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	APPLICATION FOR A TISSUE ESTABLISHMENT LICENCE

	1 (3)

	
	version 04/2015
	

	
	


	
	
	2 (3)

	
	

	
	



	1. Basic information for the applicant

	1.1 Licence applicant
      

	1.2 Company / Type of organisation (Appendices)

	  FORMCHECKBOX 
 Company

	  FORMCHECKBOX 
 Association

	  FORMCHECKBOX 
 Other organisation

	1.3 Postal address
      

	1.4 Invoicing address
      

	1.5 Contact person for licensing issues
      

	2. Responsible persons

	2.1 First name Last name  of responsible person (Appendices)
      
	E-mail address
      @     

	Telephone number
  FORMTEXT 

     
	Mobile phone number
  FORMTEXT 

     

	Postal address
  FORMTEXT 

     
	Post code 
  FORMTEXT 

     

	Has a deputy been named for the responsible person?

	  FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.2 First name Last name of the deputy to to the responsible person (Appendices)
  FORMTEXT 

     
	E-mail address
  FORMTEXT 

     @ FORMTEXT 

     

	Telephone number
  FORMTEXT 

     
	Mobile phone number
  FORMTEXT 

     

	Postal address
  FORMTEXT 

     
	Post code 
  FORMTEXT 

     

	2.3. First name Last name of the responsible medical specialist, unless it is the same as the person responsible (Appendices)
  FORMTEXT 

     
	E-mail address
  FORMTEXT 

     @ FORMTEXT 

     

	Telephone number
  FORMTEXT 

     
	Mobile phone number
  FORMTEXT 

     

	Postal address
  FORMTEXT 

     
	Post code 
  FORMTEXT 

     

	Has a deputy been named for the responsible medical specialist?

	  FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2.4 Deputy to the responsible medical specialist (Appendices)
  FORMTEXT 

     
	E-mail address
  FORMTEXT 

     @ FORMTEXT 

     

	Telephone number
      
	Mobile phone number
      

	Postal address
  FORMTEXT 

     
	Post code 
  FORMTEXT 

     

	2.5 Number of other personnel and qualifications; brief account (Appendix)
  FORMTEXT 

     


	3. Description of operations

	3.1 Description of the nature and scope of tissue establishment operations and of risk management
      

	3.2 Tissue and cell processing methods (Appendix)
  FORMTEXT 

     

	3.3 Tissue and cell recovery organisation (Appendix)
  FORMTEXT 

     

	3.4 Agreements with third parties signed by the tissue establishment
  FORMTEXT 

     

	4. Facilities

	4.1 Facilities and street addresses (Appendix)
  FORMTEXT 

     

	4.2 Description of the tissue and cell processing facilities, cleanroom  classification including criteria, and methods of controlling conditions in such facilities
      

	4.3 Special storage facilities (cold storage etc.)
      

	5. Materials, supplies and equipment

	5.1. Critical materials, supplies and equipment and their servicing and maintenance (Appendix)
  FORMTEXT 

     

	6. Quality system

	6.1 General description of the quality system
  FORMTEXT 

     

	6.2 Standard operating procedures of the quality system
  FORMTEXT 

     

	7. Date protection and confidentiality

	7.1 Handling of personal information, method and duration of storage (Appendix)
  FORMTEXT 

     

	8. Signature of the responsible person

	Place and date

	     

	Signature

	

	Name in block letters

	     


The tissue establishment licence fee is based on the decree issued by the Ministry of Social Affairs and Health on fees chargeable by the Finnish Medicines Agency. If the licence application procedure involves a pre-inspection, it will be invoiced separately, as specified in the decree referred to above.

Applications and appendices are to be submitted to the registry office of the Finnish Medicines Agency Fimea:
Finnish Medicines Agency Fimea
Registry office
PL 55 (Mannerheimintie 103b) 

FI-00034 FIMEA, Finland
Appendices to the application

	1. Basic information for the applicant
	

	
	 FORMCHECKBOX 

	If the applicant is a company, a copy of the Articles of Association and an extract of the Trade Register

	
	 FORMCHECKBOX 

	If the applicant is an association, a copy of the rules of the association and an extract of the Associations Register

	
	 FORMCHECKBOX 

	If the applicant is a community, a copy of the rules of the community

	2. Responsible persons
	

	2.1  FORMCHECKBOX 

	Responsible person; proof of competence required by Directive 2004/23/EC, personal file extract or copy of diploma, and job description

	2.2  FORMCHECKBOX 

	
Deputy to the responsible person; proof of competence required by Directive 2004/23/EEC, personal file extract or copy of diploma, and job description

	2.3  FORMCHECKBOX 

	
Responsible medical specialist; proof of competence required by Directive 2006/86/EC, personal file extract or copy of the licence to practice medicine, and job description

	2.4  FORMCHECKBOX 

	
Deputy to the responsible medical specialist; proof of competence required by Directive 2006/86/EC, personal file extract or copy of the licence to practice medicine, and job description

	2.5  FORMCHECKBOX 

	Number of other personnel and qualifications: organisation chart

	3. Description of operations

	3.2  FORMCHECKBOX 

	Processing of tissue and cells: method description in the form of e.g. flow charts

	3.3  FORMCHECKBOX 

	Tissue and cell procurement: description of the procurement procedures

	4. Facilities

	4.1  FORMCHECKBOX 

	Facilities: floor plans including room classifications

	5. Materials, supplies and equipment

	5.1  FORMCHECKBOX 

	List of materials and equipment

	6. Quality system

	6.1  FORMCHECKBOX 

	List of standard operating procedures



	
	Copies of the following standard operating procedures:

	
	 FORMCHECKBOX 

	Donor recruitment      

	
	 FORMCHECKBOX 

	Donor approval criteria  FORMTEXT 

     

	
	 FORMCHECKBOX 

	Mandatory laboratory tests  FORMTEXT 

     

	
	 FORMCHECKBOX 

	Ensuring traceability      

	
	 FORMCHECKBOX 

	Handling of serious adverse reactions and incidents  FORMTEXT 

     

	
	 FORMCHECKBOX 

	Handling of deviations      

	7. Data protection and confidentiality

	7.1  FORMCHECKBOX 

	Processing of personal data; description of the file

	

	Any other appendices (such as other licences granted by the authorities): 
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