<[MAH official letter paper]>


[Place and date]

[Reference]
Subject: Change of Contact Person(s) for <PRODUCT (INVENTED) NAME(s)> <PRODUCT NUMBER(s)>

Dear Sir/Madam,

We would like to inform you that the following administrative data of the marketing authorisation application form for the above-mentioned product(s) is being revised:
 FORMCHECKBOX 
 
Contact person at the MAH address to be contacted for the courier delivery of the Commission Decision documents
 (referred to in section 2.4.1 of the application form for initial marketing authorisation application); 
 FORMCHECKBOX 
 
Person/Company authorised for communication on behalf of the applicant during the initial marketing authorisation application in the Union (referred to in section 2.4.2 of the application form) 

 FORMCHECKBOX 
 
Person/Company authorised for communication after authorisation (referred to in section 2.4.3 of the application form) 

 FORMCHECKBOX 
 
Scientific service of the MAH in the EEA as referred to in Article 98 of Directive 2001/83/EC (referred to in section 2.4.5 of the application form)
 FORMCHECKBOX 
 
Contact person in the EEA for product defects and recalls, as defined in Article 79 of Directive 2001/83/EC (referred to in section 2.5.1.1 of the application form)
 FORMCHECKBOX 
 
Contact person for ASMF (Active Substance Master File) holder

Details of the current and new contact points (select the appropriate option, and duplicate entries if needed):

	Current
	New

	<Title:

Name:

Company name:

Address:

Country:

Telephone / 24h telephone number:

E-mail:>
Please tick this box if person is no longer working for the company.
 FORMCHECKBOX 

	<Title:

Name:

Company name:

Address:

Country:

Telephone / 24h telephone number:

E-mail:>




Yours faithfully,

[Name and signature of person currently authorised to sign of behalf of the MAH]

On behalf of [Name of Marketing Authorisation Holder]
� The address given must correspond to the address in SmPC section 7 and the telephone number must be from the same country. It will be used for delivery of all Commission decisions.


� This contact is only used until the Marketing authorisation is granted (i.e. up to when the Commission decision is received)


� This contact will be  used after the Marketing authorisation is granted (i.e. from when the Commission decision is received)









