributor for any submission leaves their function, the IRIS admin user should consider removing their affiliation to the OMS organisation in EMA's Account Management portal, as the EMA account of that user can still be used to modify applications on behalf of the affiliated organisation.
] 


	☐ New name[footnoteRef:3] (copy from SPOR) [3:  Please attach a proof of establishment to the name change notification.] 

	

	☐ New address (copy from SPOR)
	



Please update the sponsor’s contact details for general public inquiries, published on the EMA website as follows:

	☐ Telephone number 
	

	☐ E-mail address 
	




This letter has been produced electronically and consequently does not bear a signature. 
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