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1. Preface 
 

The EU has a common set of standards to ensure the quality and safety of:  

• Organs for transplantation, and  

• tissues and cells for human use, including reproductive cells  

 

For EU registries to import cells into a EU Member State, the EU Member States must be able to ensure 

that cells imported under their licenses meet the quality and safety requirements set out in the EU tissues 

and cells Directive 2004/23/EC and its implementing Directives, including 2006/17/EC and 2006/86/EC.   

 

In 2018, the following 19 Third Countries exported stem cell products to EU Member States 

o Argentina 
o Australia 
o Brazil 
o Canada 
o China 
o India 
o Israel 
o Japan 
o Norway 
o Russia 
o Saudi Arabia 
o Serbia 
o Singapore 
o South Africa 
o Switzerland 
o Taiwan - province of China 
o Thailand 
o Turkey 
o United States 
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In 2018, WMDA established a Regulatory Survey to collect in order to collect regulatory information. In 

2019, the aim was to build the infrastructure for collecting regulatory information by implementing the 

Regulatory Survey in an online format.  

The information of the Regulatory Survey will be used to provide information to regulators and 

organisations that import/export stem cell products to/from EU member states.  

To safe time for the persons, who fill in the survey, the WMDA office pre-filled the questionnaires for the 

different countries. Via email, the organisation profile administrators of the WMDA member organisations 

were requested to check the information and complement if necessary (Figure 1). 

Figure 1. Email sent out to WMDA member organisations in 2019 

This report describes the background information for Deliverable D3.4 Webpages with information for 

organisations importing to EU Member States as part of the 2019 work programme of the World Marrow 

Donor Association (WMDA) for the EU Third Health Programme (2014-2020). 

 

The complete Organisations List – hosted by WMDA – is publicly accessible via: 

 Organisation Information Public Access   

 

https://share.wmda.info/x/nQBcAQ
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This includes online resources – on the website WMDA Share – setting out information and guidance for 

global registries that export stem cells to EU member states. Details of EU safety and quality regulations 

and the rationale underpinning them and are also covered. In additional, practical support tools to subsidy 

the efficient import of stem cells to EU member registries is included. 

 

The Example Organisation Profile page is outlined in Chapter 2. This includes: 

o Example profile: Documents ION-XXXX 

o Example profile: Member documents ION-XXXX 

o Example profile: Operational Information ION-XXXX 

o Example profile: Regulatory Survey ION-XXXX 
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2. Example profile 
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Example profile: Documents ION-XXXX 
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Example profile: Member documents ION-XXXX 
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Example profile: Operational Information ION-XXXX 
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Example profile: Regulatory Survey ION-XXXX 
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3. Plan for 2020 
At the end of September, a mail was sent out to all organisation profile administrators to update their 

organisation profile and complete the Operational information and Regulatory Survey. In October 2019, a 

reminder was sent out to remind the registries to check their profiles and add any possibly missing data.  

As already mentioned in the preface, the following 19 Third Countries exported stem cell products to EU 

Member States in 2018: 

o Argentina 

o Australia 

o Brazil 

o Canada 

o China 

o India 

o Israel 

o Japan 

o Norway 

o Russia 

o Saudi Arabia 

o Serbia 

o Singapore 

o South Africa 

o Switzerland 

o Taiwan - province of China 

o Thailand 

o Turkey 

o USA 

 

Of these countries, 11 include registries that have completely or partly checked and filled in the Regulatory 

Survey.  

Part of WMDA’s accreditation program is to check and update the registry’s profile and fill in the 

Regulatory Survey. Some registries with not-updated profiles are currently working on their qualification 

or accreditation application and WMDA is positive that those registries will update their profile soon.  

The additional non-responding organisations are contacted personally and will be contacted again in 2020. 

 


