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Informed consent in living organ donation 
Purpose
1. This paper considers whether a donor can give fully informed consent when they are ignorant of the fact that a genetic relationship, which is presumed to exist, in fact does not.
2. Members are asked to consider whether the guidance to transplant teams and Independent Assessors should change to require disclosure of the lack of a genetic relationship which had been assumed to exist.
Background

3. It is lawful to use material from the human body for the purpose of transplantation if it is done with appropriate consent.
 Consent must be voluntary, and given by an appropriately informed person who has the capacity to consent.

4. It is the responsibility of healthcare professionals to seek consent. The General Medical Council has produced comprehensive guidance for doctors about their responsibility for obtaining informed consent.
 The HTA code of practice on consent states “when seeking consent, healthcare professionals or other suitably experienced people should ensure that it is appropriate for the intended purpose.”

5. In the context of living organ donation, a question has arisen about whether a person can be said to have given informed consent if they are ignorant of a fact which might have influenced their decision.

6. In the case of medical conditions which might affect the decision to proceed, there is clear guidance from British Transplantation Society (BTS).
 If, during the course of undertaking medical suitability tests on a potential donor and recipient, it becomes apparent that there are factors which may increase the risk of morbidity or mortality in the recipient (for example, being HIV-positive), these must be discussed openly with the donor. If the recipient is unwilling to share the information the donation cannot proceed, as the donor would not have given valid consent.

7. The BTS guidance does not deal with medical information which would not impact directly on possible morbidity or mortality, such as the lack of a genetic relationship. 
8. Not being genetically related would not be an impediment to the transplant proceeding. Outcomes from living genetically unrelated donors are equal to genetically related donors.

9. In the past, when asked whether the lack of a presumed genetic relationship should be disclosed, the transplant team has taken the view that this was a matter for the clinical team to decide on a case by case basis. The HTA Guidance for transplant teams and Independent Assessors says in cases where a presumed genetic relationship is not substantiated by test results:
Whether the donor and/or recipient are informed of test results in such cases is a decision for the clinicians and transplant team who have overall responsibility for their care.
Issue
10. The transplant team has recently been asked whether a potential donor and recipient should be informed that they were not, as they had thought, father and son. Both are adults. 
Disclosure
11. It could be argued that failure to disclose a fact which could influence the donor’s decision on whether or not to donate means that consent is not valid.  In one case of which the transplant team are aware, the clinical team took the decision to disclose to a potential donor, who had agreed to donate a kidney to a child he believed to be his son, that he was not in fact the father. As a result, the donor withdrew his consent.

Non disclosure 
12. On the other hand, since the lack of a genetic relationship is irrelevant to the likely success of the transplant, just because the clinical team possess the information does not mean they should disclose it. Disclosure is likely to have a detrimental impact on those receiving the news, with potentially serious consequences. The decision whether to disclose should be one for the transplant team, and the decision not to disclose should not prevent the transplant proceeding.
13. Members are asked to consider whether the HTA should make it a requirement of obtaining fully informed consent that the transplant teams inform the potential donor if a genetic relationship they believe exists does not.

14. If Members decide that donors and recipients should be made aware that a presumed genetic relationship does not exist, then should a warning about the possibility of such information coming to light be given at the beginning of the process?

� Section 1 Human Tissue Act 2004 and regulation 11(3)(b) The Human Tissue Act 2004 (Persons who Lack Capacity to Consent and Transplants) Regulations 2006


� HTA Code of Practice 1 Consent


�General Medical Council. Consent: patients and doctors making decisions together June 2008 


� HTA Code of Practice 1 Consent: Paragraph 32


� BTS UK Guidelines for Living Donor Kidney Transplantation.





1

2

