REGISTRATION FORM FOR COLLECTION CENTRES

According to international regulations (European Union Directives on Tissue and Cells, US Food and Drug Administration, etc.) it must be verified that conditions for donor assessment and stem cell product meet certain criteria. This form provides a minimum set of information which forms the basis for decision-making by cell and tissue establishments in the receiving country.
	To be completed by: Donor Registries (DR) on behalf of their Collection Centres (CC) OR directly by the CC’s or Cord Blood Banks (CBB)

	FACILITY INFORMATION

	Is the facility: 
	 FORMCHECKBOX 
 Cellular Therapy Product Collection Centre (CC)  FORMCHECKBOX 
 Cord Blood Bank (CBB)

	Legal name of  facility
	     

	Address:
	     
	City
	     
	Country
	     

	Contact telephone number
	     
	Email
	     

	Full name of person completing this form
	     

	Address/contact details (if different from above)
	     

	Name of Collection Facility Director
	     

	Name of Collection Facility Medical Director
	     

	ACCREDITATION/CERTIFICATION/LICENSING

	Accreditation/certification/licensing held: 
	 FORMCHECKBOX 
 WMDA                   FORMCHECKBOX 
 FACT-JACIE           FORMCHECKBOX 
 FACT-NETCORD    

 FORMCHECKBOX 
 AABB                     FORMCHECKBOX 
 ISO                         FORMCHECKBOX 
 None                 
 FORMCHECKBOX 
 National Competent Authority/Agency e.g. HTA (please specify)      
 FORMCHECKBOX 
 OTHER (please specify)      

	Expiration date (dd.mm.yyyy)
	     .     .     

	ACTIVITY

	Number of collections in last 12 months per cellular therapy product:
	HPC(M)                 HPC(A)               
HPC(CB)            TC, Apheresis
       

	CONSENT

	Is fully informed, legally-valid written consent obtained?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO      


	Does this include:
	a full explanation of the procedure including risks and benefits
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	· 
	The requirement for blood tests including HIV
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	· 
	The right to withdraw at any time (does not apply to CB)      
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	· 
	The requirement for confidentiality/anonymity
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	INFECTIOUS DISEASE MARKER TESTING

	Are tests done for infectious disease markers (IDM) including but not limited to the following?
	 FORMCHECKBOX 
 Hepatitis B    

 FORMCHECKBOX 
 HIV 1 and 2   

 FORMCHECKBOX 
 Syphilis 
	 FORMCHECKBOX 
 Hepatitis C
 FORMCHECKBOX 
 HTLV-I/II   

	
	 FORMCHECKBOX 
 Other tests available on request     

	Do the laboratories performing IDM testing have specific accreditation/certification
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	Please specify: 
	     

	Is testing done within 30 days prior to collection?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	For CB is testing performed on the mother?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	DONOR EVALUATION & SELECTION CRITERIA

	Does the centre have explicit donor evaluation and selection criteria
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	Are these based on the following standards/guidelines:
	 FORMCHECKBOX 
 WMDA              FORMCHECKBOX 
 AABB 
 FORMCHECKBOX 
 FACT-JACIE     FORMCHECKBOX 
 FACT-NETCORD 
 FORMCHECKBOX 
 OTHER (please specify) ​​​​​​​​​​​​​​​​​​     

	What certification or accreditation does the laboratory performing HLA typing of the donors have?
	 FORMCHECKBOX 
 EFI               FORMCHECKBOX 
 ASHI
 FORMCHECKBOX 
 ASEATTA     FORMCHECKBOX 
 OTHER (please specify)      


� Donor lymphocyte infusions (DLI)
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