
Human Tissue Authority
Annual Review 2017/18



About the HTA 1

A message from our Chair, Nicola Blackwood 2

Our 2017/18 in brief 3-4

HTA revised Codes of Practice and Standards 5-6

Delivering right-touch regulation 7-8

Our regulation in numbers 9-10

Our regulation of living organ donation 11-12

Engaging with professionals 13-14

Adopting legislative change 15-16

Engaging with the public 17-18

Human Tissue Authority in the news 19-20

Collaborating to improve 21-22

A message from our Chief Executive, Allan Marriott-Smith 23

What others say about us 24

About our Annual Review
This publication is aimed at those with an interest in the work of the HTA, 
and details our regulatory activity during 2017/18.

It provides insight into what we have learned through undertaking our 
regulatory activity, and also what professionals and the public have told us. 

The review also highlights some of the work we have done to adapt and 
remain responsive to the changing environment we work in.
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About the HTA

The HTA is the statutory regulator for human tissue and organs. We make 
sure that the removal, storage, use, and disposal of human tissue and 
organs is undertaken safely, ethically, and with proper consent.

We regulate against three sets of 
laws:

• the Human Tissue Act 2004,

• the Human Tissue (Quality and 
Safety for Human Application) 
Regulations 2007 (as amended), 
and,

• the Quality and Safety 
of Organs Intended for 
Transplantation Regulations 
2012 (as amended).

To ensure compliance with these 
laws, we license and inspect 842 
organisations that remove, store, 
and use human bodies, organs and 
tissue for certain purposes, and 
ensure that the required standards 
are met. 

We also regulate organ donation 
between living people in the UK 
through an independent assessment 
process. This process is to ensure 
that consent is in place and the 
donor has capacity to make the 
decision, that there is no coercion 
or financial incentive or reward 
involved, and that the individuals 
involved are fully aware of what is 
involved in the procedure including 
its risks.

A message from our Chair, 
Nicola Blackwood

I’m delighted to be able to welcome 
you to the first HTA Annual Review 
publication of my tenure as Chair 
of the Human Tissue Authority. 
This review provides a concise and 
informative look back at what we 
at the HTA have been doing over 
the last year. We hope that it helps 
to explain why we do what we do, 
how we do it, and how much of it 
we have done over the last year. 
The year was bookended by two 
significant events for establishments 
we regulate, beginning with the 
implementation of our new Codes 
and Standards in April 2017, and 
ending with the transposition of the 
Coding and Import Directives into 
UK law in April 2018.

As a regulator we are entering a 
period of great change across the 
regulatory landscape and beyond; 
if you have read our Strategy for 
2018 – 21 you will have seen that 
we’re making changes to how we 
manage and recruit staff and make 
best use of our resources, in order to 
provide the most agile and effective 
regulatory oversight possible, and 
channel our resources for best 
effect. We aim to be a right-touch 
regulator that acts as a guide, not 
a barrier, to innovation, whilst 
safeguarding people’s rights and 
ensuring at all times that consent is 
central to the activities of anyone 
working with human bodies, tissue, 
and organs.

One year on from the introduction 
of our new Codes and Practice and 
Standards, and with a year’s data 
and feedback, we are able to look 
back and reflect on the impact this 
has had on each sector. You can find 
more information on what we’ve 
learnt over the last year inspecting 
against the new Standards in this 
document. We strive to ensure 
that we minimise the burden of 
regulation on establishments, and 
recognise pressures from elsewhere 
in the system, looking to work in 
partnership with other regulatory 
bodies. We seek and value feedback 
from professionals and the public, 
as this helps us to develop and 
continue to learn and evolve as a 
responsive and flexible regulator. 
Our focus on this is undiminished, 
and we continue to look for new 
and better ways to engage with 
all who have a stake in the HTA’s 
work, particularly strengthening our 
digital engagement channels and 
continuing to provide expert advice 
and guidance to those who need it.

Whilst ensuring we work with, 
and listen to professionals working 
across the wider health and care 
system, we must also ensure that 

public confidence in the system is 
maintained. This is particularly key 
where we regulate in areas of fast 
moving science and technology that 
cut across a variety of regulations, 
and regulators. Where we find that 
establishments are not meeting 
the Standards - as you will see in 
the inspection activity data in this 
publication - we take action and 
work with establishments on their 
improvement plans to ensure they 
make changes in order to reach 
compliance.

It has been another busy year for 
the HTA, and I would like to thank 
all of our staff who have worked so 
hard over the last year and into the 
next. I look forward to working with 
all of you to help ensure our guiding 
principles of consent, dignity, quality, 
and honesty and openness remain at 
the forefront of all we, and everyone 
who works with human tissue, do.

This year, we assessed over 1,200 
living organ donation cases. We also 
assessed and approved over 50 bone 
marrow and peripheral blood stem 
cell (PBSC) donations from children 
or adults who lacked the capacity to 
consent. 

We also have a statutory duty to 
provide advice and guidance to the 
public and professionals on the areas 
that we regulate. We seek to provide 
high-quality advice and guidance, 
and to work collaboratively with 
those that work within our remit, to 
ensure there is public confidence in 
the safe and ethical use of human 
tissue and organs.

Nicola Blackwood 
Chair of the Human Tissue 
Authority
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Launch of revised 
Codes and Standards
The new Codes of Practice 
and Standards were launched 
in April and they reflected a 
number of changes within 
the sectors we regulate and 
our interpretation of the 
governing legislation. 

HTA hosts Death 
Before Birth workshop
The HTA hosted a workshop 
with the Death Before Birth 
project to discuss the HTA 
pregnancy remains guidance 
and the project’s findings. 
A report to the HTA on the 
disposal of pregnancy remains 
was published in October 
2017.

April May

Triennial review 
published
The HTA’s triennial review 
found that we perform 
necessary functions to a high 
standard and that we are very 
highly regarded by the large 
majority of stakeholders from 
whom views were received.

HTA annual conference 
2017
Last year’s conference 
focussed on protecting the 
wishes of the deceased by 
exploring the treatment of 
bodies after death, death 
before birth, the public 
perception, and the media’s 
portrayal of, death and 
dying. We also launched our 
annual review publication – 
Protecting public confidence; 
ensuring professional 
standards.

June

New licence 
applications launched
The process for receiving, 
assessing and granting new 
applications was updated. 
From July, establishments 
were required to submit 
a self-assessment against 
all relevant standards and 
provide key documents as 
evidence of compliance in 
support of the assessment.

July

HTA statement on 
matching websites
After being made aware of 
an organisation that claimed 
to help match potential organ 
donors and recipients, and 
which encouraged financial 
arrangements, the HTA 
issued a statement warning 
the public to be careful when 
registering to become an 
organ donor with services 
other than the Organ Donor 
Register. 

Aug

Compliance updates
All establishments licensed 
under the Human Tissue Act 
2004 and the Quality and 
Safety of Organs Intended for 
Transplantation Regulations 
2012, were required to review 
their licensing records and 
submit a compliance update 
to the HTA. The information 
was collected to ensure that 
organisations remain suitable 
to be licensed.

Sept

EU Tissue and Cells 
Directive Stakeholder 
Event
We attended a stakeholder 
event in Brussels to discuss 
the evaluation of the EU 
Tissues and Cells Directives 
(EUTCD).

Public dialogue 
workshops on the 
use of data in health 
research
The first of six public dialogue 
workshops, a key part of a 
project in collaboration with 
the HRA, BEIS/Sciencewise 
and Ipsos MORI, evaluated 
potential research donors’ 
views on the use of health 
data and tissue-derived data 
in research. These workshops 
explored the perspectives of 
the general public, as well 
as other stakeholder groups 
including clinical researchers, 
industry representatives and 
regulators.

RASRM 3-year 
anniversary
October marked the three-
year anniversary of the 
Regulatory Advice Service 
for Regenerative Medicine 
(RASRM). RASRM was set up 
in 2014 to provide advice and 
guidance to those working 
in the life sciences industry. 
The service provides a single 
point of access to expert and 
authoritative advice from all 
the regulatory bodies working 
in the sector.

Oct

Public guides to the 
HTA Codes of Practice 
published
The first public guides to the 
HTA Codes of Practice were 
published in October. These 
guides explain the basic rights 
a person has when dealing 
with an HTA-regulated 
establishment and includes 
who can give consent for 
different activities, rights to 
information, and options for 
using and disposing of tissue.

Korean Organ 
Donation Agency 
(KODA) visit
A delegation of colleagues 
from KODA visited the HTA 
to learn more about our 
approach to the regulation 
of organ donation and 
transplantation in the UK, as 
well as to understand more 
about our processes.

Nov

DHSC Opt-out Organ 
donation consultation 
launched
The Department of Health 
and Social Care launched a 
public consultation, asking for 
comments on the proposed 
new ‘opt-out’ system for 
deceased organ donation in 
England. The HTA issued a 
response to this consultation.

Dec

Focus Group on the 
EU Tissue and Cells 
Directive 
We attended a focus group 
in Brussels to discuss more 
detailed and technical 
information on the legislation.

Annual activity data 
collection in the 
human application 
sector
All establishments licensed in 
the human application sector 
(where tissues and cells are 
used in patient treatment) 
were required to submit 
data on the activities they 
undertook and the tissue 
types they worked with 
in 2017. The information 
was used to guide our 
regulatory approach, satisfy 
EU reporting obligations and 
inform our risk profiling.

Jan

The Cellular and 
Molecular Pathology 
Initiative (CM-Path) 
workshop
We attended a workshop 
with HRA and researchers 
who were involved in the 
regulation of tissue-based 
research. This was part of 
the Cellular and Molecular 
Pathology Initiative (CM-
Path), exploring ways that 
tissue-based research may be 
facilitated by the introduction 
of templates for consent and 
donor information leaflets.

Feb

Coding and 
import Directives 
- preparation for 
transposition
The HTA undertook a series 
of initiatives to prepare 
Human Application sector 
establishments for the 
implementation of EU coding 
and import Directives into UK 
law.

Mar

New Chair for the HTA 
announced
Nicola Blackwood was 
appointed as the new 
Chair of the Human Tissue 
Authority for 3 years from 13 
March 2018.

2017

2018

Our 2017/18 
in brief
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Understanding the impact of our Codes
Following the launch of our Codes of Practice and 
Standards, we conducted an evaluation to measure 
the impact of their implementation, and to review how 
well they were received by stakeholders and our own 
staff. We sought feedback on the various operational 
elements that went into implementing the new Codes 
and Standards, in order to assess the impact they had 
both internally and externally. 

In October, we surveyed HTA-licensed establishments 
to seek their views on how well we prepared them for 
the new Codes and Standards. Overall, the feedback 
we received was positive, with approximately 85% of 
respondents reporting that they felt the new Codes and 
Standards adequately reflect our governing legislation, 
and made our requirements clear. 

The outcome of the review will help inform other large-
scale HTA projects. It will also help us to plan for them 
more effectively, and ensure that we continue to engage 
effectively with our stakeholders to communicate and 
manage change effectively. 

Learning from our data – being a responsive 
regulator
Our licensing standards seek to improve working 
practices at HTA-licensed establishments and make 
it clearer how to comply with the legislation. Since 
introducing a new set of standards, we have been 
proactive in our efforts to assess their impact. We 
have conducted analysis of our inspection findings, 
particularly in the post-mortem sector, to identify 
trends in compliance; this has been assessed alongside 
information we gather in our biennial collection of 
compliance updates and incident reporting.   

This year we have seen an increase in shortfalls against 
the standards - with respect to both the quantity and 
severity - compared with last year. This can partly be 
attributed to the more prescriptive and risk-based nature 
of our new standards. 

In light of these findings, we will continue to support 
establishments to meet our Standards, this project 
has resulted in a series of recommendations that seek 
to strengthen our regulatory approach and better 
support establishments to meet our standards. These 
recommendations are due to be implemented in the 
2018/19 business year.

Overall, the feedback 
we received was 
positive, with 
approximately 85% of 
respondents reporting 
that they felt the new 
Codes and Standards 
adequately reflect our 
governing legislation, 
and made our 
requirements clear. 

HTA revised Codes of Practice 
and Standards:

Our Codes of Practice aim to help health 
professionals understand the requirements of 
the Human Tissue Act 2004 (HT Act). They 
also explain the working practices that reflect 
the high standards we expect our licensed 
establishments to meet. 

one year on

The Codes cover everything from 
what consent means under the 
Human Tissue Act (2004), to specific 
guidance for professionals involved 
in organ donation, research, post-
mortems, anatomical examination, 
and the public display of human 
tissue.

On 3 April 2017, we launched 
revised and updated versions of our 
Codes of Practice. We updated our 
Codes to ensure that they reflect our 
interpretation of the law, and make 
our regulatory requirements clear. 

Alongside our revised Codes of 
Practice, we also launched updated 
licensing standards. Our standards 
help us to assess the suitability of 
practices at licence application and 
when we visit an establishment 
on inspection. We reviewed our 
standards using data gathered on 
inspection and from more than 10 
years of regulatory experience, to 
ensure that they are fit for purpose 
and risk-based.
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In 2017/18, approximately 15% of 
establishments had no shortfalls at 
all during our routine inspections 
and audits. Of the shortfalls we did 
find on inspection, 75% were minor 
shortfalls; 24% were one or more 
major shortfalls (with or without 
minor shortfalls) and 1% were 
critical shortfalls. Approximately, 
64% of shortfalls we found were in 
the post-mortem sector and 27% 
were in the human application 
sector. Due to the size of these 
sectors and their associated risks, we 
undertake more inspections in the 
post-mortem and human application 
sectors than the other sectors we 
regulate.  

We conducted four non-routine 
inspections and audits in 2017/18 
following concerns raised through 
our reporting systems. When 
concerns like these are raised, we 
take action to ensure statutory 
requirements are met and react 
quickly to investigate them.

We provide ongoing advice and 
guidance to establishments through 
our communications channels and 
direct contact with our stakeholders, 
and we will continue to listen to and 
support HTA licensed-establishments 
to help them improve and to meet 
our standards.

*The figures included in this section 
are from finalised inspection reports 
that have been agreed with the 
establishment during the period 1 
April 2017 to 31 March 2018.

Serious incident reporting
Serious incidents must be reported 
to us so we can make sure they are 
identified correctly and carefully 
investigated. What we learn from 
these cases can help us to share 
learning to lessen the likelihood of 
future incidents taking place. 

In the post-mortem sector, 
establishments are required to 
notify the HTA of any incidents 
or near misses that occur in areas 
covered by the licence. These 
incidents are called HTA Reportable 
Incidents (HTARIs). There are various 
categories of HTARIs that must 
be reported to the HTA, including 
damage to a body, removal or 
storage of tissue without consent, or 
a serious security breach at premises. 

In 2017/18, we received 226 
notifications through our HTARI 
systems. When we receive these 
notifications, we work with the 
establishment to oversee the 
investigation. Last year, mortuaries 
licensed by the HTA admitted over 
300,000 bodies and performed over 

90,000 post-mortem examinations. 
The number of reported HTARIs as a 
percentage remains extremely low.

In the human application sector, we 
require reporting of serious adverse 
events and reactions (SAEARs) 
related to the quality and safety 
of tissues and cells used in patient 
treatment. In 2017/18, we received 
184 notifications through our 
SAEARs systems. As with HTARIs, 
we work with the establishment to 
oversee the investigation of these 
reported incidents. 

Establishments in the organ 
donation and transplantation sector 
have a duty to report serious events 
or reactions relating to the quality 
and safety of organs intended for 
transplantation. In 2017/18, 37 
incidents were reported to us via 
NHSBT who manage the reporting 
system on our behalf. 

*The figures in this section are valid 
at the time of publication; however, 
some cases may still be undergoing 
investigation and are subject to 
change. Notifications received may 
subsequently not be classified as a 
reportable incident.

Minor

A minor shortfall is classified as 
a departure from our expected 
standards. This is the most common 
shortfall we find on inspection.

Major

A major shortfall may pose a risk 
to human safety or dignity, indicate 
a failure to carry out satisfactory 
procedures, a breach our Codes 
of Practice or other regulatory 
guidance, or have the potential to 
become critical unless it is addressed. 
A major shortfall may also be a 
combination of several ‘minor’ 
shortfalls that, when taken together, 
indicate a major shortfall.

Critical

A critical shortfall may pose a 
significant risk to human safety 
or dignity or indicate a breach of 
legislation, or may be a combination 
of several ‘major’ shortfalls that, 
when taken together, indicate a 
critical shortfall.

!Delivering right-touch regulation
regulation as a help, not a hindrance

The HTA aims to be a ‘right-touch’ regulator and to comply with the 
principles of better regulation as set out by Government. This means 
being clear on the risks that we are regulating, being proportionate and 
targeted in regulating those risks, and using only the appropriate and 
necessary regulatory force to achieve compliance and improvement. 

We look to support those we 
regulate to ensure they achieve 
high standards, and to help 
them when we identify areas of 
underperformance.

Our inclusive regulatory approach 
is designed to maintain public 
confidence and improve quality and 
safety.

Licensing and inspection: a 
risk-based approach 
In 2017/18, we licensed 842 
establishments. We visit licensed 
establishments according to the 
potential risk to patient safety or 
public confidence of an organisation 
not meeting our standards. 

In the anatomy, human application, 
post-mortem, public display and 
research sectors, we conduct site-
visit inspections to assess compliance 
against our licensing standards.

When an organisation applies for 
a new HTA licence, we conduct a 
Licence Application Assessment Visit 
(LAAV) to assess the suitability of 
establishments that wish to carry 
out HTA-related activities. For 
establishments that hold licences, we 
schedule ‘routine’ inspections on the 
basis of our statutory obligations and 
risk, taking into account the nature 
of the activities being undertaken, 
and the potential impact on patient 
safety or public confidence if any 
breach were to occur.

We also undertake ‘non-routine’ 
inspections if we receive information 
that may indicate non-compliance 
with our standards or other 
regulatory requirements. These may 
be short notice or unannounced.

In the organ donation and 
transplantation sector, we carry out 
‘audits’ rather than inspections. We 
audit establishments against specific 
assessment criteria and gather 
evidence through a combination 
of audits, review, and round-table 
discussions with staff involved in 
each aspect of the organ donation 
and transplantation pathway.

In 2017/18, we conducted 150 
routine site visit inspections and 
audits, predominantly in the post-
mortem (59) and human application 
(54) sectors. We undertook 21 
routine inspections in the research 
sector, three in the anatomy sector, 
and one in the public display 
sector. In the organ donation and 
transplantation sector, we undertook 
12 routine audits.

When we visit an establishment, 
we inspect the premises and we 
focus on reviewing their records, 
operational policies, and procedures. 
We also conduct interviews and 
round-table discussions with a range 
of staff at the establishment. By 
examining these areas, we are able 
to identify any shortfalls against our 
licensing standards. 

We grade shortfalls against our 
licensing standards as ‘minor’, 
‘major’ or ‘critical’ and we work 
with the establishment to identify 
the measures that need to be 
taken to address any areas of 
underperformance we find through 
a corrective and preventative action 
(CAPA) plan.

When we find critical shortfalls 
on inspection, we take immediate 
action to address the areas of 
concern and are directive about 
what an establishment must do. 
Where we find major or minor 
shortfalls, we work with an 
establishment to ensure they achieve 
full compliance in a timely manner 
through an agreed CAPA plan.

842
establishments 

licensed in 
2017/18
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Our regulation in numbers

226
HTARIs

184
Human application 

SAEARs

37
Organ donation 

and transplantation 
SAEARs

HTA Reportable Incident 
(HTARI) and Serious Adverse 
Events And Reaction (SAEAR) 
reports received

Post-mortem

Human application

Research

Anatomy

Public display

351 151 8

188 30 1

46 7

5 2

0

Shortfalls on inspection
From a total of 150 routine site visit inspections and audits, 4 non-routine inspections and 11 licence application 
assessment visits.

Minor Major Critical

44
HTA staff

164
ODT Named 
Individuals

12
Authority Members

530
Designated 

Individuals (DIs)

563
Main sites

279
Satellite sites

150
routine inspections

4
non-routine 
inspections

11
Licence application 
assessment visits

1,220
Body donation 

enquiries

People

Licensed establishments

Inspections

Organ donation and 
transplantation
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1,214
living donor transplants approved

892
directed

201
paired/ pooled

110
non-directed 

altruistic

11
directed altruistic

317
cases approved by 

the HTA panel

1,166
kidney transplants

59
bone marrow 
and peripheral 
blood stem cell 

transplants

48
liver transplants

122
Independent Assessors

(IAs)

4
new

51
Accredited Assessors

(AAs)

8
new

Our regulation of living organ 
donation

The Human Tissue Act states that 
before we can approve a living 
donation, we must be satisfied that 
consent has been freely given – with 
no duress or coercion placed on the 
donor. It is also an offence to buy or 
sell an organ, and no reward can be 
offered as part of the procedure.

In 2017/18, we assessed and 
approved 1,214 living organ 
donation cases. 1,166 of these cases 
were for kidney donations. We also 
assessed and approved 48 liver 
cases.

Our role is to provide an 
independent check to protect the 
interests of living donors. We ensure 
each individual donor understands 
the risks of donating an organ, 
and has an opportunity to speak 
freely to someone independent of 
the transplant clinical team. This 
is to confirm that it is their wish to 
donate, free from any pressure to act 
against their will.

We train and accredit Independent 
Assessors (IA) to interview the 
donor and recipient in these cases, 
and submit a report to us with their 
findings. There are around 122 IAs 
across the UK who undertake donor/
recipient interviews on our behalf. 
These IAs are pivotal in making sure 
we receive the right information 
when making an assessment on each 
case. 

Assessing bone marrow and 
peripheral blood stem cell 
(PBSC) cases
The HTA also assesses any donation 
of bone marrow or PBSC from adults 
who lack capacity to consent or 
children who lack competence to 
give consent.

We have a network of Accredited 
Assessors (AAs) across the UK who, 
like IAs, conduct interviews and 
submit a report to us in order to 
meet the requirements of the HT 
Act. We must be satisfied that there 
is no reward and that consent is 
in place before a donation can go 
ahead.

This is a complex area requiring 
careful handling by AAs with the 
skills to work with young children 
and families. In 2017/18, we 
assessed and approved 59 bone 
marrow and PBSC cases.

Publication of updated IA and 
AA guidance
In 2017/18, we updated our 
Guidance for Transplant Teams and 
Independent Assessors in England, 
Wales and Northern Ireland. The 
guidance was comprehensively 
revised and now includes more 
detailed information on our policy 
changes. 

We published Guidance for 
Transplant Teams, Independent 
Assessors and Accredited Assessors 
in Scotland. The guidance was 
designed to clarify the regulatory 
framework in Scotland and ensure 
that professionals working in this 
area have a dedicated document to 
refer to. In Scotland we carry out 
our role on behalf of the Scottish 
Government, and there is separate 
legislation. The guidance also covers 
our regulation of regenerative tissue.

Training our IAs
We went through a process of 
re-accrediting all IAs, ensuring that 
they are trained for the sensitive and 
important role that they carry out, 
and that report-writing standards 
are maintained. We also ran a survey 
seeking feedback from our IAs about 
their role. The aim of the survey is to 
enable us to undertake a review of 
the IA system to identify any areas 
for improvement. 

We also developed mandatory 
online IA training to enable all IAs 
to be able to assess all categories of 
living donation. This training covers 
mental capacity legislation and the 
assessment of both directed altruistic 
donation  and directed donation  
cases, with an element of economic 
dependence.

Before any living organ donation can take place in the UK, the HTA must 
assess each case. We consider each application and decide whether or 
not to approve the organ donation, based on criteria set out in law.
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Changes to our appeals 
process
We have made comprehensive 
changes to our representations 
process, which enables an 
establishment to make an appeal 
against an HTA licensing decision.

Although we rarely refuse or 
revoke a licence, due to the support 
and guidance we provide on 
the representations process, the 
feedback we have received was 
that it was overly burdensome to all 
parties involved.

We reviewed the process with the 
aim of resolving issues promptly 
whilst still taking into account all 
necessary factors.

Mitigating risk
In the post-mortem sector, we 
issued updated guidance on capacity 
and contingency arrangements 
for mortuaries. The guidance 
makes recommendations on 
how to strengthen contingency 
arrangements and mitigate risks 
resulting from a shortage of 
mortuary fridge and freezer spaces 
to better support establishments 
facing challenges during the winter 
months.

In the Human Application sector, 
we undertook a programme of work 
to assess risk across the sector. The 
project considered the different 
ways we can target our regulatory 
approach, based on risk to patient 
safety and to public confidence.

We sought feedback from the 
sector on where they felt the 
fundamental risks associated with 
the sector are, which has helped 
inform the outcome of the project. 
The project has resulted in a series 
of recommendations that we are 
looking to deliver, beginning in 
2018/19.

Increasing engagement
We promoted a new HTA-
branded digital feature called 
an ‘establishment button’ for 
establishments to use on their 
websites. The button links to 
the establishment’s relevant 
HTA web page, showing their 
licence information and published 
inspection reports. The button was 
developed following feedback from 
stakeholders, who thought that 
having a feature like this would 
make it clearer to the public that 
there is regulatory oversight of their 
licensed activities.

In 2017/18, we established a 
programme of work specifically 
aimed at improving engagement 
with all professionals working at 
licensed establishments. As part of 
the programme, we have developed 
a new inspection report tool on 
our website that makes it easier 
for users to see the most recent 
reports per sector. We have also 
published new content on our web 
pages containing useful information 
for Designated Individuals (DIs) 
and Named Contacts that outline 
their roles and responsibilities 

under our governing legislation. 
The programme has also steered 
the development of an online 
community for stakeholders that 
we hope will facilitate better 
engagement amongst our network 
of licensed establishments. 

Listening and learning
As part of our responsibility 
to improve and streamline our 
processes to ensure a proportionate 
approach to regulation, we sought 
feedback from establishments 
on what they think brings the 
most value when we carry 
out inspections. The majority 
of establishments said that 
our approach to inspections is 
supportive, and that we provide 
relevant and clear advice and 
guidance on our governing 
legislation.

We are committed to listen and 
learn from our stakeholders, and 
this year has been no exception. 
We conducted two large-scale 
surveys seeking feedback on 
how establishments would like to 
interact with the HTA, as well as 
an evaluation of the content of our 
website. 

Feedback from these surveys will 
support our licensed establishment 
engagement programme, the 
development of our online 
community, and inform a review of 
our website content.

Engaging with 
professionals
It is important for us, as the regulator, to 
provide professionals working at HTA-licensed 
establishments with expert guidance and 
clarity on what we expect from them. We are 
a trusted source of advice and guidance, and 
we continually seek to better engage with 
professionals. It is also important for us to listen 
to and learn from the views of professionals 
as we continue to develop and implement our 
regulatory work.
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Adopting legislative change
In 2015, the European Union (EU) introduced two new Directives on the 
coding and import of tissues and cells for human application. The purpose 
of the Directives is to ensure the traceability of all human tissue and cells 
intended for patient treatment, at all stages from procurement to final 
use. The Directives also make sure that there are equivalent standards of 
quality and safety for all imported tissues and cells.

Through the transposition process, 
the HTA has worked closely with 
the Government to transpose the 
Directives into UK law. These came 
into effect throughout the UK on 
1 April 2018, through the Human 
Tissue (Quality and Safety for 
Human Application) (Amendment) 
Regulations 2018. These Regulations 
apply to all establishments in the 
Human Application sector, and 
during 2017/18 we undertook a 
series of activities to help them 
prepare for implementation. 

We produced guidance containing 
specific information on how 
each Directive affects particular 
groups of establishments in the 
sector, including tissue banks and 
haematopoietic stem cell (HSC) 
registries and transplant centres, 
amongst others.

In March 2017, the Department of 
Health ran a consultation seeking 
views on the draft Regulations and 
the likely impact the Directives 
would have on establishments 
licensed by the HTA. The 
consultation also sought feedback 

on the HTA’s subsector-specific 
guidance, which we then updated 
following the responses received 
from the consultation. We held two 
webinars during the consultation 
period explaining the requirements 
of the Directives, and offered 
guidance on the consultation.   

On the run up to the transposition 
date, we regularly engaged with 
the sector to inform them of key 
licensing changes. This included, 
changes to standard conditions 
on licences and modifications to 
the licensing standards we inspect 
against in the Human Application 
sector. The new Regulations 
resulted in changes on how we 
authorise activities on a per tissue 
type basis. They have also resulted 
in a prescribed set of criteria for 
the assessment of tissues and cells 
imported from outside of the EEA. 

We undertook an assessment 
exercise to ensure all establishments 
licensed to import tissues and cells 
into the UK complied with the 
requirements of the new import 
Directive. In March 2018, we also 

hosted a live Q&A opportunity 
for establishments to ask the HTA 
questions in an open and live setting 
and we will look to deliver more 
opportunities like these in the future.  

We revised our Guide to Quality 
and Safety Assurance for Tissues 
and Cells for Patient Treatment 
(the Guide), which sets out the 
requirements that all Human 
Application establishments must 
follow. The Guide was updated to 
reflect the changes brought into 
effect by the Directives.

Following implementation, we 
continue to work to ensure that 
our licensing and internal processes 
are robust and meet the needs of 
the sector and the Amendment 
Regulations. The HTA will continue 
to monitor the outcome of 
introducing the Regulations and 
liaise with the Government and 
colleagues across the EU to deliver 
effective regulation of the Human 
Application sector.
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Ensuring confidence
Making sure the public have 
confidence in how human tissue 
is used, and in the system of 
regulation, is one of our primary 
goals. We do this by developing 
clear and accessible guidance so 
members of the public can make 
informed choices, and know their 
rights, when it comes to the use of 
their tissue and organs.

This year we have focused on 
better understanding what the 
public think about the HTA’s areas 
of work; exploring their opinions 
and concerns around human tissue 
and seeking to improve how we 
communicate with them. To achieve 
this, we have carried out a diverse 
range of research projects, using 
in-house expertise, external research 
agencies, and collaborating with 
other organisations.

Public awareness and opinion 
of our regulation
We commissioned a research 
company to investigate public 
awareness of, and interest in, the 
HTA and the areas we regulate. 
The study involved in-depth focus 
groups and a survey of 1,000 adults. 
Although awareness of the HTA is 
generally low, our work is regarded 
as important, especially relating to 
organ donation. Research, anatomy, 
post-mortem and human application 
are seen as roughly equal in 
importance, but public display was 
seen as relatively low priority in 
terms of regulatory oversight.

Reassuringly, the public are generally 
confident in our approach, although 
confidence levels fell in response to 
a hypothetical question positing a 
change in our regulatory approach, 
involving fewer on-site inspections, 
and relying more on intelligence 
from third parties and self-reporting 
from organisations.

We currently publish inspection 
reports on our website, and this 
approach is favoured over the 
proposed options of also publicising 
the report to the media, or of 
withholding inspection findings from 
the public entirely.

Interestingly, the public want to be 
introduced to the HTA only when it 
becomes relevant to their personal 
circumstances, such as when first 
engaging with an establishment 
or considering a regulated activity. 
This encourages a new focus on 
reaching the public at the right 
time and place, ensuring our range 
of information for the public is 
accessible where and when needed.

How we communicate with the 
public
Effective communication is key to 
ensuring public confidence, and we 
recognise that there is always room 
for improvement.

We ran a survey with over 300 
public users of our website to 
discover how they engage with the 
HTA and other people on topics 
under our regulation.

Those who have previously engaged 
with us generally prefer to do so 
by email, although letters and 
online surveys are also popular. 
Encouragingly, the vast majority 
find interacting with the HTA to be 
problem and frustration-free.

The survey results told us that the 
public do discuss the topics of our 
regulation, especially organ donation 
and the use of tissue for research, 
but the results strongly showed that 
these conversations tend to happen 
face-to-face between friends and 
relatives, and most people have no 
desire to include wider communities 
or take these conversations online.

This feedback, combined with 
strong support from our Public Panel 
for their current communication 
channel, has informed our approach 
to public engagement planning for 
the next year.

Working with our Public Panel
Our Public Panel has become 
increasingly valuable as we involve 
them more in advising and feeding 
back on our work.

A group of volunteers who help us 
to improve our guidance for the 
public, during 2017/18 the Panel 
shared their opinions on: 

• our guidance on non-invasive 
post-mortem scanning; 

• our first ever editions of public 
guides to our Codes of Practice; 
and,

• our development of 
information on cryonics, or 
the cryopreservation of bodies 
(published in 2018/19).

Public guides to our Codes of 
Practice
This year we published public guides 
to the HTA Codes of Practice. These 
guides set out a person’s basic rights 
when dealing with an establishment 
regulated by the HTA. The guides 
also explain how the use of human 
tissue is regulated in England, 
Northern Ireland and Wales. This 
includes who can give consent for 
different activities, the information 
they should receive and options for 
using and disposing of tissue. 

There are eight guides in total, 
each relating to the new Codes of 
Practice we provide to professionals. 
Reading a public guide alongside 
its counterpart Code of Practice 
is intended to make the official 
guidance easier to understand. Since 
their launch, the public guides have 
been accessed over 1,000 times.

1,000+
times the public guides 

to the Codes have 
been accessed.

Engaging with the 
public

Making sure the public have confidence in how 
human tissue is used, and in the system of 
regulation, is one of our primary goals.
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Human Tissue Authority 
in the news

HTA Response to the Court of Protection Judgment ‘In the 
matter of SW (April 2017) – court judgement published
The HTA was named as the respondent in a Court of Protection case 
relating to a bone marrow donation involving an individual who it was 
claimed lacked capacity to consent to the procedure.

Buzzfeed News

Mail Online

The ten-year anniversary of the first non-directed donation in 
the UK (July 2017)
Ms Kay Mason spoke of her experience being the first person in the UK 
to donate her kidney to a stranger, in 2007. The Human Tissue Act was 
mentioned in reference to the donation as it came to force in 2006.

AOL

HTA Statement on Matching Websites (August 2017)
In coordination with NHS BT, the HTA released a Position Statement on our 
website - which was shared with stakeholders including the media - warning 
the public to be careful when signing up to be on organ donor online.The Times

Evening Standard

Proposed Human Taphonomy Facility (August 2017)
There was renewed publicity concerning the prospect of the UK’s first 
human taphonomy facility. Human taphonomy is the study of how human 
bodies decay under various measured conditions, and can inform medical 
research, forensic and criminal investigations.

The Observer/ Guardian

The Independent

Findings from the inspection at Torbay mortuary (August 2017)
There was coverage of the HTA’s post-mortem inspection findings at Torbay 
Hospital, where we found both critical and major shortfalls - some requiring 
immediate action.

Devon Live

The Prime Minister’s opt out announcement (October 2017)
The Prime Minister announced plans in England to move to an opt-out 
system of organ donation.The Mirror

Report published by the Death Before Birth project (October 
2017)
The Death Before Birth project’s report has identified the problems 
experienced by grieving parents of miscarriages and pregnancy loss. One 
major concern is that communication with parents is not always sensitive, 
and medical professionals can lack the specific training required. The 
coverage mentions our pregnancy remains guidance and our involvement in 
this area.

The Conversation

HTA inspection findings at University Hospital Wales (November 
2017)
The press covered HTA inspection findings, which included critical shortfalls.

Coronation Street features an organ donation storyline 
(December 2017)
The TV soap ‘Coronation Street’ featured a storyline on kidney donation, 
which was widely covered, but criticised for not showing that the full 
process, including the HTA assessment, takes longer in reality.

‘We Need to Talk About Death’ BBC Radio 4 documentary 
(December 2017)
This documentary explored why so many people donate their bodies to 
science and what happens if you do. The episode featured interviews with 
HTA licensed establishments St. George’s and the London Anatomy Office.

Wales Online

Daily Star

BBC Radio 4

Give My Body to Science

Increase in rates of body donation (March 2018)
An article covered the increase in people donating their bodies to medical 
schools, also explaining the HTA’s regulatory role in licensing medical schools 
which accept body donations.The Times
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Anatomy
We regularly present HTA updates at 
Anatomy sector meetings, such as those of 
the Institute of Anatomical Sciences. The HTA 
also continues to work with the Anatomy 
Associations Advisory Committee (AAAC), 
which represents the three main professional 
bodies in the Anatomy sector (Anatomical 
Society, British Academy of Clinical 
Anatomists and Institute of Anatomical 
Sciences). Participating in meetings provides 
invaluable opportunities to discuss areas 
of mutual interest, closer working bringing 
improvements to the ways we regulate.

Post-mortem 
We have continued to support the work 
of the University of Birmingham’s research 
project, Death Before Birth, which focuses 
on people in England who have experienced 
miscarriage, termination following a diagnosis 
of fetal abnormality, and stillbirth. In 
October 2017, the Death Before Birth project 
submitted a report to the HTA on the disposal 
of pregnancy remains of less than 24 weeks’ 
gestational age. We also joined a panel at the 
project’s stakeholder workshop in February 
2018, offering reflections on possible 
directions for the future of bereavement 
care pathways following pregnancy loss. The 
findings of this project will help to inform 
any future changes to our guidance on the 
disposal of pregnancy remains following 
pregnancy loss or termination, ensuring the 
individual is at the centre of any decisions 
made around their care and the disposal of 
fetal remains.

In 2017/18, we delivered training to United 
Kingdom Accreditation Service (UKAS) 
assessors on the HT Act and on our 
inspection process, aligning UKAS standards 
with ours. We also regularly hold training 
in collaboration with the Association of 
Anatomical Pathology Technology (AAPT) on 
issues involving consent and the post-mortem 
process.  

In August 2017, we were invited by HM 
Coroner for Hampshire to provide guidance 
to the Coroner and his officers on aspects 
of the HT Act that impact their work, in 
particular, with relation to tissue retention. 

Organ donation and transplantation
We continue to work closely with NHS Blood 
and Transplant (NHSBT) and the British 
Transplantation Society (BTS) in order to 
identify emerging policy areas in the organ 
donation and transplantation sector. We have 
participated in consent training for NHSBT’s 
Specialist Nurses in Organ Donation, which 
is something that we have supported NHSBT 
with for several years. 

We also sit on the group that oversees 
NHSBT’s strategic direction until 2020. This 
group meets to discuss and provide advice 
on the development and delivery of project 
plans to implement the “Taking Organ 
Transplantation to 2020” strategy. 

The HTA is a member of the Wales 
Transplantation Advisory Group and the 
Scottish Donation and Transplantation Group, 
both of which provide advice and guidance to 
their devolved administrations.

HTA committees and advisory groups
We continue to seek feedback and share 
learning from our committees and advisory 
groups that support our work and offer expert 
advice about HTA policy development. These 
are:

• The Histopathology Working Group
A group that considers issues facing 
post-mortem sector establishments and 
contribute to the development of policies 
in that area.

• The Transplantation Advisory Group
A group that considers issues arising in 
living and deceased organ donation.

• The Stakeholder and Fees Group
A group that considers regulatory issues 
across all our sectors to inform the 
continued development of our regulation, 
and also reviews our licence fees on an 
annual basis

• The Public Panel
A group of volunteers who help us to 
improve our guidance for the public.

We also continue to work closely with other 
arms’ length bodies to ensure there is clarity 
on regulatory remits, eliminate any perceived 
overlaps or inconsistencies in our activities. This 
includes the delivery of joint inspections and 
information sharing protocols.

Collaborating to improve
Collaborating with other organisations and regulators helps 
us to raise standards across all of the sectors we work with. 
Over the last year, we have continued to work in partnership 
with stakeholders and sector-specific organisations.

Human Application
In 2014, we launched the Regulatory Advice 
Service for Regenerative Medicine (RASRM) 
with the Medicines and Healthcare products 
Regulatory Agency (MHRA), the Human 
Fertilisation and Embryology Authority (HFEA) 
and the Health Research Authority (HRA), 
amongst other specialist bodies.

The service aims to support those working in 
the innovative field of regenerative medicines, 
and provides a single point of access to advice 
from the four regulatory bodies involved in 
regenerative medicine. In October 2017, we 
celebrated the third year of the advice service, 
and have so far received and answered over 60 
enquiries. 

In 2017, we delivered a presentation on the 
future of regenerative medicine at the Tissue 
and Cell Engineering Society’s (TCES) first joint 
annual meeting with the British Association 
of Tissue Banking (BATB). The event brought 
together the UK cell and tissue engineering 
and bio-banking communities.

As one of the UK Competent Authorities for 
the EU Tissue and Cells Directives, we continue 
to participate in EU projects, such as Vigilance 
and Inspection for the Safety of Transfusion, 
Assisted Reproduction and Transplantation 
(VISTART). The VISTART group aims to agree 
strategies for improvement harmonise and 
facilitate inter-Member State collaboration 
relating to blood transfusion and tissues and 
cells. 

Research
We continue to work collaboratively with 
the Health Research Authority (HRA) and its 
National Research Ethics Service (NRES) to 
support high quality research that involves 
human tissue.

An HTA Regulation Manager continues an 
ongoing, one-day a week, secondment to the 
HRA. This year they have helped to develop 
an HRA eLearning module on use of human 
tissue in research. The module outlines the 
application of the HT Act to issues of consent, 
ethical review and licensing when using human 
tissue in research. They have also regularly 
held training days with the HRA explaining the 
HTA’s regulatory requirements in the Research 
sector.

We have also collaborated with the HRA on 
a public dialogue project, which is in part, 
funded by Sciencewise. The project aims to 
improve our understanding of how the public 
feels about sharing patient data alongside 
tissue that is donated for research, and their 
understanding and views on the different 
ways in which consent can be given. A joint 
report on the project is due to be published in 
2018/19.

We participated in the Cellular and Molecular 
Pathology Initiative (CM-Path) project, from 
the National Cancer Research Institute, to 
explore ways in which tissue-based research 
may be facilitated by the introduction of 
templates for consent and donor information 
leaflets. The project involves bringing together 
key stakeholders involved in the regulation of 
tissue-based research, including representatives 
from consumer groups, the HTA and HRA, and 
researchers.
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A message from our Chief 
Executive, Allan Marriott-Smith

It has been another busy year for 
us the HTA.  As well as undertaking 
our usual regulatory activity 
through inspecting and monitoring 
establishments, and providing 
expert advice and guidance, we 
have conducted a root and branch 
review of our approach. The result 
of this review can be seen in our 
new Strategy for 2018 - 2021 and 
our recently published Business Plan 
2018-19.

Although the fundamentals of our 
approach will remain unchanged, we 
are looking to build on our strengths 
as an agile and responsive regulator, 
to best ensure we can meet the 
future challenges of regulating fast 
moving and innovative sectors.

As you can see in this publication, 
we have found an increasing number 
of shortfalls against the Standards 
over the last business year.  This can 
be attributed to a range of factors, 
including the introduction of our 
new Codes of Practice and updated 
Standards.  We have been evaluating 
the reasons for this pattern and 
reflecting more generally, on what 
we have learned from our regulation 
over the last year so that we can 
share learning across our regulated 
sectors. In this way, we will continue 
to support licensed establishments in 
meeting our Standards. 

Engaging with public and 
professional stakeholders remains 
a priority for us, and we will 
continue to seek feedback on how 
we can continually improve our 
engagement with our different 
audiences. The public evaluation 
we undertook at the start of 2017 
has been invaluable in shaping how 
we approach public engagement, 
and we will continue to listen to the 
establishments we regulate to ensure 
we are mindful of their needs and 
the challenges they face.

It is clear that the next year will 
bring considerable change, not just 
within our regulatory environment, 
but also for the whole country. 
We are likely to see changes to the 
law regarding consent to organ 
donation, and will continue to plan 
for the UK’s exit from the European 
Union. Where there is challenge 
there is also likely to be opportunity, 
and we believe that by continuing 
to work collaboratively with our key 
stakeholders, we will be well placed 
to seize these opportunities for 
mutual advantage.  

Above all else, we will continue to 
ensure that anyone working with 
human bodies, tissue, and organs 
does so according to our guiding 
principles of consent, dignity, 
quality, and honest and openness. 
These principles guide all of our 
actions, and are the cornerstones of 
maintaining public and professional 
confidence.

I look forward to leading the 
HTA through what is likely to 
prove another challenging year, 
and would like to thank all of our 
licensed establishments and other 
stakeholders across the system for 
their work in ensuring the highest 
possible standards are met. Lastly, 
but not least, a huge thank you to 
the professionalism of our own staff 
and their dedication to ensuring that 
human tissue continues to be used 
safely and with proper consent.

What others say about us

The inspectors were very professional and, at the same 
time as conducting a thorough inspection, put the staff 
at ease to carry on with the daily work routine at the 
Centre.   

I felt I was able to ask questions and talk to the 
inspectors during the walk-round. I was also able to go 
back after the interview and ask questions. They were 
professional and helpful and as this was the first time I 
have experienced a HTA Inspection, their approach put 
me at ease.

Inspection feedback

I would like take this opportunity to thank you for your 
support over the period since we identified concerns.  
You have been stern and very clear when you needed 
to be and flexible when you have been able.  We have 
always felt clear about what was required and fair in 
your assessment.

The enactment of the Human Tissue Act [...] ensures 
that the UK has some of the best regulation of samples 
in the world. (Twitter)

Public confidence

Deeply impressed by care and nuance demonstrated by 
board of @HTA_UK. We are so lucky to count them as 
a partner in @ddb_project #HTAconf17 (Death before 
birth on the HTA conference and Authority Board 
Meeting via Twitter)

Stakeholders

Thanks to @HTA_UK for great conference and thought-
provoking discussion about death and dying, including 
organ donation #HTAConf17 (Nuffield Bioethics on 
Conference 2017 via Twitter)

Annual Conference 
feedback

Good to see @nicolablackwood contributing her 
expertise once again in a health leadership role Chairing 
@HTA_UK (Twitter)

On our new Chair

Excellent service and follow through support. 
Made a difficult situation easy. Thank you Princess. 
(Accompanying 5* review feedback on Facebook)

Customer service

Allan Marriott-Smith
Chief Executive
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Human Tissue Authority

151 Buckingham Palace Road 
London SW1W 9SZ

Telephone: 020 7269 1900

Email: enquiries@hta.gov.uk

www.hta.gov.uk

@HTA_UK

/HumanTissueAuthority

http://www.hta.gov.uk
https://twitter.com/@HTA_UK
https://www.facebook.com/HumanTissueAuthority/

