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Application Form 
for PASS / PAES Study


	
All requests for data for PASS / PAES studies in Europe must be submitted to the European Cystic Fibrosis Society Patient Registry (ECFSPR) with this form. We advise you to read all information and complete the form as best as possible to ensure a smooth review of your application. 

Please send the completed form to: pmv-coordination@ecfregistry.eu.

	Applicant details

	Marketing 
Authorisation Holder
	

	Primary Contact
	

	Position
	

	Address
	

	Email
	
	Phone
	

	[bookmark: _Hlk201239275]Date of Request
	

	Date of CDA signature
	

	Disclosure

	Please disclose any associations with other companies:




	Study Information (please provide us with a proposed Study protocol and the Statistical analysis plan)

	Study Name

	

	Study type 
(PASS / PAES / Drug utilisation)

	

	Study Objective(s)


	

	Description of the Study

	

	Background Information

	

	Study Design
	







	Study Information (cont.)

	Cohort Definition


	

	Start and End Date
	

	Study Milestones, including reporting

	

	Statistical Methods
	

	Approval EMA
	
Yes

	No
	In pipeline
	
Not applicable


	Date EMA advise
	
	
	
	

	Potential use of the data (incl. anticipated publications, reports, presentations, etc.)

	

	Data Requirements

	Number of patients

	

	Age group(s)

	




	Countries
	

	Follow-up years (historical data are available from 2008 to 2023)

	

	Study Outcomes
	

	Information required 
(please refer to the list of variables on the ECFSPR website: https://pr.ecfs.eu/wp-content/uploads/2025/08/VariablesDefinitionsAS_V9_ECFSPR_20241121.pdf)

	

	Deadline
	








Fee-structure
	                                                         Euro
Handling	                                                      5,000.00
Review & feasibility assessment	25,000.00
Addition / Modification of the application: 	 5,000.00


NB: Individual countries that handle the study application on an individual basis, i.e. not under the ECFSPR governance and with a direct contract with MAH, are not covered by the ECFSPR fee-structure. These countries may, therefore, claim fees according to their fee structure.
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