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Human Tissue Act provides new opportunities for living-donor transplants

From 1 September 2006, the Human Tissue Authority (HTA) will regulate all organ transplants from living donors. From this date, the HTA will also approve two new ways in which people can donate organs – paired donation and altruistic donation. These new ways of finding suitable organ donors may improve or save the lives of dozens of people a year. 

From 1 September 2006

· All donors and recipients will have to be assessed by an Independent Assessor (IA), accredited by the HTA, who will represent the HTA and act as an advocate of the donor. The IA will ensure that the donor fully understands what donation involves, is not under any pressure to donate, and gives consent freely and voluntarily.

· All donations must be approved by the HTA. Approvals for “routine” donations, e.g. kidney donations involving directed donations where the donor and recipient are genetically or emotionally related, will be approved by the HTA Executive. A panel of HTA members will approve paired / pooled and non-directed altruistic donations; adult to adult living liver lobe donation and donations by children and adults who lack capacity. 
· Potential paired / pooled donor(s) and recipient(s) will be put on to a new national list, managed by UK Transplant (UKT), where they can be matched to an appropriate pair. Once approvals for the transplant have been given by the HTA, the transplant can take place.
· Once approvals for an altruistic donation have been given by the HTA, the name of the donor will be entered into a national allocation scheme operated by UK Transplant, in order to match the organ to a suitable recipient. 

· It is already an offence under the HT Act to be involved in buying or selling of human organs, or in advertising the buying or selling of human organs whether in the UK or abroad. The penalty for these offences is a prison sentence of up to three years, or a fine, or both.

Quote

Keith Rigg, Consultant Transplant Surgeon at Nottingham University Hospitals NHS Trust and HTA member said, “The HTA has been working in close partnership with the transplant community to ensure a smooth transition to the Human Tissue Act so that transplant activity can continue uninterrupted. The opportunity to carry out paired and non-directed altruistic living donation for the first time is very welcome as this will increase the number of living donors in the UK. We anticipate that a small number of people will want to take advantage of the new arrangements within the first twelve months of the system becoming operative and hope that the numbers will grow in future years.”
What is living-donor transplantation?

Most organs for transplants are donated from people who have died, but every year, more people receive organs from living donors, mainly kidneys. Transplants from living donors are more successful than from deceased donors. In the last year, almost 600 living-donor transplants have been carried out and new ways of donating organs e.g. paired donations, provide opportunities for this figure to increase. 

What has changed?

Previously, living donations were between genetic relatives and people with close personal relationships (people who were not genetically related but had an emotional tie with one another e.g. spouses, partners). Under previous legislation (the Human Organ Transplants Act), this relationship had to be proven through a genetic test or, in the case of a donor and recipient who were not genetically related, through an application to the Unrelated Live Transplant Regulatory Authority (ULTRA). The new arrangements allow more flexibility in who can donate to whom (through paired and altruistic donations) so that more people can benefit from a living-donor transplant. 

The HTA has been working with UKT (part of NHS Blood and Transplant) to make the transition from ULTRA as seamless as possible and to match people 

needing organ transplants with paired/pooled and altruistic donors.

	What are paired and altruistic donations?
Paired / pooled and altruistic transplants will usually be of a kidney. Nearly one in three of all kidney transplants are from living donors. 
Paired donation is where a donor and recipient whose blood groups or tissue types are mismatched (or incompatible) are paired with another donor and recipient in the same situation. If more than two donors and two recipients are involved in the swap this is called pooled donation. People who are assessed to be a suitable donor-recipient pair, will be put on to the new national list where they can be matched to a compatible pair. 
Non-directed altruistic donation is where a living person who has never met the recipient expresses a wish to become a donor. In addition to the usual medical and surgical work-up, altruistic donors will also have a psychiatric assessment. 

If a person is assessed to be a suitable donor, their name will be put forward to the national allocation scheme operated by UKT and then matched to a suitable person. 

In both of these new forms of transplants, it is important that the donor and recipient are not known to each other and that anonymity and confidentiality is maintained, at least until the transplant operation has taken place. 


What is the role of the HTA in living-donor transplants?

· From 1 September 2006, all donors and recipients will have to be seen by a local Independent Assessor (IA). The IA acts as a representative for the HTA and as an advocate for the donor. More than 100 IAs have been trained and accredited by the HTA to assess all living-donor transplants and make recommendations to the HTA to approve donations.
· The IA must be satisfied principally that the donor is not under any pressure to donate and has given their consent freely and voluntarily and that there is no financial or other incentive. 

· The IA will submit a detailed assessment and recommendation to the HTA who will check that the requirements of the HT Act and the HTA’s Codes of Practice have been complied with. Once they are satisfied that all these conditions have been met, donations will be approved by the HTA.
National list

From 1 September, UKT will run the new national list for paired / pooled donation, which matches kidneys to a suitable person or people. The scheme will be similar to the way in which organs from deceased people are matched to patients who are waiting for a transplant (on the basis of age, tissue match and blood group). It is expected that between 50 and 100 people will be needed on the list before there is a sufficiently large pool of donors for the matching process to be effective (which could take until the end of 2006). 

To join the national list

· To join the list, people should contact their nearest transplant centre for further information  

· A list of transplant centres is available on the UKT website – www.uktransplant.org.uk
Offences under the HT Act

From 1 September 2006, it is a criminal offence to carry out a transplant operation between two living people in the UK if the conditions of the HT Act are not met. This includes valid consent being given by the donor. It is also an offence to be involved in advertising, buying or selling of human organs. The penalty for these offences is a prison sentence of up to three years, or a fine, or both. The independent assessment process will ensure that donations are truly altruistic (not done for money or reward) and that consent has been given.

Can donors be paid in any way for donating an organ?

As with the previous legislation, expenses – such as travel costs and loss of earnings – that directly result from an organ donation, may legally be reimbursed. All payments must be made by a proper authority, for example, an NHS Trust or hospital. Details on the levels of reimbursement are available on the Department of Health website – www.dh.gov.uk

Donors must not be reimbursed directly by the recipient or by their family or friends. The HTA requires that checks are made to ensure that no other payment of any kind is made and that the donor does not make a profit from the donation.

Is commercial dealing in organs allowed?

No. The Department of Health commenced section 32 of the HT Act on 20 October 2005. This prohibits commercial dealing in all human material for transplants, subject to certain exceptions. Most importantly it makes trafficking in tissue and cells for transplantation an offence for the first time and liable to a fine, imprisonment or both.

Does the HT Act prevent the import / export of solid organs for transplants?

No.  Numbers are small but there is a regular exchange of organs between European countries that meet similar standards to ours. UKT will continue to facilitate this on the occasions that it occurs.

Recent reports have highlighted the targeting of kidney patients by international websites. According to reports, a small number in the UK have gone abroad this year to receive a kidney, for example. Patients seeking this route may find it difficult to assure themselves both of the quality and safety of the transplant and whether appropriate consent has been given.

Further information
A leaflet on living-donor transplantation, the HTA Code of Practice on Donation of organs, tissue and cells for transplantation (which lays down the standards expected of practitioners), and a Guide for transplant teams and Independent Assessors, are available to download from the HTA website – www.hta.gov.uk 
For further information contact the HTA: Daisy Thomas 020 7211 3417, daisy.thomas@hta.gov.uk, Stuart Giblin 020 7211 3416, stuart.giblin@hta.gov.uk
Notes to editors

1.
The Human Tissue Act 2004 (HT Act) is a framework for regulating the storage and use of human organs and tissue from the living, and the removal, storage and use of tissues and organs from the deceased, for specified health related purposes, including transplantation. 

2.
The HT Act covers England, Wales and Northern Ireland. Although there is separate legislation in Scotland – the HT (Scotland) Act 2006 – the provisions on living donation are almost identical to those in the HT Act, and the HTA will have responsibility for approving living donation involving Scotland, to ensure the same processes apply across the UK.

3.
To subscribe to the HTA’s e-newsletter ‘Current issue’ and keep up-to-date with the work of the HTA, visit www.hta.gov.uk
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