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Regulating for the public good

The Human Tissue Authority (HTA) is the 
watchdog that supports public confidence by 
licensing and inspecting organisations that 
store and use human tissue and organs for 
reasons such as research, patient treatment, 
transplantation, post-mortem examinations, 
teaching, and public exhibitions. We also 
give approval for organ and bone marrow 
donations from living people.

Our role as a regulator is to promote and 
safeguard the interests of the public. We 
ensure that proper consent is sought and 
given for the use of tissue and organs. Our 
priority is that members of the public have 
confidence in human tissue regulation.

There are many different types of human cells 
and tissue, including skin, body parts, organs, 
and bone. Bodies, organs, tissue and cells can 
be used for many purposes and our regulation 
ensures:

• consent is given by individuals or their 
families for the use of organs, tissue and 
cells;

• high quality tissue and cells are used for 
treatment for patients with particular 
medical conditions;

• the safety and quality of organ transplants 
for those whose organs have failed;

• no reward or coercion takes place in living 
organ donation, and the donor is aware of 
any risks;

• research into causes of and treatments for 
illnesses, such as cancer or diseases of the 
brain and nervous system, is enabled;

• students can be taught about the human 
body and surgeons can be trained to 
develop their skills;

• appropriate approval for the use of human 
bodies and body parts from the deceased is 
obtained by museums and exhibitions; and

• mortuaries where post-mortem 
examinations are conducted operate to the 
highest standards.

Our regulation has a big impact on the 
public: we want people to be assured that if 
they donate their bodies, tissue or organs for 
medical research, transplantation or training, 
their wishes will be respected.

We know through research conducted this 
year that people have confidence that their 
wishes will be respected, that organs and 
tissue used in treatment will be safe and high 
quality, and that tissue used for research or 
other purposes will be put to the best possible 
use, when there is effective regulation of 
human tissue and organs.
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Once again, the HTA has had a busy and 
rewarding year. The publication of Justin 
McCracken’s review made it very clear that 
we are a successful, well-respected regulator, 
with expert staff and Authority members 
committed to our stakeholders and the public. 

The review gave us the opportunity to 
look at ways to improve the efficiency, 
transparency and accountability of our work. 
We have been committed to ensuring all the 
recommendations are achieved: indeed, this 
review outlines our progress in each area. I 
am pleased to say that the HTA has already 
achieved most of the recommended actions 
and is making very good progress on the 
others.

We have strengthened stakeholder 
engagement. Along with our specialist 
advisory group meetings, we have set up a 
Stakeholder Group, with representatives from 
across all of our licence fee-paying sectors 
and members of the public. We held very 
successful workshops and training events for 
those we regulate ensuring they provide the 
best possible service to the public. 

We sought to reduce regulatory burdens 
where appropriate and have introduced 
a new risk assessment process and a new 
audit model for the organ donation and 
transplantation sector. 

We continue to provide those we regulate 
with trusted advice and guidance on what we 
expect from them, and have strengthened our 
collaborative work with other regulators to 
maximise the benefits of regulation. 

The Government’s new Regulators’ Code, 
which aims to reduce regulatory burdens and 
support compliant business growth, has also 
focussed the HTA’s collective mind on the way 
our regulation is delivered, by setting clear 

Sharmila Nebhrajani OBE, Chair

Dr Alan Clamp, Chief Executive

As I write this I have been Chair of the Human 
Tissue Authority for three months. During 
these early days, I have embarked on a tour of 
meetings with a broad range of stakeholders - 
including licence holders and others who have 
an interest in our work - be it tissue storage 
and use, organ donation and transplantation, 
medical research, or anatomy and post 
mortems.

While each meeting casts its own interesting 
perspective, each of my discussions so far 
has shared a common thread: the view that 
the HTA is an effective regulator that listens 
to those around it and uses insights gained 
from this to strive to be better. These views 
are very reassuring given the HTA’s purpose to 
safeguard public and professional confidence 
in the use of human tissue and organs.

We are a successful, well-
respected regulator with 

expert staff and Authority members, 
committed to our stakeholders 
and the public.
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expectations and promising open dialogue.
The Code sets out the importance of 
engagement, sharing information, 
transparency, as well as being risk-based and 
supportive. By having regard to the Code 
when setting standards and providing advice 
and guidance, we ensure our regulation 
remains proportionate and right-touch. 

We are, however, keenly aware that 
safeguarding public confidence in the quality 
and safety of human tissue and organs, and 
being transparent and accountable, is central 
to all of our work. We never forget the 
importance of good regulation and we are 
never complacent. 

I am fortunate to lead a team of incredibly 
committed, highly expert staff, who care 
deeply about the work of the HTA and the 
sectors we regulate. They all work tirelessly to 
raise compliance and ensure high standards 
are maintained across our sectors, and to 
provide invaluable advice and guidance and 
take action when needed. I am proud to be 
their Chief Executive and proud to be running 
such a successful regulator as the HTA.

It is clear that we start from a position of 
success as a regulator. However we are equally 
clear there is more to do. We have successfully 
implemented most of the McCracken review 
recommendations and professional confidence 
remains high.

However in common with many organisations 
operating in the health field, we see that the 
public’s confidence has weakened somewhat. 
Over the coming year therefore it will be a 
priority for the HTA, in a joint endeavour 
with professional colleagues and other 
stakeholders, to build public understanding of, 
and confidence in, the regulatory framework.

I am delighted to have taken over as Chair. It 
is rare indeed to have the privilege to work on 
issues that are both interesting and important. 

I feel lucky to have inherited an excellent 
board and a highly skilled and committed 
staff. We will need both as we navigate the 
next phase of our strategy with a possible 
review of the Human Tissue Act (2004), 
rapid scientific developments and continuing 
economic challenges.

I am grateful to those board members 
who stood down this year for their skilled 
and committed support of the Authority. I 
am especially grateful to my predecessor, 
Baroness Warwick of Undercliffe, who led 
the organisation through the last few years 
with such skill. I intend, with the board, to 
continue that effort - to listen and work with 
stakeholders and our staff to help build and 
sustain the HTA as the effective regulator it is, 
ready for challenges ahead.
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Helping 
professionals 
to help the 
public
It is important for the HTA, as the watchdog, 
to provide professionals working in the sectors 
we regulate with expert guidance and clarity 
on what we expect from them, so that they in 
turn can ensure that the services they provide 
to the public are the best that they can be. 

We are a trusted source of advice and 
guidance for our sectors and we use 
our inspections and site visits as ways of 
communicating with establishments, making 

sure they are up-to-date on the latest 
policies and legislation. 

Most of those we license 
work with patients and 

the public directly. 
It is vital that 

our support 

of these establishments both protects and 
empowers the public, and that we provide 
reassurance that tissue is handled, stored, used 
and disposed of correctly. 

We provide advice regarding three sets of 
laws, the Human Tissue Act, the European 
Union (EU) Tissue and Cells Directives and 
the EU Organ Donation Directive. The latter 
two are implemented via Quality and Safety 
Regulations. To help people understand the 
requirements of these laws, we produce codes 
of practice which give professionals practical 
guidance on how to follow them.

The codes cover everything from what consent 
means, to guidance on organ donation and 
transplantation, disposal of human tissue and 
the import and export of human bodies, body 
parts and tissue. We also produce specific 

codes of practice for different professionals, 
such as those involved in research, post 

mortems, anatomical examination 
and public display. In 2013/14, 

we began work on 
updating our codes 

and drafted and 
consulted on 

a specific 

HTA codes of practice
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code developed for the Welsh 
Government on its new organ donation 
law. 

After a nationwide investigation by a media 
organisation into inappropriate handling in 
some hospitals of pregnancy remains, we are 
issuing new guidance on disposal. This makes 
it clear that parents should be given options 
for the disposal of pregnancy remains and 
that hospitals must always dispose of them 
respectfully and sensitively.

Service providers involved with the disposal 
of pregnancy remains should self-assess and 
monitor their compliance with this guidance 
through regular audits of relevant policies, 
procedures, and women’s medical records.

The HTA produce regularly updated policies, 
guides and frequently asked questions, 
helping those who work in our sectors to meet 

expected standards and provide clearly 
defined actions to safeguard the public. 

This year, after hearing about 
problems faced by people 

attempting to donate 

their 
family 
members’ 
brains for 
research, we 
produced guidance 
for hospital and mortuary 
staff on brain and spinal cord 
donation. Published in collaboration 
with the Medical Research Council UK 
Brain Bank Network, this guidance clarifies 
the law and time limits and answers questions 
about removal and storage. It also helps to 
ensure that people’s wishes are followed so 
that donations can go ahead safely and with 
proper consent.

Nearly half the people surveyed in 2013 said 
they were very likely or fairly likely to donate 
their brains. A similar number agreed that 
knowing that brain donation was regulated 
made them more confident about donating.

As well as publishing guidance and advice on 
specific subjects in our sectors, our expert staff 
are available by telephone to answer queries. 
We received 910 technical enquiries from 
professionals in 2013/14 that were answered 
by our regulation and organ donation teams. 

The HTA website has lots of information to 
help professionals, from model consent forms, 
legal and regulatory clarifications, to policy 
positions and ‘frequently asked questions’, 
which are based on the questions our experts 
are asked most regularly. 

In conversation

HTA guidance

I will take this back to our 
laboratory and update our 

staff…we are always on the 
lookout for guidance.
Designated individual, human 
application sector
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The HTA held its 
public meeting and 

Annual Review of the 
Year event in July 2013. 

More than 70 stakeholders 
and members of the public 

attended the full day and 
their feedback was even more 

positive than in previous years. 
The Annual Review of the Year 
event began with a discussion 
titled ‘Regulation: in the public 
interest?’.

The speakers were David Behan, 
Chief Executive of the Care 
Quality Commission (CQC); 

Peter Walsh, Chief Executive 
of Action against Medical 

Accidents; Sarah 
Bedwell, HTA Director 

of Regulation; 
Jonathan 
Montgomery, 
Professor in Health 

Care Law and 
Chair 

Events

Our inspections and licensing site visits 
offer us the chance to speak directly not only 

to the people who are responsible for activities 
under our licences, but other staff working in our 

licensed sectors.

During these visits, we discuss working practices with 
those who deal with human tissue and cells, as well as 
patients and the public on a daily basis. This helps us to 
understand their needs and the needs of their patients 

and the public they serve. In addition to identifying 
potential concerns and sharing knowledge about 

the latest recommended procedures and 
policies, inspections also help us to ensure our 

standards are met consistently across the 
country. These interactions are vital 
for us to remain a proportionate, 

listening, responsive 
regulator. 

Inspections

This year we continued our commitment to 
getting out and about across the country, 
directly helping professionals to improve 

their working practice. This included 
training them to our standards, sharing 

lessons learned by listening to both 
professionals and the public, 
and ensuring professionals 

are aware of HTA 
requirements.

Sharing
our expertise
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During the year we 
held two very successful 

‘Vigilance and Surveillance 
of Tissues and Cells’ 

workshops – one in London, the 
other in Manchester – for our human 

application sector (those who work with 
tissue and cells that may be used for 

patient treatment).

These workshops explored lessons learned, 
good practice, provided interactive sessions 
on the cross-European rapid alerts platform, 
and how to inform us of serious events 
and reactions via our reporting system. 
Those attending told us that sharing ideas, 
knowledge and best practice with others 
was very useful, and many told us that they 
would use their learning to train other staff 
in their establishments. 

As the appointed ‘Competent Authority’ 
by the UK and devolved governments, 
responsible for overseeing the EU Organ 

Donation Directive’s requirements, 
we held a workshop for those we 

regulate in the organ donation and 
transplant sector. We launched a 

review that looked back at our 
first full year auditing those 

licensed under the new 
framework, and looked 

ahead at next 
steps for 

the sector. The new sector has 
proved to be highly compliant 
and an overwhelming majority 
rated their HTA audit experiences as 
excellent or good.

Especially encouraging for us was 
the suggestion that organ donation 
audits improved working practices in 
establishments – it is why we place such 
importance on site visits, inspections and 
audits. Of course, we will not stop there: we 
will continue to develop inspection processes 
as working practices evolve. 

Across the country we have around 140 
Independent Assessors for living organ 
donation cases who act as a representative 
of both the potential donor and the HTA, 
making sure the law is being observed. We 
hold regular training days for them (and 
for potential assessors) and survey them 
annually.

This year we held a conference in 
Birmingham for all Independent 
Assessors to discuss emerging issues 
and changes in living donation. 
This proved to be an excellent 
opportunity to share 
knowledge and good 
practice in transplant 
units across the 
country. 

Workshops and 
training

of the Health 
Research Authority 
(HRA); and Richard 
Woodfield, Group 
Manager at the Medicine 
and Healthcare products 
Regulatory Agency (MHRA).

Our staff also speak regularly 
at conferences and events 
throughout the year, meaning 
we keep the public updated on 
the latest news and information, 
while in turn hearing what others 
are doing, saying and planning.

At the British Transplantation 
Society’s annual conference, 
we presented two posters 
which gave those in the 
transplant community more 
information on our draft 
code of practice for the 
new Welsh legislation 
and innovations 
in living organ 
donation. 

Events
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In order to safeguard the public and ensure 
our regulation is meaningful, it is imperative 
that laws and regulations can be implemented.

We work with legislative and regulatory 
bodies globally to ensure the quality and 
safety of human tissue and organs. We 
work closely with the UK Government, the 
European Commission and the devolved 
assemblies when legislation and regulations 
are drafted or amended and are on working 
groups to ensure the most effective law comes 
into force. 

This year, as well as ensuring human tissue 
laws continued to be implemented properly, 
we responded to various government 
consultations.

The Ministry of Justice consulted on reforms 
to the coroner system. Although we do not 
regulate coroners, we license and inspect 
all mortuaries that undertake post-mortem 
examinations. We emphasised the importance 
of communication with families to ensure 
that tissue is handled in accordance with their 
wishes and reducing the risk of tissue samples, 
or whole organs, being kept for long periods.

We also worked with the Chief Coroner’s 
office to ensure that the Coroners Rules are 
consistent with human tissue legislation.

We contribute regularly to the work of 
parliamentary committees, and this year we 
gave evidence to parliamentary investigations 
into the Mental Capacity Act 2005, the 
Draft Modern Slavery Bill, the regulation of 
regenerative medicine, and blood, tissue and 
organ screening.

As one of the bodies responsible for regulating 
the quality and safety of tissues and cells 
under European legislation, we sit on working 
groups in Brussels. We played a leading role 
in the project establishing EU-wide vigilance 
and surveillance of tissues and cells used in 
transplantation and assisted reproduction, so 
the public can be assured that the quality is 
consistent across Europe.

We responded to a small scale consultation 
by the Department of Health on ways to 
simplify regulation in relation to research 
and transplantation. We supported the 
Department’s proposals on the basis that they 
posed no risk to regulatory requirements and 
would facilitate future research.

Making regulation 
work for the public 

It is important that staff from 
licensed establishments see the 

HTA staff not just as inspectors 
but as people that can assist us.
Representative, human application 
sector
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We worked closely with the Welsh 
Government offering advice and guidance 
about the consent aspects of its new 
legislation, the Human Transplantation (Wales) 
Act. This Act which will come into force on 1 

December 2015 allows for an ‘opt-out’ system 
for organ donation for people living and dying 
in Wales. During the legislative process we 
provided oral and written evidence to the 
Welsh Health and Social Care Committee.

The Welsh Government asked the HTA to 
produce a code of practice which aims to give 
people who will implement the new law clear 
guidance on what they can and cannot do, 
and what is good practice. It also aims to give 
people who will be affected by the change 
of law an indication of what they can expect 
from healthcare professionals.

Following the development of the draft 
code, we conducted a public consultation. 
We received 61 responses to our online 
consultation and professionals, members of 
the public and Welsh Assembly Members 
attended consultation events that took place 
across Wales. 

HTA’s code of practice 
on the new Welsh organ donation law
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261
Site visits

Including 
inspections 
and visits 
associated 
with licensing 
applications

830
Licensed 
premises

570
Licensed 
organisations

112
HTARIs

174
SAEARs

2866
Enquiries from 
the public and 
professionals

£ 38%
Efficiency savings 
between 2010/11 - 
2013/14 For HTARI and SAEARs details 

and definitions see page 18
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194
Inspections

Inspections per 
licensed sector:

14 anatomy
82 human 
application
4 public display
46 post mortem
15 research
33 organ 
donation and 
transplant

4
Non-routine 
inspections 
and audits 
(short notice)

78
Bone marrow 
and peripheral 
blood stem 
cells cases

1290
Living organ 
donation cases

139
Altruistic 
donors

Image: Wolfson Surgical Skills Centre. Copyright The Royal College of Surgeons of England. Reproduced with permission.
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This year has seen us continue to collaborate 
closely with other organisations to ensure 
best practice, joined-up policies, increased 
efficiency across public bodies, as well as 
reduced red tape and regulatory burdens.

We have worked closely with other regulators 
to eliminate any overlaps or inconsistencies 
in our activities. We have Memorandums 
of Understanding (MoUs) in place with the 
HRA, the Human Fertilisation and Embryology 
Authority (HFEA), the CQC and we are 
developing one with MHRA.

This year we agreed with the HFEA that 
only one licence would be necessary to store 
ovarian tissue intended for transplantation, 
helping to reduce red tape for establishments 
undertaking this activity. 

We worked with the MHRA to simplify 
the regulation of the small number of 
establishments regulated by both the 
HTA and MHRA for tissue for applications 
aimed at developing medicinal products. 
We are planning to announce a more 
streamlined approach to regulation for these 
establishments next year. We are also part 
of the Regenerative Medicine Expert Group, 
developing strategies and action plans for 
improvements to the delivery of regenerative 
medicines.

We have had positive discussions with Arts 
Council England and reduced the burden 
on those establishments licensed for public 
display who hold museums accreditation 
by requiring less information in 2013/14 
compliance updates.

We continued our positive 
relationship with the Home 
Office and the Association 

of Chief Police Officers (ACPO), advising on 
best practice in handling human tissue and 
organs, including historic holdings. Although 
police holdings are exempt from the Human 
Tissue Act, this year we agreed to a Home 
Office request to include a review of police 
holdings in our inspections and report back to 
them.

We continue to advise ACPO on dealing with 
tissue and organs sensitively and transparently. 
As part of this work the HTA, along with 
the Home Office, assisted Her Majesty’s 
Inspectorate of Constabulary with its review 
of police procedures in Northern Ireland this 
year. We also contributed to training police 
family liaison officers.

Collaborating to reduce regulatory burden

We could not do our job to the 
best of our abilities without 

the HTA.
Designated individual, post-mortem 
sector
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The HTA is part of a specialist group set up 
by the Health and Safety Executive (HSE) to 
review its guidance on mortuary practice and 
working with bodies of the deceased. Longer 
term, we will be using the HSE’s guidance to 
update our standards for mortuaries.

This year, we met and worked with the Food 
and Drug Administration, the regulator in 
the US, on the import and export of tissue 
used in patient treatment and how we could 
share information. It is important that we can 
provide assurance on the quality and safety of 
imports.

Over the past year, the HTA has developed 
closer links with the National Centre for the 
Replacement, Refinement and Reduction of 
Animals in Research (NC3Rs), an independent 
organisation tasked with supporting UK 
science by driving and funding innovation and 
technological developments that replace or 
reduce the need for animals in research and 
testing. One aspect of their work is supporting 
the wider adoption of human tissue-based 

research methods. This year, we 
worked with NC3Rs, Asthma 

UK and the UK Respiratory 
Research Collaborative to 

survey the UK’s asthma research community 
to determine the extent to which human 
tissue is used for asthma research and better 
understand the opportunities and potential.

We continue to support and advise National 
Health Service Blood and Transplant (NHSBT) 
on how it can implement its ‘Quality in Organ 
Donation’ (QUOD) research programme. This 
programme will establish a national biobank 
of standardised tissue samples obtained, with 
consent, from deceased donors. The biobank 
will be an invaluable resource for researchers 
undertaking approved studies in areas which 
will include understanding what processes can 
harm donated organs, identifying biomarkers 
used to predict medical outcomes and 
establishing a platform to test new treatments 
to optimise the quality of donated organs. 
We also sit on the group which oversees the 
NHSBT’s strategic direction until 2020. 

The HTA continues to seek feedback about 
our work and offers forums to suggest 
changes to the sector regulation via the HTA’s 
Histopathology Working Group, which has a 
pivotal role in helping us drive up standards in 
the post-mortem sector, the Transplantation 

Advisory Group, a forum for 
discussion on issues arising 

in organ donation, and the 
newly formed Stakeholder 
Group which considers 
regulatory issues across all 
licensed sectors to inform 
our regulation and fee-

setting. The HTA chairs these 
groups, which involve 
members of HTA staff 
and Authority along with 
sector experts. 

Collaborating to reduce regulatory burden
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We regulate the quality and safety of tissue, 
cells and organs and ensure that members 
of the public and their families give proper 
consent for their use. The public can be 
assured that at every stage of the regulatory 
process, we work to protect their interests.

Our inclusive regulatory approach, which 
focuses on advice and guidance, means that 
establishments are supported, and non-
compliance across the sectors we regulate is 
low.

When licence applications are received, 
we ensure that the person responsible 

for supervising licensable activities is 
appropriately qualified and able to ensure that 
suitable practices take place at the licensed 
establishment and that they are fully aware 
of their responsibilities. If we are not satisfied 
we will take action to ensure that they receive 
additional training or, where necessary, insist 
that they be replaced. 

We also investigate whenever we receive 
information that suggests possible breaches of 
our requirements. In 2013/14, we undertook 
four non-routine inspections and audits 
following concerns raised by members of the 
public or through our reporting systems. 

Inspection shortfalls

Protecting the public

(52%)
Routine inspections 

without shortfalls

(38%)
Routine inspections with 

only minor shortfalls

(10%)
Routine inspections 

with one or more 
major shortfalls

0
Critical 

shortfalls

98

72

19
Routine inspections

189

(0%)

We inspect establishments on a cyclical 
basis, according to the potential risk of 
establishments not meeting our standards. We 
focus on those posing the higher risk, owing to 
the nature of activity, and impact on patients 
and families if things were to go wrong. 

We prioritise where known or suspected 
shortfalls in our standards indicate a greater 
risk of non-compliance. We grade shortfalls as 
critical, major or minor. Where we find them, 
we work with establishments to achieve full 
compliance in a timely manner through the 
development and management of corrective 
and preventative action plans.

Critical shortfalls are those that pose a 
significant risk to human safety or dignity or 
indicate a breach of legislation or systemic 
failure. Major shortfalls pose a risk to human 
safety or dignity or indicate a failure to carry 
out satisfactory procedures or breach our codes 
of practice or other guidance. Minor shortfalls 
indicate departures from expected standards 
that need to be addressed.
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Conditions and 
suspensions

Preparation process 
dossiers

Living organ donation

Our work on organ donations from living 
people keeps us busy every year, as the 
number of donations rose again in 2013/14. 
After seeing a huge rise in altruistic donations 
(those giving organs to strangers) in 2012/13, 
we have continued to see an increase (135 
kidneys and four liver lobes in 2013/14).

This year we also saw the first ‘directed 
altruistic’ cases, where someone gave an 
organ to a specific individual, but with whom 
they had no prior emotional relationship. With 

the widespread use of social media and the 
internet, we published advice and guidance 
for people who were thinking about seeking 
donors in this way.

We also regulate donation of bone marrow 
and peripheral blood stem cells from children 
or adults who lack capacity under the law to 
consent. We have assessors accredited by us 
who help us in this work, ensuring that valid 
consent has been given. There were 78 cases 
in 2013/14. 

The HTA has the power to suspend an 
establishment’s licence or part of their 
licence. We can also issue conditions which 
would allow an establishment to keep doing 
something, as long as they adhere to specific 
conditions that are placed on them by the 
HTA. This year, for the first time we began 
to publish conditions and suspensions on our 
website. The HTA imposed two conditions on 
one licence held by an establishment this year. 

It is a legal requirement that the processes 
that are used to prepare tissue or cells for 
patient treatment do not render them clinically 
ineffective or harmful and are validated. The 
HTA asks establishments using tissue and 
cells for patient treatment to complete a 
Preparation Process Dossier (PPD) for each 
process, including information on reagents 
and materials, quality control, labelling and 
process validation. We assessed 26 PPDs in 
2013/14. 

Altruistic kidney 
donations

Altruistic liver 
lobe donations

Directed altruistic 
cases

Cases of stem cell or bone 
marrow donations from children

78 First

4135

It is always helpful to meet staff 
and have opportunity to 

ask questions informally.
Licence holder, research sector

In 2013/14, there were no shortfalls in 52% 
of routine inspections. In 38% of routine 
inspections there were only minor shortfalls; in 
10% there were one or more major shortfalls 
(with or without minor shortfalls). There were 
no critical shortfalls.
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HTARIs: Serious 
incident reporting in 
post mortem sector
We require establishments in the post mortem 
sector to report any incident within five 
days of its discovery, to help us ensure any 
potential risks or dangers are addressed as 
soon as possible. We call these HTA reportable 
incidents (HTARIs).There are various 
categories of incident that must be reported 
to us, including damage to a body, loss of an 
organ or major equipment failure.

There were 112 HTARIs reported to the 
HTA in 2013/14. This was an increase on 
the 75 reported in 2012/13. To place this in 
context, in 2013, there were 227,984 deaths 
reported to coroners and 94,455 post-mortem 
examinations undertaken. In 2013/14, we 
published a report on HTARIs, including case 
studies, the key learning points from every 
incident and action taken by us.

To disseminate the learning from HTARIs, and 
to try and further reduce the number of such 
incidents, we are presenting at the annual 
conference of the Association of Anatomical 
Pathologists in September 2014. 

SAEARs and HTARIs
We have two reporting procedures in place for 
Serious Adverse Events and Serious Adverse 
Reactions (SAEARs) in the human application 
and organ donation and transplant sectors. 
We also have a reporting system for HTA 

Reportable Incidents (HTARIs) in the post 
mortem sector. These help to ensure that 
any untoward incidents or potential risks are 
addressed and mitigated against as soon as 
possible. 

SAEARs: Events and 
reactions reported 
in the human 
application sector
We monitor serious adverse events and 
serious adverse reactions (SAEARS) in our 
human application and organ donation and 
transplantation sectors to ensure the quality 
of safety of organs, tissues and cells used in 
patient treatment in the UK and Europe. This 
monitoring system covers activity involving 
the procurement, testing, processing, 
preservation, storage and distribution of 
human tissues and cells.

The reporting and subsequent investigation 
helps us to try reduce potential incidents, 
share lessons learned and maintain public 
confidence. This year, there were 125 SAEARs 
in the human application sector, a similar 
amount to the 119 SAEARs reported last 
year. A graph detailing the human application 
SAEARs is on page 20.

I feel the establishment and 
ongoing work of the HTA is in 

no way a hindrance to the working 
practice of autopsy pathologists, 
conversely it was, and remains, 
a tremendous benefit.
Consultant histopathologist, post-
mortem sector
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The following categories had no HTARIs recorded against them: 

• discovery of an additional organ(s) in a body on evisceration for a second post-mortem 
examination;

• disposal or retention of a whole fetus or fetal tissue (gestational age greater than 24 weeks) 
against the express wishes of the family; and

• incident leading to the temporary unplanned closure of a mortuary resulting in an inability to 
deliver services.

2013/14 HTARIs 
by category
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2013/14 human 
application SAEARs 

by category

Organ donation and transplant SAEARs

This year was the first full year we required 
the organ donation and transplantation sector 
to report SAEARs. There were 35 events and 
14 reactions reported in this period. Of the 14 
reactions, one took place in the donor and 13 
in the recipient of the organ.
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The ‘End use’ category had no SAEARs recorded against it.
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Note: These figures are subject to minor change owing to possible subsequent reclassification.
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Our stakeholders tell us that the HTA is a 
successful regulator, but we are not complacent. 
We have checks in place to ensure our regulation 
is robust, that we represent the public’s interest, 
listen and respond to both them and the people 
we license and regulate.

We know there is always more to do, which 
is why we regularly seek feedback from the 
public and those we regulate. After inspections, 
we provide an opportunity to feedback on the 
process, which is consistently positive. We survey 
both our independent living organ assessors 
and website users annually and we conduct 
a full public and processional evaluation 
every three years.

Inspections and site visits are also vital 
for us to get information from our 
establishments on the impact of our 
regulation on actual working practices. 
Visits allow us to be responsive to the way 
people actually work, while still providing 
the necessary regulatory oversight.

In 2013/14, we undertook our three-
yearly survey into professional and public 
confidence in the HTA’s regulation. We 
were delighted that professional confidence was 
higher than three years ago, and 92% of our 
stakeholders have confidence in us as a regulator.  

We were also pleased at the very high level of 
advocacy for the HTA among our stakeholders 
in our Ipsos MORI poll, commissioned this 
year. Public confidence had declined very 
slightly in the last three years, likely reflecting 
broader regulatory issues, such as those at 
Mid-Staffordshire NHS Foundation Trust. 
However, we saw an increase in the number 
of respondents who recognised the benefits or 
regulating human tissue, citing the importance 
of stopping bad practice occurring, making 
tissue safer for patient treatment and respecting 
people’s wishes.

Communicating new policies, new legislation 
and the work we do is fundamental to 
ensuring compliance and effective regulation. 
The HTA website is our primary source of 
information for public and professionals. It is 

Listening, learning, improving 
and communicating

where all our policies, our information packs, 
our latest news and the latest developments 
in our sectors, as well as in-depth information 
on legislation, regulation and the work of the 
Authority are accessible. We also publish all 

“The preparatory 
work that we did prior to the 

inspection has changed the way 
that we manage our unit. I think 

we will be far more efficient 
as a result.”

“The inspection 
has identified some minor 

opportunities for improvement 
that will assist in the continual 

development of the service. The 
whole process was very useful for 

staff and operationally.”

“...very thorough 
but also living in the 

real world. They tried to 
make HTA standards 

workable.”

“The inspectors 
facilitated a positive 

experience for all staff 
involved in the 
inspection.” 
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Strategic Plan 2014–17

Business Plan 2014–15

Lessons learned from HTA reportable incidents 
in the post mortem sector, 2012/13

Sharing learning

Further reading

Organ Donation 
and Transplant 
Sector Regulation
A look back review,
March 2014

• Our people: 
http://bit.ly/1pD1zkG

• Annual Report and Accounts:   
http://bit.ly/1kFGgsn

• Sharing Learning: Lessons learned 
from HTA reportable incidents: 
http://bit.ly/1nXINmp 

• Inspection reports: 
http://bit.ly/MfWRJe 

• HTA business and strategic plans: 
http://bit.ly/1mHqal8 

• HTA committees and working groups: 
http://bit.ly/1lKuH7T 

• HTA codes of practice: 
http://bit.ly/1j93ECS 

• HTA role in living organ donation: 
http://bit.ly/YqO86m 

• HTA role in body donation: 
http://bit.ly/131h9eS

• Public confidence in regulation survey: 
http://bit.ly/1emOsgd

• Professional confidence in regulation survey: 
http://bit.ly/1jF3MWt

our inspection reports, regulatory alerts, as 
well as financial and governance reports. This 
year we made improvements to the structure 
of the website following feedback, and will 
undertake a website re-design in 2014/15.

We issue a bimonthly e-newsletter, which 
has more than 8000 subscribers and includes 
our news and updates, as well as specific 
information for those working in our licensed 
sectors. All issues of our newsletter can be 
viewed on the website. We talked to 1625 
members of the public about body and 
brain donation and sent out hundreds of 
information packs on this type of donation. 

We work with the media to ensure that 
accurate information about human tissue 
and organs is available to members of the 

public. We answered more than 150 media 
enquiries in 2013/14 about the HTA’s role and 
remit and explaining human tissue regulation. 
This year, we have worked with the media 
on a number of high profile stories on living 
organ donation, new technologies, research, 
incidents in mortuaries and the handling of 
pregnancy remains in hospitals.

Our social media profile helps us find out 
what people are saying about our work, helps 
us get messages out quickly and easily, and 
allows us to speak to audiences who may not 
have previously been aware of us.

Our participation in working groups, 
committees and working and connecting with 
our stakeholders improves both professional 
and public confidence in our regulation. 
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www.hta.gov.uk

enquiries@hta.gov.uk

020 7269 1900

/HumanTissueAuthority

@HTA_UK

Human Tissue Authority
151 Buckingham Palace Road
Victoria
London
SW1W 9SZ

Contact the HTA
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