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Human Tissue Authority 
151 Buckingham Palace Road 
London  
SW1W 9SZ 
 
Tel 020 7269 1900 
Email allan.marriott-smith@hta.gov.uk
Web www.hta.gov.uk 
 
Date 04 May 2012 

Dear Professor Neuberger, 
 
 
This letter provides important information about changes that the Human Tissue 
Authority (HTA) will be making to our procedures for the assessment of living 
donation cases.  
 
Over the past year, the HTA has received an increasing number of enquiries on our 
approach to the assessment of directed organ donation cases where the donor and recipient 
do not have a genetic or pre-existing emotional relationship. The Authority has decided to 
refer to these cases as directed altruistic donation cases. We have previously issued 
interim guidance that the HTA has a duty to assess all directed donation cases regardless of 
the relationship, and at present we do so on a case-by-case basis. 
 
During the last six months we have been working to establish a more formal framework for 
the assessment of directed altruistic donation cases.  
 
Over this same period, the HTA has also been reviewing its existing approach to the 
assessment of all living donation cases. As a result of this review a number of simplifications 
and improvements to our current practices are proposed. More detail about the changes, and 
the way in which they will be implemented, can be found in the Annex to this letter. You 
should, however, be aware of two key changes: 
 

1. As of the date of this letter, the HTA will withdraw its mandatory 
requirements for psychiatric assessments in non-directed altruistic 
donation cases. 

  
The existing BTS guidelines1 on handling psychological issues are otherwise 
unaltered. The BTS and NHSBT have asked us to make it clear that this still 
remains clinical best practice. 

                                                   
1 UK Guidelines for Living Donor Kidney Transplantation May 2011 
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2. The HTA is also withdrawing the requirement that there must be donor and 
recipient anonymity and confidentiality in altruistic and paired and pooled 
cases.  
 
We have discussed this matter with both the BTS and NHSBT, and their policy 
advice to Units remains that anonymity and confidentiality should be maintained 
in altruistic and paired and pooled cases wherever possible. If a donor or 
recipient does discover who their counterpart is during work-up, Lisa Burnapp at 
NHSBT should be notified of this.   

 
You will note that while the HTA is withdrawing the requirements above, both the BTS and 
NHSBT remain of the view that as a matter of policy these should remain in place. While this 
may mean that operationally little changes within your respective Units, we are keen to 
ensure that all Coordinators are aware whether a requirement is statutory or a matter of 
policy; and which organisation or organisations “owns” each requirement. 
 
The other changes described in the Annex, including the new framework for assessing 
directed altruistic donation cases, will come into effect following more detailed information-
sharing with Independent Assessors and Transplant Units. It is expected that the changes 
will be fully implemented by mid August 2012. 
 
While the law allows for directed altruistic donations, we understand that these cases raise 
clinical and ethical issues. The decision on whether to work up such cases rests with the 
transplant community in general, and each Unit in particular. We would be grateful if Living 
Donor Coordinators could keep the HTA updated on the position of your particular Unit, in 
order that we are able to offer accurate advice and guidance to potential donors and 
recipients.  
 
In light of our discussions with NHSBT and the BTS we also advise that the recipient pool at 
each Unit is made aware of the position of the Unit on directed altruistic donation, to prevent 
misunderstandings on the options available. 
 
If you have any immediate questions or observations, please do not hesitate to contact us on 
transplant@hta.gov.uk or 020 7269 1900 and ask for the living donations team. 
 
Yours sincerely  

        
Allan Marriott-Smith     Keith Rigg 
Director of Strategy and Quality   Authority Member and Transplant Surgeon 

      
Lisa Burnapp      Chris Watson 
Lead Nurse, Living Donation    President 
Organ Donation and Transplantation   British Transplantation Society 
NHS Blood and Transplant

mailto:transplant@hta.gov.uk
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Annex – Changes to the HTA’s framework for living organ donation assessment 
 
Background 
 
Over the past year, the Human Tissue Authority has received an increasing number of 
enquiries on our approach to the assessment of directed organ donation cases where the 
donor and recipient do not have a genetic or pre-existing emotional relationship. The 
Authority will, from now on, refer to these as directed altruistic donation cases. 
 
We have previously issued interim guidance on this matter. In summary, the HTA has a duty 
to assess all directed donation cases regardless of the relationship, and at present we do so 
on a case-by-case basis.  
 
Over the past few months we have been developing a more formal framework for the 
assessment of directed altruistic donation cases. There is of course a need to ensure that the 
proper safeguards are in place, and the HTA will be implementing a number of 
enhancements to the existing assessment process to achieve this from a regulatory 
perspective. In parallel, the HTA has been reviewing its overall approach to the assessment 
of living organ donation cases and will be introducing a number of simplifications and 
improvements. 
 
The HTA’s statutory remit in living organ donation 
 
The HTA’s role in relation to the approval of living organ cases is set out in law and is the 
same for every case, regardless of the relationship between donor and recipient. The 
Authority must be satisfied that:  
  
• consent has been given for the organ’s removal for the purpose of transplantation  
• no reward has been given or is to be given, and 
• that the removal is otherwise lawful.  
 
For consent to be valid, it must be given voluntarily (free from duress or coercion), by an 
appropriately informed person who has the capacity to agree to the activity in question. 
 
Directed altruistic donation cases 
 
Directed altruistic donation cases have additional complexities which stem from the fact that 
“third parties” (for example, friends or the media) will have been involved in bringing a donor 
and recipient together. Such complexity may make it more difficult to ascertain that the legal 
requirements are satisfied. 
 
As a consequence, the Authority intends to put in place enhanced training for some 
Independent Assessors (IAs) to undertake interviews in these cases. Only IAs who have 
completed this training will be qualified to interview donors and recipients in directed altruistic 
donation cases. As we expect only small numbers of such cases, and to minimise any 
additional burden on the IA system, the HTA will initially invite a small number of existing IAs 
to undertake this training, although others may opt to undertake the training if they so wish. 
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Until this training has been delivered, the interim arrangements of assessing on a 
case-by-case basis will remain. 
 
Directed altruistic donation cases are part of a wider collection of cases for which the HTA’s 
governing body has decided to retain decision making responsibility and not delegate this to 
operational staff. These cases are linked by the fact they present greater clinical or 
regulatory risk. Other retained decision making cases are adult-to-adult liver donation and 
situations where the donor is not genetically related to the recipient and is in some way 
economically dependent on him or her, for example where the donor is the recipient’s 
employee or tenant.  
 
The Authority has developed a scheme (which appears in the table at the end of this annex) 
which identifies retained decision making cases.  
 
If the Authority has residual questions following the IA interview, they will have standing to 
undertake further enquiries, the details of which will be set out in our revised Guidance for 
transplant teams and Independent Assessors which will be published as part of the 
implementation project. 
 
Further changes to the living donation system 
 
1. At present, the HTA mandates that psychiatric assessments should be undertaken in 

all cases of non-directed altruistic donation. Historically, we have used such reports to 
assure ourselves that individuals donating altruistically have the capacity to consent.  The 
Authority has received recent legal advice that, when set within the context of the Human 
Rights Act 1998 and the Mental Capacity Act 2005, we have no legal basis on which to 
mandate this requirement. As a result, this requirement is being withdrawn with 
immediate effect. The existing BTS guidelines on handling psychological issues are 
otherwise unaltered and this remains clinical best practice 

 
2. The HTA has a current policy which requires that anonymity is maintained between 

the donor and recipient in non-directed altruistic cases and paired and pooled 
cases. We are advised that this requirement is not necessary as part of our statutory 
function and consequently this requirement will be withdrawn by the HTA. However, 
following discussions with the transplantation community on this issue, both the BTS and 
NHSBT advise that anonymity is maintained as a matter of policy and any breach of this 
be communicated to NHSBT. 

 
3. In future, the donor and recipient will be asked to provide witnessed signed statements 

confirming that they understand the law relating to reward in living donation cases, and 
the implications of breaking the law. We expect this requirement to come into force in mid 
August 2012. 

 
4. A number of other changes will be made to HTA requirements and these will be set out 

in detail as part of the next steps arrangements. 
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Next steps 
 
In order to make these changes, the HTA will hold further discussions with our colleagues in 
the transplant community, so that the changes can be implemented in a way which 
minimises additional burdens.  
 
Following this, we will be developing training sessions for IAs, which we would expect to take 
place in early summer. We will also be developing more detailed advice and guidance for 
everyone affected by the changes. We currently expect the changes to be fully implemented 
by mid August 2012. 
 
We will of course keep you up to date with more information as this project develops. 
 
Retained decision making cases 

 
Type of case 
 

Description 

Adult-to-adult liver donation 
cases 

Any form of relationship where the material being donated 
is part of a liver. 
 

Directed altruistic cases 
1. Genetic relationship and 

no established emotional 
relationship 

 

Donor and recipient are genetically related, but have no 
established emotional relationship 
 

Examples: 
• Cousin who has come forward as a donor but has 

not had an active relationship with the recipient 
e.g. due to geographical location 

• Relative with whom there has been no contact 
which may be due to a relationship breakdown or 
adoption (sibling, parent, child etc.) 
 

Directed altruistic cases 
2. No pre-existing 

relationship 
 

No relationship between the donor and recipient prior to 
the identification of the recipients need for a transplant 
 

Examples: 
• Friend of a friend (have an awareness of each 

other e.g. through a mutual person, but no 
relationship has been formed and there has been 
no contact / interaction) 

• An organisation has campaigned for a donor (have 
an awareness of each other e.g. through a mutual 
organisation, but no relationship has been formed 
and there has been no contact / interaction) 

• The donor comes forward after a media campaign 
(but no relationship has been formed and there 
has been no contact / interaction) 

 

Economic dependence donation 
cases 
 

Donor and recipient have a relationship (not genetically 
linked) and the recipient is economically dependent on the 
donor in some way: 
 

Examples: 
• Donor is the recipient’s employer 
• Donor is the recipient’s landlord 

 

Other  Potentially any relationship from Table B where the 
Executive wishes to refer the case to a panel of Members. 
For example, as a result of any novel features of the case. 
 


