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Key facts

· The Human Tissue Authority (HTA) regulates living donation and the consent provisions of the Human Tissue Act 2004 (HT Act) for deceased donation to help ensure public confidence

· The HTA has a code of practice on Donation of solid organs for transplantation and a code of practice on Consent that give practical guidance for professionals. 

Living donation

· The HTA approves organ donations from living people through an independent assessment process

· The independent assessment process ensures the donor is not under any pressure to donate, can give their consent freely and voluntarily, and fully understands the risks involved
· The number of living donors is increasing: living donor kidney transplants now represent more than one in three of all kidney transplants
· The HTA has allowed new options for living donation: altruistic, paired and pooled donations
· The HTA is also responsible for approving all donations of bone marrow from both children and adults unable to make an informed decision

Deceased donation

· The wishes of a deceased person must be established before their organs can be removed and used for a transplant. A person can indicate their agreement to donating their organs by joining the NHS Organ Donor Register
· Where there is no record of the deceased person’s wishes, consent can be obtained from the person nominated by them to act on their behalf; or if no one has been nominated, from a person in a ‘qualifying relationship’ – such as a partner, relative or friend

· Organs donated after death are allocated to those in the greatest clinical need and the best match. NHS Blood and Transplant oversee the allocation of organs
· Relatives or close friends do not have the legal right to veto or overrule the deceased person’s wishes to donate an organ

Human Tissue Act
· The Human Tissue Act makes it illegal to sell organs for transplantation

Frequently asked questions
Living donation

1. What role does the HTA have in organ donation from living people?

Our main role is approving donations from living people through an independent assessment process.  Most organs for transplants are donated from people who have died, but every year more and more people receive organs from living donors. The HTA has a code of practice on Donation of solid organs for transplantation and a code of practice on Consent that give practical guidance for professionals on aspects of living donation.
2. What is the independent assessment process?

All donors and recipients must be interviewed by a local Independent Assessor (IA) on the HTA’s behalf. The IA acts as a representative for the HTA and is independent of the healthcare teams who have responsibility for the donor and recipient. The IA makes sure that the donor understands what is involved in giving an organ, and that the risks have been properly explained. The IA must be satisfied that the donor is not under any pressure to donate and can give their consent freely and voluntarily. The independent assessment process also checks that no financial incentive has been given to the donor. The IA submits a report of their interview to the HTA. The HTA makes the decision on all cases.
3. How many organ donations have been approved by the HTA?
The independent assessment process has been very successful and the numbers of living donors are on the increase. 


Living kidney donation: 
The HTA approved 971 living donor kidney transplants in 2007–2008, whereas we approved 1,022 in 2008–2009, and 1114 in 2009–10. Living donor kidney transplants now represent more than one in three of all kidney transplants.

Living liver donation: 
The HTA approved 27 living donor liver transplants in 2007–2008, whereas we approved 36 in 2008–2009 and 26 living donor liver transplants in 2009–2010.
4. How risky is it to donate an organ in life?

Kidney donors make up the vast majority of living donors and the risk of death is quoted as one person in 3000. 
The risk of death from donating part of a liver is quoted as one person in 200 for an adult donating to an adult, and one person in 500 for an adult donating to a child. 
There are risks of both minor and major complications as a result of the donation.  The independent assessment process ensures that the donor understands these risks.
5. Does the HTA have a role in living organ donation in Scotland?
The HT Act applies to England, Wales and Northern Ireland. Scotland has its own law called the Human Tissue (Scotland) Act 2006, but the HTA was asked by the Scottish Government to approve the donation of organs from living donors on its behalf.
6. What is altruistic donation?

The introduction of the Human Tissue Act in 2006 allowed more flexibility in who can donate to whom, so that more people can benefit from a living-donor transplant. Altruistic donation is one of the new types of donation that the HTA has allowed and involves a living person who has never met the possible recipient becoming a donor. 

7. How many altruistic donations have been approved? 
In 2007​–2008 the HTA approved 10 altruistic donations, whereas in 2008–2009 we approved 15. In 2009 – 2010 the HTA approved 23 altruistic donations.
8. Why do people choose to become altruistic donors?

Barbara Ryder was one of the first people in the UK to become an altruistic kidney donor. In November 2007, Barbara said about becoming an altruistic donor: “You do try and pay back to society as you get older. Everybody does. What prompted me to donate my kidney was that I heard something on the radio about dialysis and how ghastly it was.” More information about Barbara’s altruistic donation can be found in the HTA Annual Review 2007/08.

 www.hta.gov.uk/_db/_documents/2008-07-23_HTA_Annual_Review_FINAL_(single_page).pdf
9. What is paired and pooled donation?

A donor and recipient, for example a couple, whose blood groups or tissue types are incompatible can be paired with another donor and recipient in the same situation. This is called ‘paired donation’. Potentially, more than two donors and two recipients could be involved in the swap (called ‘pooled donation’) but, if all goes to plan, each recipient will benefit from a living organ donation that they might otherwise not have had. 

10. What is domino donation?

Domino donation is a form of living donation where an organ or part organ is removed for the primary purpose of a person’s medical treatment. The organ/s removed may prove suitable for transplant into another person (e.g. a heart originally removed from the recipient of a heart / lung transplant). The HTA does not regulate domino donations because the donation arises from a person’s medical treatment. 
Deceased donation

11. Does the HTA have a role in organ donations from deceased people?

The wishes of a deceased person must be established before their organs can be removed and used for a transplant. A person can indicate their agreement to donating their organs by joining the Organ Donor Register run by NHS Blood and Transplant. If there is no record of the deceased person’s wishes, the Human Tissue Act (2004) allows consent to be obtained from the person nominated by the deceased person to act on his or her behalf; or if no one has been nominated, from a person in a ‘qualifying relationship’ – such as a partner, relative or friend. The HTA has a code of practice on Donation of solid organs for transplantation and a code of practice on Consent that give practical guidance for professionals on the consent provisions for deceased organ donation.
12. Can family members overturn a deceased person’s decision on whether to donate their organs?

The decision whether or not to donate should be discussed sensitively with the deceased person’s relatives and they are encouraged to recognise the deceased person’s wishes. Relatives do not have the legal right to veto or overrule the deceased person’s wishes. There may nevertheless be cases in which donation is considered inappropriate and each case will be considered individually.
13. While it is being established whether the deceased person has consented to organ donation, can medical professionals preserve organs?

It should be established whether consent has, or could be, given for donation for transplantation as soon as possible. However, there may be occasions when steps need to be taken to preserve an organ while it is being established whether consent has, or will be, given. The HT Act makes it lawful to take minimum steps to preserve part of a body for transplantation.  
14. If a person would like to donate their organs for transplantation, can they choose who they are given to?

A living person who is donating an organ can decide who receives it, except in cases of altruistic donation. 
Organ donations from deceased people are allocated to the person on NHS Blood and Transplant’s national list who is most in need and who is the best match for the donor organ. 

15 What about an opt out system (also known as presumed consent), is the HTA in favour of this?

The HTA welcomed the Organ Donation Taskforce report into an opt out system and issued the following statement in November 2008:
Adrian McNeil, Chief Executive of the HTA, said:

“This report has been eagerly awaited because we have not had enough information about the way an opt out system would impact on the UK. For the first time we have evidence that informs the direction the UK should take.
”This impressive report adds even more weight to the key recommendation of the first report from the Organ Donation Taskforce that more resources need to be put into the current system to improve infrastructure and increase awareness of the Organ Donor Register. 
“Now that the Taskforce has concluded that a change to an opt-out system is not desirable, the HTA will continue to ensure that the consent provisions of the Human Tissue Act are implemented.”
16. How does the HTA promote organ donation?

The HTA is a regulator so we do not actively promote organ donation but do help raise awareness of the available options. Our aim is to put systems in place that increase the confidence of professionals and the public. We hope that by doing this there will be a beneficial effect on transplant numbers in the long-term. 
In the UK, NHS Blood and Transplant have a role in promoting organ donation and increasing the number of people on the Organ Donor Register.

Other types of transplantation

17. What other types of transplantation does the HTA regulate?

People with serious illnesses such as cancer or leukaemia usually receive chemotherapy or radiotherapy as part of their treatment. As well as destroying the cancer cells, this treatment may damage their bone-marrow stem cells. Transplants of normal stem cells from bone marrow or blood allow doctors to give much bigger doses of drugs and radiation to these people. 

The HTA is responsible for approving all donations of bone marrow or peripheral blood stem cells (PBSC) (these are cells found in the bloodstream which are able to develop into all of the different cell types in blood) from children who are not competent to consent and adults unable to make an informed decision. 

Therefore a person acting on the donor’s behalf, or the donor themselves if they are able, must be interviewed by a local Accredited Assessor (AA).The AA interviews them to make sure they understand what is involved. The AA then submits a report to the HTA. The HTA must be satisfied that the donor is not under any pressure to donate and that consent is freely given.

The HTA also has a role in regulating cells and tissue used in patient treatments, please see the HTA factsheet for journalists on this issue for more information. 
Living people do not usually donate organs other than kidneys, but occasionally people choose to donate parts of their liver, lungs or small bowel for transplants. Donating these organs is more complicated and the risks to the donor must be considered very carefully to make sure that they are acceptable. A local transplant centre will be able to provide more information about this.

Payment for organs and transplant tourism

18. Can people sell their organs for transplantation?

No, it is illegal to sell organs for transplantation. The HT Act prohibits commercial dealings in human material for the purposes of transplantation (for example, the sale of a kidney for transplantation is illegal under the HT Act). A person is committing an offence if they give or receive any type of reward for the supply or offer to supply human material for the purposes of transplantation. It is also an offence to look for a person willing to supply human material or to initiate or negotiate any arrangement.

19. What about UK citizens who choose to go abroad to pay for organs?

The HTA issued the following statement in July 2008:

Adrian McNeil, Chief Executive of the Human Tissue Authority, said:
“In the UK, there are people who have been waiting a long time for a transplant and people die waiting for an organ. In this climate, some people consider going abroad to pay for a transplant operation.

“It is not an offence for a person in the UK to seek medical treatment abroad, but patients seeking this route might find it difficult to assure themselves both of the quality and safety of the transplant and whether the donor has given fully informed consent. We know from transplant surgeons that operations carried out abroad do not always come close to the standards of medical care that a patient would receive in the UK.”
20. What does the HTA do to stop organ trafficking?

Organ trafficking is an international issue. However, in 2008 the Istanbul Declaration was published to tackle transplant tourism and organ trafficking. Adrian McNeil, Chief Executive of the Human Tissue Authority, signed this Declaration and the HTA issued the following statement:

Adrian McNeil, Chief Executive, Human Tissue Authority, welcomed the publication of the Declaration:
“The international transplant community is wholeheartedly opposed to the poorest people in the world being exploited to fulfill the need for organs for transplantation. 

“The need for organs way outstrips the supply, and while we should maintain our efforts to increase the supply of organs from ethical sources, it is unlikely that there will be a balance of supply and demand in the near future. When demand outstrips supply there is always a temptation to use unethical practices to source organs and the Istanbul Declaration addresses this.

“What we have in the Declaration is a ‘Bible for transplant ethics’ that has the aim of tackling transplant tourism, trafficking and commercialisation on an international scale. This is not a legally binding document, but we have seen similar declarations in other areas of medicine completely reshape the landscape.”


Further information

HTA website

www.hta.gov.uk
HTA leaflet about living donor transplants
www.hta.gov.uk/about_hta/publications/leaflets.cfm
HTA leaflet about donating bone marrow or peripheral blood stem cells    MACROBUTTON HtmlResAnchor www.hta.gov.uk/about_hta/publications/leaflets.cfm

HTA code of practice on the Donation of solid organs for transplantation 

www.hta.gov.uk/guidance/codes_of_practice.cfm
HTA guide to key messages

www.hta.gov.uk/about_hta/publications/guide_to_our_key_messages.cfm
Organ Donation Taskforce

www.dh.gov.uk/en/Healthcare/Secondarycare/Transplantation/Organdonation/index.htm
NHS Blood and Transplant 

www.nhsbt.nhs.uk/
British Transplantation Society

www.bts.org.uk/
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