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Background 
 
In June 2010 the European Parliament passed a Directive of the European 
Parliament and of the Council on standards of quality and safety of human organs 
intended for transplantation; attached at Appendix A. 
 
There is requirement for Member States (MS) to transpose the legislation into 
domestic law by August 2012. 
 
A requirement of the Directive is that MSs identify a Competent Authority (CA) to take 
responsibility for the implementation and ongoing regulation of the Directive. On 
Thursday 10 March 2011 the Department of Health (DH) announced that the Human 
Tissue Authority (HTA) would be the CA for England and Wales. It is anticipated that 
similar arrangements will be announced for Scotland and Northern Ireland soon. 
 
The implementation of the Directive will have implications for those involved in the 
procurement and transplantation of organs from both deceased and living donors. 
 
Implementation 
 
A number of implementation groups have already been established and NHSBT are 
working very closely with the DH, the devolved health administrations and the HTA to 
support the drafting of the legislation (Regulations) that will transpose the Directive 
into domestic law, and any supporting documents that will supplement the legislation 
e.g. Directions and Codes of Practice.  
 
We are working closely to ensure that the Directive benefits organ donation and 
transplantation in terms of quality and safety whilst ensuring that the legislation is 
implemented in a proportionate manner. 
 
There will be a 3-month consultation on the draft legislation, due to commence on 1 
July. 
 
In addition the HTA and NHSBT will be holding external stakeholder workshops, with 
the first expected to be on Thursday 19 May and a follow-up meeting probably in 
July. 
 
The workshop will be an opportunity for transplant unit representatives to inform the 
drafting of the Regulations and supporting documents and to gain an understanding 
of how the Directive will affect governance and clinical practice in organ donation and 
transplantation. 
 
Implications for Transplant Units 
 
The detail has to how the Directive will be transposed into domestic legislation will 
inform the implications for NHSBT and transplant units. Article 4 of the Directive 
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outlines the framework for quality and safety to cover all stages of the donation 
pathway including verification of the donor, consent, organ and donor 
characterisation, procurement, preservation, packaging, transportation, traceability 
and reporting of serious adverse events and reactions. Although the detail as to the 
implications for organisations is yet to be determined the following will be required 
under the Directive: 
 

• Licensing - Procurement and transplant organisations will be required to be 
licensed by the regulator for these activities. It is anticipated that NHSBT will 
be required to have a procurement licence and transplant units a procurement 
and transplant licence. There will be a fee for these, as yet undetermined. 

• Organ and Donor Characterisation -The Directive outlines a minimum data 
set required for organ and donor characterisation; however these are less 
than we currently require as part of the Core Donor Data set. 

• Transport of Organs – The Directive outlines some specifics to ensure the 
integrity of organs during transportation. This includes the transport container 
in respect of temperature and labelling and traceability during transportation. 

• Traceability – All organs procured, allocated and transplanted must be 
traced from donor to recipient. There is a requirement that data required for 
full traceability is kept for a minimum of 30 years after donation. 

• Serious Adverse Events and Reactions – A reporting system must be in 
place to report, investigate, register and transmit relevant information 
concerning serious adverse events and reactions that may be attributable to 
the testing, characterisation, procurement, preservation and transport of 
organs, as well as any reaction observed during or after transplantation which 
may be connected to those activities. 

• Healthcare Personnel – Healthcare personnel directly involved in the chain 
from donation to transplantation or disposal of organs must be suitably 
qualified or trained and competent. A requirement of the procurement and 
transplant licence will require organisations to be able to demonstrate this .i.e 
maintenance of training records. 

 
Summary 
 
The Directive will have implications for all organisations required to operate under a 
procurement and/or transplant licence which will be required to be in place by 27 
August 2011. They will be subject to regular inspection by the Regulator to maintain 
their licence. 
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