[bookmark: _GoBack]Application to authorise an importing tissue establishment
	General information on the Importing Tissue Establishment (ITE)

	Name of ITE and centre number
	

	EU Tissue Establishment Compendium Code
Please see: https://webgate.ec.europa.eu/eucoding/reports/te/index.xhtml
	

	ITE Address and postal address (if different)
	

	
	

	
	

	
	

	URL of ITE website 
	

	Status of the applicant: first accreditation, designation, authorisation or licence as ITE or renewal
	First time ☐ 		Renewal ☐

	Can you confirm that imports will be received and initially stored at your centre?
	Yes ☐ 		No ☐

	Contact details for the application 

	Name of PR                                                                                        
	

	Telephone number of PR 
	

	E-mail address of PR

	

	Name of Contact Person for the application
	

	Telephone number
	

	Email address
	

	URL of ITE website
	



	Details of tissues and cells to be imported

	Tissues and cells to be imported and whether they will be subject to multiple imports from the same third country supplier or one-off imports



Multiple imports


One-off imports
	Sperm
	Eggs
	Embryos
	Testicular tissue
	Ovarian tissue

	
	☐	☐	☐	☐	☐
	
	☐	☐	☐	☐	☐
	Product name(s) of imported tissues and cells if applicable
	

	The trade name(s) (if different to the product name), if applicable
	

	Name of the third country supplier(s) for each type of tissue and cell to be imported
	Please provide below the supplier name(s) and country in which they operate

	Sperm suppliers
	

	Egg suppliers
	

	Embryo suppliers
	

	Testicular tissue suppliers
	

	Ovarian tissue suppliers
	





Annex 1: 
A copy of this annex should be completed for each third country supplier listed in 3.4
	Details of the third country supplier

	1. 
Name of the third country supplier
	

	Name of the contact person
	

	Visiting address
	
	

	
	
	

	
	
	

	Postal address (if different)
	
	

	
	
	

	
	
	

	Telephone number (including international dialling code)
	

	Emergency contact number (if different)
	

	E-mail address
	

	Activities undertaken
	

	2. 
Which activities are carried out prior to import by the third country supplier per type of tissue or cell


	Not imported
	Donation
	Procurement
	Testing
	Processing
	Preservation
	Storage

	Sperm
	☐	☐	☐	☐	☐	☐	☐
	Eggs
	☐	☐	☐	☐	☐	☐	☐
	Embryos
	☐	☐	☐	☐	☐	☐	☐
	Testicular tissue
	☐	☐	☐	☐	☐	☐	☐
	Ovarian tissue
	☐	☐	☐	☐	☐	☐	☐
	Which activities are carried out prior to import by sub-contractors of the third country supplier per type of tissue or cell 

	Not imported
	Donation
	Procurement
	Testing
	Processing
	Preservation
	Storage

	Sperm
	☐	☐	☐	☐	☐	☐	☐
	Eggs
	☐	☐	☐	☐	☐	☐	☐
	Embryos
	☐	☐	☐	☐	☐	☐	☐
	Testicular tissue
	☐	☐	☐	☐	☐	☐	☐
	Ovarian tissue
	☐	☐	☐	☐	☐	☐	☐
	List all activities carried out by the ITE subsequent to import per type of tissue or cell
	

	Sperm
	

	Eggs
	

	Embryos
	

	Testicular tissue
	

	Ovarian tissue
	

	Names of the third countries in which the activities prior to import take place per type of tissue or cell
	

	Sperm
	

	Eggs
	

	Embryos
	

	Testicular tissue
	

	Ovarian tissue
	



	Documentation to accompany the application[footnoteRef:1] [1:  Single imports of gametes or embryos for use by patients and their partners are exempted from these documentation requirements] 


	3. 
Have you provided the following:
	

	A copy of your written agreement with the third country supplier [footnoteRef:2] [2:  Written agreements – must specify that the third country supplier must meet standards of quality and safety requirements laid down in Directive 2004/24/EC and as a minimum the agreement must include the provisions of Annex IV of Directive 2015/566.] 

	☐
	A detailed description of the flow of imported tissues and cells from their procurement to their reception at the ITE
	☐
	A copy of the third country supplier’s export authorisation certificate[footnoteRef:3].  [3:  Or where a specific export authorisation certificate is not issued, certification from the relevant third country competent authority or authorities authorising the third country supplier’s activities in the tissue and cells sector including exports. ] 

This should include the contact details of the third country’s competent authority.[footnoteRef:4] [4:  Where this documentation is not available, alternative forms of documentation shall be provided such as reports of audits of the third country supplier.] 

	☐
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