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Notification of change 

                Completion of this form requires Adobe Acrobat version 10.0 or higher.Please always use the latest version of this form by downloading it from the EMA's website.

                This is to informi the European Medicines Agency (EMA) of administrative change(s) concerning the following paediatric procedure:

                  Procedure numberii

                  Latest EMA decision number (if already available)

                  
                    
                  
EMEA-xxxxx-PIPxx
P/xxxx/yyyy
1.
2.
3.
4.
5. 

                  The amendment concerns (select all applicable changes):
Particulars (applicable as of this Notification) 
Address line 1, 2, etc: 
City: 
Postcode: 
Country:  

                  Applicant'sv

                  Name (as registered):

                  Address (seat as registered):
Select checkbox 1 to update the Name (Legal Entity)
Authorised contact person’s 
Name:  
Company name:   
Address line 1, 2, etc: 
City: 
Postcode: 
Country:  
E-mail address(es):
Telephone number:   

                  Address (seat as registered):
Contact point for public enquiries published on the EMA website 
E-mail address:
Country:  
Telephone number:   
Completion required only for change of Applicant 
due to new legal entity (check-box 1):
On behalf of: 
(new Applicant’s name)

                    Electronic signaturei of the Authorised contact personiv

                    
                      
                    
Completion required in all cases: 
On behalf of: 
(current Applicant’s name)

                  Electronic signaturei of the Authorised contact personiv

                  
                    
                  
Date:

              Check list (submit the following together with this Notification):

              
                Authorisation letter for contact person (see definition in 'Important notes') signing this Notification, issued by the current Applicant
              
            

              
                Authorisation letter for contact person (see definition in 'Important notes') signing this Notification, issued by the new Applicant
              
            

              Important notes

              i  This Notification (and, if applicable, document(s) listed in the Check list) should be submitted as an electronically signed form (guidance: http://esubmission.ema.europa.eu/eSignatures.html) via the eSubmission Gateway and/or the Web Client (https://pgateway.ema.europa.eu/ui/), using the procedure number when creating the delivery file. If it is not possible to submit an electronically signed form, two PDF files are required: an electronic version containing the live fields, and a signed and scanned PDF.

              
                
              

              ii  The particular(s) listed in this Notification will be updated only in the records of ongoing or latest finalised (i.e. EMA decision issued) PIP/modification/waiver procedure.

              
                
              

              iii  For the purpose of this Notification the:

              ·         “Applicant” is defined as a person/entity that applied for an (ongoing) paediatric procedure, or the addressee of the EMA decision (for finalised procedure);

              ·         “Authorised contact person” is a natural person, authorised by the Applicant to communicate with EMA regarding the listed procedure.

              
                
              

              iv  Authorisation letter(s) must accompany this Notification:

              ·         if the change of Applicant is due to a takeover by a different legal entity (check-box 1); it is to be issued by the new legal entity to authorise the contact person; it must be issued to a name of a natural person who signs this Notification on their behalf (authorisation letters to legal entities only cannot be accepted);

              ·         if the current Authorised contact person is no longer available to sign the Notification (check-box 4); it is to be issued by the current Applicant to authorise the new contact person signing this Notification on their behalf; it must be issued to a name of a natural person (authorisation letters to legal entities only cannot be accepted).

              A Notification without the required authorisation letter(s) will not be processed by EMA.

              
                
              

              v  Change of Applicant's Name/Address will have no impact on procedural outcome documents (i.e. PDCO opinion and EMA decision), if already issued. The applicant's name on the EMA website will remain as per the EMA decision.
	CurrentPage: 
	PageCount: 
	checksum: All highlighted fields must be completed to enable document signature(s).
	version_number: 1.0.1
	If already available, insert decision number in format P/xxxx/yyyy: 
	Insert procedure number in format EMEA-xxxxx-PIPxx: 
	Tick if change of applicant/addressee is required: 0
	Tick if change(s) of applicant's/addressees particulars are required: 0
	Tick if changes of Authorised contact person's particular are required: 0
	Check if Authorised contact person is no longer available to sign this Notification: 0
	Tick if you require change of contact person for public enquiries (published on EMA's website): 0
	Insert 1st line of authorized person's registered company seat: 
	Insert city of company's registered seat: 
	Insert authorised person's name. Maximum two people may be authorised.: 
	Insert postcode of the company's registered seat: 
	Select country of contact point: 
	Insert authorized person's registered company name: 
	Insert contact point's e-mail address that will be published on EMA's website: 
	Insert tel. number of contact point that will be published on the EMA's website: 
	Signature of the Authorised contact person signing on behalf of the new applicant: 
	Insert new Applicant's (company) name: 
	Select date of Notification submission: 
	Insert current Applicant's (company) name: 
	Signature of the Authorised contact person signing on behalf of the current applicant: 
	status: 0
	TextFieldStyle1: 



