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Application for Exemption from the Processing Fee for a Clinical Investigation

Applicant: (Principal investigator/Lead investigator or other person responsible of the investigation)
Title of the Clinical Investigation Protocol (CIP):
Sponsor of the investigation: (Name and address of the organization in which the investigation is conducted/ which is responsible for its implementation)

I hereby apply for an exemption from the processing fee for a clinical investigation on the following grounds:
□	The sponsor of the clinical investigation is a non-profit/academic organization, and the study is funded by a public or non-profit body
□	The investigational site purchases, borrows, or manufactures the investigational and/or comparator devices itself OR the investigational site receives the investigational devices and/or comparator devices free of charge from an external party, but the external party has no right to utilize the data generated in the investigation*

I certify that the clinical investigation meets above criteria and hereby request free-exempt processing

Date:
Signature:
Name and Role in the Investigation:
(Name and position of the person responsible for the investigation – e.g. Principal investigator / Lead investigator)

*Excerpt from Fimea’s Fee Decree, section2: 
"Notwithstanding the provisions of subsections 1 and 2 above, a fee shall be charged for the processing of a notification or application for authorisation concerning a medical device investigation, as well as for the inspection, if the investigational device is provided for use in the investigation free of charge by an external party that has the right to utilise the data generated in the investigation in its product development or in the clinical evaluation or performance evaluation of the device."
