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	Send application to:




or by e-mail to:
	Medical Products Agency
Registrator
Box 26
751 03 Uppsala, Sweden

registrator@mpa.se
	Request for Scientific Consultation

	
	
	[bookmark: Text14]Date of request:      

	
	
	[bookmark: Text15]Ref no: 119:      (filled in by the MPA)

This application form is to be used for a request for a scientific opinion on an ancillary medicinal substance used in a medical device.



	Information

	Notified body
[bookmark: Text29]     
	Name of device
[bookmark: Text17]     
	Applicant for device approval
[bookmark: Text18]     

	Notified body contact person
[bookmark: Text19]     
	Ancillary medicinal substance
[bookmark: Text20]     

	Phone number
[bookmark: Text21]     
	E-mail
[bookmark: Text22]     
	Manufacturer of medicinal substance
[bookmark: Text23]     

	Short description of device and presentation of medicinal substance 
(eg. stent coated with substance)
[bookmark: Text24]     

	Intended purpose ot the ancillary medicinal substance in the device
[bookmark: Text25]     

	The medicinal substance (from the specified manufacturer) is previously authorized for an established purpose by a member state of the EEA or EMEA
[bookmark: Kryss13][bookmark: Kryss14]|_|Yes  |_|No

Previous applications concerned
[bookmark: Kryss15]|_| a medicinal product
[bookmark: Kryss16]|_| a medical device incorporating the medicinal substance


	Proposed date of submission:
[bookmark: Text26]     

	Request for a pre-meeting
[bookmark: Kryss17][bookmark: Kryss18]|_|Yes  |_|No

	Questions/Comments for discussion:
[bookmark: Text27]     

	MPA notes only
[bookmark: Text28]     

	Department responsible for assessment
[bookmark: Text31]     
	MPA contact person
[bookmark: Text30]     

	Request for consultation
[bookmark: Kryss19]|_|Accepted
[bookmark: Kryss20]|_|Not accepted
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