disabling or incapacitating conditions for patients or which results in, or prolongs,
hospitalisation or morbidity’.
SAEs that may influence the quality and safety of an organ and that may be
attributed to the testing, characterisation, procurement, preservation and transport of
organs must be reported and investigated.
The HTA also requires that any SAEs which occur at a transplant centre which may
influence the quality and safety of an organ must be reported and investigated.
b) A serious adverse reaction (SAR) is ‘an unintended response, including a
communicable disease, in the living donor or in the recipient that might be associated
with any stage of the chain from donation to transplantation that is fatal, lifethreatening, disabling, incapacitating, or which results in, or prolongs, hospitalisation
or morbidity’.
SARs observed during or after transplantation which may be connected to the
testing, characterisation, procurement, preservation and transport of organs must be
reported and investigated.
The HTA is the Competent Authority for the implementation of the EU Organ Donation
Directive, transposed into UK law by the 2012 Regulations. The 2012 Regulations set out a
number of functions that the HTA must undertake and allows the HTA to make
arrangements for other organisations to assist us in carrying out these functions.
NHS Blood and Transplant (NHSBT) manage the system for reporting and managing ODT
SAEARs on behalf of the HTA as one of a series of assisted functions. Reports of ODT
SAEs and SARs are made to NHSBT as part of their wider clinical incident reporting system,
which is a continuation of the practice NHS establishments undertook prior to the
introduction of the 2012 Regulations.
NHSBT investigate the reports they receive and report incidents which meet the definition of
a SAE or SAR under the 2012 Regulations to the HTA. NHSBT notify the HTA of the steps
being taken to manage the SAEAR and provide confirmation that all actions associated with
the SAEAR have been concluded.
a) ODT sector Serious Adverse Events (SAEs) reported to the HTA in 2015
We have performed a search of our system and 37 ODT SAEARs were reported to the HTA,
via NHSBT, by licensed establishments in the ODT sector during 2015. To add some context
to this figure, a total of 2389 living and deceased donors donated organs which resulted in
4501 transplants during 2015.
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have released the same level of detail for incidents reports to us in 2015 above. This
information gives a sufficiently full and fair indication of the nature of reported incidents. We
are not satisfied that disclosure of any further detail in the reports would be likely to add
significantly to public understanding of the issues raised.
There are a number of reasons why it would be contrary to the public interest for the
substance of the reports to be disclosed. There is a very strong public interest in ensuring
that licensed establishments in the ODT sector are regulated effectively and report SAEARs
so that the incidents can be investigated and corrective and preventative actions put into
place. As indicated above, the prospect of publication is likely to have an adverse effect on
the quality of future SAEARs reporting and there is a real risk that this in turn would have an
adverse impact on our ability to scrutinise reported incidents and to identify cases where
regulatory action is required. This in turn would jeopardise our regulatory function to protect
and uphold patient safety and public confidence in the sectors we regulate.
Furthermore, we rely on the submission of full and frank SAEARs reports from licensed
establishments to enable us to identify trends or sector specific risks in order to issue alerts
or guidance. The provision of frank and suitably detailed reports makes a very important
contribution to our ability to raise standards and take appropriate action to prevent similar
incidents happening elsewhere. In order to carry out this work, we need access to detailed
information about incidents and the circumstances which lead to them. It is clearly in the
public interest that establishments should not be inhibited from supplying us with information
at the necessary level of detail.
In view of the very considerable public interest in ensuring that licensed establishments
should not be deterred from supplying us with the information we require in order to
discharge our statutory and regulatory functions and promote safe practice, we have
concluded that the public interest test in this case favours the application of the section 31(g)
exemption to justify the summary disclosure rather than further details of each report. We do
not believe that the public interest is served by providing a further level of detail which may
jeopardise the effectiveness of the SAEARs notification system, which in turn would reduce
the effectiveness of our regulatory activity in this area and our ability to protect patient safety.
Section 40 and section 41 Freedom of Information Act (FOIA)
In reviewing the information you requested we noted some of the descriptions contain
information which is exempt by virtue of the fact that it is personal data, disclosure of which
would be unfair to the individuals concerned, or which is confidential information relating to
deceased individuals which could amount to personal data relating to some of their family
members.
Section 40(3)(a)(i) FOIA provides that information is absolutely exempt if its disclosure would
breach any of the Data Protection Act’s data protection principles. Insofar as the reports
contain information relating to identifiable staff members and relatives of deceased
individuals, we have concluded that disclosure under FOIA would breach the first data
protection principle. One of our rationale for this conclusion is the relatively low number of
organ donations and transplantations that take place in the UK each year. Disclosure of
personal information in the reports would be unfair to the individuals mentioned in the
incident descriptions, who could have no expectation that information relating to them in the
incident report descriptions would be made public.
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