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	European Medicines Agency

Pre-authorisation Evaluation of Medicines for Human Use



Doc. Ref.: EMEA/63698/2007
Checklist for the transfer of PMF to a new Holder

The letter should be submitted for the attention of CIG and the Project Manager responsible for Plasma Master File.

It should include the following:

	Check list
	 Tick

	Cover letter regarding the transfer application including the identification of Transferor and Transferee together with the proposed implementation date - signed by both companies 
	

	Copy of the latest PMF Certificate page ‘EMEA Plasma Master File (PMF) CERTIFICATE of compliance with Community legislation’
	

	Proof of establishment of the new holder (Excerpt of the commercial register and the English translation of it) - signed by both companies 
	

	Confirmation of the transfer of the complete PMF documentation since the initial PMF certification to the transferee - signed by both companies 
	

	Letter of Authorisation including contact details of the person responsible for communication between the competent authority and the PMF holder - signed by Transferee 
	

	Letter of Undertaking to fulfil all open and remaining commitments (if any) - signed by Transferee
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