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Welcome to the HTA’s 

Annual Review 2016/17

which summarises our regulatory 
approach over the past twelve 
months, and looks at how we 
have responded to new advances 
and challenges in the sectors we 
regulate. 

As a regulator, our interest is 
not only in what is technically 
possible but also in ensuring that 
our licence holders maintain an 
enduring focus on quality and 
safety, working to the highest 
standards, so that the public can 
have confidence in the safe and 
ethical use of human tissue.

This year we introduced our 
brand new Codes of Practice 
which set out the Standards we 
expect licence holders to meet, 
along with practical guidance for 
establishments on how they can 
ensure they meet them. 

The most significant change 
across these new Codes is the 
setting out, in Code A, of four 
guiding principles – consent, 
dignity, quality, and honesty and 
openness. These principles apply 
to each of the sectors specifically 
regulated by the Human Tissue 
Act but I believe they can also be 
helpful when applied to scientific 
developments far beyond the 
precise stipulations of the Act 
itself. 

This is important because scientific 
and societal developments 
continue to advance at a pace far 
beyond that which could have 
been envisaged when the Act 
was written – which was over 13 
years ago – and when it came into 
force in 2006. For example, this 
year we have been called upon 
to offer advice in areas as diverse 
as guidance for the filming and 
photography of human bodies 
leading to the broadcast of a post 
mortem examination for the first 
time in the UK - as well as the 
much publicised court case on a 
dying girl’s wish to have her body 
cryopreserved. Applying the four 
principles contained in Code A 
has enabled us to respond flexibly 
to these new challenges, and 
to offer useful, practical, advice 
which meets the standards the 
public would expect in the use of 
human tissue and organs, to help 
practitioners facing these issues in 
their day to day work.

We expect the pace of scientific 
development to continue to 
accelerate, and I believe that 
such flexibility will increasingly be 
essential to our regulatory work. 
Using our principles to develop 
advice and guidance on new 
developments in a timely way will 
enable us to continue to be an 
effective and agile regulator in the 
future.

Central to effective regulation is, 
of course, not only the setting 
of standards but also the co-
operation, and professionalism 
of those we regulate and others 
with a professional interest in 
our work.  I would like to thank 
our licence holders, industry, 
charities, professional associations, 
and government bodies for their 
contributions to, and support 
of, our work.  We recognise the 
importance of your commitment 
to the safe and ethical use of 
human tissue and your desire to 
strive to meet the high standards 
the public rightly expects of us all.

Finally, I would also like to thank 
our HTA staff and Board Members 
for their ongoing support. 
Their hard work, expertise, 
independence, and thoughtful 
insight is core to what makes us 
effective. Thank you.

Sharmila Nebhrajani OBE
Chair

A message 
from our 
Chair

1 2



About the 
Human Tissue 
Authority
The HTA is the statutory regulator for 

human tissue and organs. 

We were set up in 2005 to oversee 
compliance with the Human Tissue Act 
2004 (HT Act). We make sure that the 
removal, storage, use and disposal of 
human tissue and organs is undertaken 
safely, ethically, and with proper consent. 

We license and inspect 847 organisations 
that remove, store and use human bodies, 
organs and tissue for certain purposes, 
against a set of Standards. 

This year, we assessed over 1100 living 
organ donation cases. We also assessed 
and approved over 60 bone marrow 
and peripheral blood stem cell (PBSC) 
donations from children or adults who 
lacked the capacity to consent. 

The interests of the public and those we 
regulate are central to our work. We look 
to work with those we regulate to ensure 
they meet our Standards, and to bring 
them up to standard where we identify 
any shortfalls. Through doing this, we 
seek to ensure public and professional 
confidence in the safe and ethical use of 
human tissue and organs.
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Our year 

in highlights 

Three year strategy 
launched
We published a three-
year strategy for the HTA. 
This provides a medium-
term view of our priorities 
and activities, centred 
around our core themes of 
delivery, development and 
deployment.

HTA’s Organ Donation  
and Transplantation 
Workshop
At the workshop, we outlined 
the HTA strategy for the 
upcoming round of on-
site audits, which began in 
September. We also held a 
session on the management 
of Serious Adverse Events and 
Reactions (SAEARs) and how 
this compares with Spain.

April June

Body donor card
Body donors can now carry a 
card with them to show they 
have decided to donate their 
bodies to anatomical science 
after their death. The card 
can be carried around, similar 
to an organ donor card, and 
has the details of the person’s 
chosen medical school. 

May

New science, new 
challenge 
We held our annual event 
on 12 July, and launched our 
annual review publication 
of the same name – New 
Science, new challenge. The 
event focused on accelerating 
scientific advancement; 
from post mortem imaging, 
to 3D organ printing and 
the sequencing of 100,000 
genomes.

July

Fees consultation and 
launch
We consulted on a new 
licence fee structure. The 
consultation was open from 
25 July to 30 September. 
The feedback we received 
was broadly positive and 
we published the new fees 
structure in December. 

July

HTA Reportable 
Incident/Serious 
Adverse Events and 
Reactions survey
In July 2015, we began 
routinely publishing the 
(anonymised) details of all 
HTARIs and SAEARs. A year 
on, we asked for your input 
into a review of this decision. 
We were pleased to see that 
publication didn’t affect 
reporting and there was 
support for us to better share 
learnings across sectors.

July

Anatomy/research 
compliance reports 
published
The reports present a 
snapshot of selected findings 
from the compliance updates 
submitted in December 2015. 
The reports for each sector 
demonstrate a high level of 
compliance amongst licensed 
establishments.

Aug

Shar’s re-appointment 
as Chair
Sharmila Nebhrajani OBE was 
reappointed as the Chair of 
the Human Tissue Authority 
for three years from 1 April 
2017.

Aug

BBC Three’s – 
Obesity: A post 
mortem documentary 
and our involvement 
We advised the production 
of a BBC documentary on 
the health impacts of obesity. 
The documentary included 
footage from a post mortem. 
Caroline Browne, Head 
of Regulation for the Post 
Mortem and Public Display 
sectors, was interviewed in a 
‘behind the scenes’ clip and 
wrote a blog post about her 
involvement. 

Sept

Guide for the public 
on post mortem 
scanning
This guide was produced 
with input from the HTA’s 
Histopathology Working 
Group, as well as the HTA 
Public Information Review 
Panel. It covers information 
about post mortem 
examinations which do 
not require the body to be 
opened. 

Oct

Family Court 
Case Regarding 
Cryopreservation of a 
Child
A case was brought to the 
family court involving a child 
with terminal cancer, who 
wanted to have their body 
cryopreserved upon death. 
We provided advice on 
whether the use of a body in 
this way (cryopreservation) 
was covered by the Human 
Tissue Act 2004 (HT Act).

Nov

BBC iWonder online 
body donation 
infographic
We worked with the BBC and 
Queen’s University, Belfast to 
produce an interactive online 
guide about body donation. 
The infographic shows 
how each major body part 
is used to train healthcare 
professionals. 

Nov

Filming guidelines 
launched
These guidelines are 
primarily for journalists and 
documentary makers. They 
were produced following 
several requests for our 
advice and guidance when 
filming or photographing 
body donation, post mortems 
or organ donation. Images are 
not covered by the HT Act. 
However, this advice aims to 
maintain anonymity, privacy, 
and dignity, and to ensure 
that appropriate consent is 
sought.

Nov

Regulation of the Post 
Mortem Sector 2014-
16: What we have 
learned 
We shared what we have 
learnt from regulating the 
sector since HTARI reporting 
was introduced. The report 
contains guidance on risk 
assessment and root cause 
analysis, as well analysing 
compliance responses. 

Dec

The Medicines and 
Healthcare products 
Regulatory Agency 
(MHRA) partnership 
agreement
This agreement supports the 
ongoing relationship between 
the HTA and MHRA, 
which began in 2005. Both 
organisations are committed 
to working together for the 
benefits of patients, staff, and 
stakeholders and to enhance 
regulation. 

Dec

Public Review Panel 
launched 
The panel gave us feedback 
on the lay guides to the 
HTA Codes of Practice. The 
lay guides are due to be 
published in June 2017. 

Jan

Visit from Ministry of 
Health, Singapore 
We were visited by colleagues 
from Singapore. We gave 
advice on implementing a 
regulatory framework for 
biomedical research.

Feb

Launch of the revised 
Codes of Practice and 
Standards
The new Codes of Practice 
and Standards came into 
force in April. Preparations 
for the launch dominated 
February and March, 
during which time we held 
10 webinars which were 
attended by 291 people.

April

2016

2017
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Providing advice 
and guidance
Supporting licensed 

establishments

Expert advice and guidance

We provide expert advice and 
guidance to help organisations 
meet our Standards and improve 
their professional practice. It is 
also important for us to make 
sure we keep our policies and 
information up to date. By doing 
so we can help our licensed 
establishments provide the best 
possible service to the public.

Reporting

This year, we published reports 
that examined themes and 
trends from establishments in the 
Anatomy and Research sectors. 
Our biennial compliance updates 
help us to maintain oversight 
of our regulated sectors, guide 
our regulatory approach to each 
sector, and help inform the 
scheduling of site-visit inspections. 

We also published a report 
using data collected from the 
post mortem sector, which 
provided detailed information 
on the investigation of serious 
incidents in mortuaries between 
2014-16. This report provides 
a useful information resource 
for professionals working in the 
post mortem sector and may 
help them to mitigate any risks 
associated with mortuary practice. 

Guidance on consent

In the research and organ 
donation and transplantation 
sectors, we published guidance 
on consent for transplantation 
research where the donors are 
deceased, to provide clarity on 
issues surrounding consent under 
the HT Act.

Guidance on import

The HTA has a statutory 
responsibility to ensure the 
quality and safety of human 
tissue and cells imported into 
the UK. We worked with 
organisations such as the US 
Food and Drug Administration 
(FDA) and the American 
Association of Tissue Banks 
(AATB) to issue guidance for 
establishments wishing to 
import human tissues and cells 
for human application from a 
country outside of the EU into 
the UK.  We did this to make sure 
imports from third countries meet 
standards of quality and safety 
equivalent to those in the UK.

Updating the 
transplantation framework

In the organ donation and 
transplantation sector, we 
refreshed our Quality and 
Safety of Organs Intended for 
Transplantation framework 
document. We made sure that 
the content was up to date, and 
it includes advice provided in 
relation to National Operating 
Procedures. It also reflected 
changes to legislation in Wales, 
where an opt-out deceased 
organ donation system has been 
introduced since the framework 
document was last published.

Improving information for 
potential body donors

We also produced guidance 
on improving the quality of 
information provided to potential 
body donors for organisations 
working in the anatomy sector, 
so that it fully supports informed 
consent. Providing clear 
information will give potential 
donors the opportunity to ask 
further questions and ensure 
that informed consent is in 
place. It will also give donors the 
opportunity to decline a donation 
if they are not comfortable with 
the proposed use.

Engaging with 

the public

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 so 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.

New information on post 
mortem examinations

This year, we published new 
information about post mortem 
examinations which do not 
require the body to be opened. 
The guide was produced with 
input from the HTA Public 
Information Review Panel, which 
is made up of volunteers who 
help us to improve our guidance 
for the public.

Online guide to body 
donation

We worked with Queen’s 
University, Belfast, to produce 
an interactive online guide about 
body donation for the BBC’s 
iWonder online guide. The guide 
contains an infographic which 
sheds light on how each major 
part of the body is used to train 
healthcare professionals.

Advising the BBC on a 
documentary

We also advised a TV production 
company on a documentary 
for BBC Three featuring a 
post mortem examination. 
We explained our role as the 
regulator, and guided the 
documentary-makers on how 
best to maintain the privacy and 
dignity of the deceased. 

Publishing film guidelines

We published a set of filming 
guidelines to help journalists and 
documentary makers who are 
thinking about filming activities 
that fall within our remit, for 
example the filming of a living 
kidney donation. Our guidelines 
were used by the production team 
for the BBC’s ‘Hospital’ series 
for an episode featuring a paired 
and pooled kidney donation case 
to safeguard the welfare of the 
donor and recipient.

Answering questions

In 2016/17, we also received over 
1200 requests for information on 
body donation, which remains 
our most common enquiry from 
members of the public. Over the 
coming year, we will continue 
to develop and improve how we  
engage with, and involve, the 
public, so we can provide them 
with quality information that 
meets their needs.

“#Recommended: 
Excellent #parents 

guide on cord blood 
from @HTA_UK”

- @SaveTheCord on 
Twitter
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The HTA revised 

and Standards

Codes of Practice 

This year, we 

launched revised and 

updated versions of 

our Codes of Practice 

and Standards.

Our Codes of Practice aim to give 
the professionals who work at our 
licensed establishments practical 
guidance on the legislation that 
governs our work. They also 
introduce working practices that 
reflect the high Standards we 
expect organisations to meet.

Our new Codes of Practice and 
Standards:

reflect our current interpretation 
of the law and regulatory practice;

ensure the Standards are fit for 
purpose; and

make our regulatory requirements 
clear, whilst minimising burden 
where possible.

Codes and 

Standards 2017 – 

how we got here
Work to revise and update our 
Codes of Practice began in 
earnest in 2014. The motivation 
behind this work was to ensure 
that they reflected current advice 
and guidance.

Since the last major review of 
these documents in 2009, there 
have been a number of changes 
and developments within the 
sectors that we regulate.

In 2015, we carried out a wide-
reaching public consultation on 
the proposed changes to the 
Codes. The consultation provided 
an opportunity for all those with 
an interest in the HTA’s regulatory 
activities, be they professionals or 
members of the public, to inform 
the development of the new 
Codes and Standards.

This year, we initiated the final 
phase of the Codes and Standards 
project. The aim of this phase 

was to ensure the smooth 
implementation of the revised 
Codes of Practice and Standards 
into our licensing and inspection 
processes.

To help establishments to prepare 
for the launch in April, we hosted 
a series of webinars focusing on 
the major changes, and shared 
key information in a series of 
focused newsletters. 

In the coming year, we will 
undertake a post implementation 
review, seeking input from both 
staff and colleagues working at 
licensed establishments.

Consent

Emphasising that 
human tissue 
and organs will 
only be used in 
accordance with a 
person’s wishes.

Honesty and 
openness

Maintaining 
transparency and 
confidence in our 
regulation and 
between the public 
and our licensed 
establishments. 

Quality

Guaranteeing that 
anyone working 
with human 
tissue and organs 
is doing so in a 
safe and well-
managed way.

Dignity
Making sure that 
human tissue 
and organs are 
treated with 
respect and 
that a person’s 
privacy is always 
maintained.

The overarching Code

Code A: Guiding principles and the fundamental principle of consent, is the first of the suite of our seven 
new Codes of Practice. It is the overarching Code that all our licensed establishments must follow, setting 
out four guiding principles that inform the way we regulate, and the actions of anyone undertaking activities 
falling within our remit.

The safe and ethical use of human tissue and organs is rooted in these guiding principles. They are 
fundamental not only to our work, but also to the work of anyone carrying out activities in our regulated 
sectors. They are woven into our sector-specific Codes, which provide organisations with detailed and tailored 
guidance on how they should be applied.

The principles also act as a guide to anyone who works with human bodies, organs, and tissue whether or not 
they fall under the remit of the Act.

Public Guides

to our Codes of Practice

While we were working 

towards the launch of 

the revised Codes and 

Standards, we were also 

producing a series of 

public guides to our new 

Codes of Practice.

These guides make our Codes 
of Practice more accessible to 
members of the public who 
may not be familiar with certain 
terminology or subject matter 
of the Codes and Standards, 
which are largely aimed at a 
professional audience.

They are designed to help the 
public understand the Codes, 
and what rights a person 
has when dealing with an 
establishment regulated by 

the HTA, such as a hospital or 
mortuary.

The guides have been reviewed 
by public and professional 
stakeholders and will be 
published on the HTA website 
to ensure we provide the most 
helpful format for the public.

We will be returning to these 
guides periodically to review 
them, to make sure they remain 
relevant and useful for the 
public.

Our guiding principles

“Thank 
you HTA, 

the lead up to the 
introduction of the 

revised Codes of Practice 
and Standards has been 
very well publicised and 

communicated.”

- About the new Codes
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To ensure there is public 

confidence in the use of 

human tissue and our 

regulatory activity, we 

set Standards that all our 

licensed establishments 

must meet. 

To make sure these establishments 
meet our Standards, we license 
and inspect the 847 sites on a 
recurring basis to monitor and 
check compliance across the 
sectors.

This year, we conducted 202 
site visit inspections in total. 
136 of these inspections were 
routine inspections of main sites, 
which means that we notify 
the establishment of our visit in 
advance. 34% of these routine 
inspections met all HTA-Standards. 

When a licensed establishment 
does not meet our Standards 
following an inspection, we 
work with them to develop 
an improvement plan (called a 
Corrective and Preventative Action 
Plan or CAPA Plan).  The CAPA 
Plan outlines the steps that need 
to be taken to resolve any areas 
of underperformance or shortfalls 
against our Standards.

We grade the level of the shortfalls 

as ‘Critical’, ‘Major’ or ‘Minor’. 
This year, 57% of our inspections 
found minor shortfalls, 9% major 
shortfalls and no critical shortfalls 
were found.  

The majority of our site visit 
inspections are announced and 
agreed with the establishment 
in advance. However, if we have 
concerns about an establishment 
or need to follow up on a reported 
incident, we also undertake 
unannounced (non-routine) site 
visit inspections.

Inspections offer us the chance 
to interact and hear from the 
people who are responsible for 
activities under our licences, as 
well as other staff who work in 
our licensed establishments. In 
2016/17, 100% of HTA-licensed 
establishments gave positive 
feedback on their post-inspection 
survey. These interactions are 
vital for us to remain a helpful 
and responsive regulator, and 
we want our inspections to be a 
positive experience for our licensed 
establishments. 

Establishments have a duty 
to report any serious issues or 
incidents that take place to us 
within a specified timeframe. 
This year, we received 160 
reports of incidents taking 
place in mortuaries. Following 
investigation, 112 of these cases 
were classified as reportable 
incidents. This equates to 0.03% 

How establishments 
meet our Standards

of the estimated 330,000 bodies 
admitted by hospital and local 
authority mortuaries in 2016.

We received 102 reports of 
incidents that took place in 
the human application sector. 
Following investigation, 69 of 
these cases were determined to 
be serious incidents, and of those, 
10 cases were serious reactions to 
patient treatment.

In the organ donation and 
transplantation sector, 63 events 
or reactions were reported out of 
the 2219 organs transplanted and 
retrieved in 2016/17.  

Serious incidents are rare but when 
they occur, they must be reported 
to us so we can make sure they are 
carefully investigated. The lessons 
learned from sharing insights from 
these cases can also help to lessen 
the possibility of future incidents 
taking place.

“The 
inspection 
team were 

communicative and 
helpful, advice provided 
where appropriate was 
useful and supportive.”

- inspection feedback

570 Designated Individuals

129 Independent Assessors

52 Accredited Assessors

74

54

52

10

10

2
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Post mortem

Public display

Organ 
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No shortfalls

Major
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46
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The HTA assesses and 

makes a decision on every 

case where one living 

person donates an organ 

or part organ to another 

living person in the UK.

We ensure appropriate consent 
is in place, that the exchange is 
free from coercion and that no 
reward is sought or offered. We 
also ensure that the risks have 
been explained to the donor and 
understood by them.

We train and accredit 
Independent Assessors (IA) to 
interview the donor and recipient 
in these cases, and write a report 
about the planned donation.

Our IAs are pivotal in making sure 
we receive the right information 
when making an assessment 
on a case. The IA’s reports are 
submitted to us for a decision 
before any living donation can go 
ahead.

There are a number of different 
types of living donation in the 
UK. For example, there are cases 
where:

• Someone wants to donate to 
someone that they know – 
this is called directed donation.

• Someone wants to donate to 
someone they do not know 
personally – this is called 
directed altruistic donation.

• Someone wants to donate to 
someone they do not know at 
all – this is called non-directed 
altruistic.

• A donor and recipient are 
incompatible, so they are 
matched with other donor 
and recipient pairs as part of 
a national sharing scheme – 
these are called paired and 
pooled, and altruistic donor 
chains.

Since 2006, more people year 
on year are volunteering to 
donate their organ or part-organ 
to someone they do not know 
(non-directed altruistic donation). 
There is a growing awareness 
of this type of donation, and in 
September 2016, NHS Blood and 
Transplant (NHSBT) announced 
the 500th non-directed altruistic 
organ donation.

We carefully assess all of these 
cases, and donation only goes 
ahead if it safe to do so and the 
conditions of the Act are met. This 
includes valid consent being given. 

In 2016/17, we assessed at total of 
1,112 living kidney donations. Of 
those:

• 895 cases were directed 
donation;

• 13 were directed-altruistic 
cases;

• 91 were non-directed altruistic 
cases; and

• 113 were paired or pooled 
cases.  

We also assessed 51 cases where 
someone donated a part of their 
liver (liver lobe). Of those, 46 
were directed donation cases, 
and 5 were non-directed altruistic 
cases.

We also assess all donations of 
bone marrow or peripheral blood 
stem cells (PBSC) from adults 
who lack capacity to consent and 

children who lack competence to 
consent.

Potential donors and the person(s) 
acting on the donor’s behalf are 
interviewed by an HTA-trained 
Accredited Assessor (AA) who 
submits a report to the HTA for a 
final decision. 

This year, we assessed and 
approved 69 cases of bone 
marrow and PBSC donation where 
the donor lacked the capacity or 
ability to consent.

Learning from 

Independent 

Assessors
This year, we ran an IA survey. 
The aim of the survey was 
to generate a comprehensive 
overview of the IA system.  We 
wanted to identify any areas of 
concern and any areas for further 
improvement.

The comments within the survey 
indicated a strong level of 
commitment by individuals to the 
IA role.

We are extremely grateful 

for the hard work our IAs 

and AAs put in to support 

the living donation 

programme in the UK, and 

we will continue our work 

in making sure that they 

are supported in these 

crucial roles.

Living Organ 
Donation

1112
kidney 

donations

895 directed

113 paired and pooled

91 non-directed altruistic

13 directed altruistic

51
liver donations

46 directed

5 non-directed altruistic

69
bone marrow/ 

PBSC donations

“I have always felt that 
we Independent Assessors 

have the privilege of seeing human 
nature at its most generous. In order to 

give a new lease of life to a loved one - a 
partner, child, sibling, cousin or lifelong 

friend - donors volunteer to undergo major 
surgery which they don’t actually need. They 

willingly accept discomfort and disruption 
to their lives in order that someone special 
to them may live longer and be free from 

disease.”

- From an Independent Assessor
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Fees review
The fees paid each year by the 
establishments that we licence, 
fund our regulatory activities. 
This year, we undertook a 
comprehensive review of our fees 
model. We wanted to assess how 
we charge licence fees, in order 
to keep licence fees as low as 
possible for establishments. 

The last review of our fees model 
took place in 2010, and since then 
there have been changes in the 
HTA’s licensing and inspections 
process, and some of the costs of 
regulation have increased. 

We ran a consultation to seek 
feedback on our proposed new 
fees structure from professionals 
working at our licensed-
establishments and the public. We 
wanted to better understand the 
impact that this new fees structure 
would have.

Business Impact 

Target
This year, we were required to 
report against the Government’s 
Business Impact Target (BIT) for 
the first time.

The purpose of this was to 
evaluate the impact of any 
new regulatory activity, or 
changes to activity, on licensed 
establishments.

The results showed how we 
support the organisations we 
regulate to comply and grow, 

Partnership to 

protect public 

health
In December, we signed a 
partnership agreement with 
the Medicines and Healthcare 
products Regulatory Agency 
(MHRA), to strengthen a 
collaboration that began in 2005. 
The agreement promotes further 

collaboration and strengthens the 
commitment to working together 
for the benefit of patients, staff, 
and stakeholders - and to enhance 
regulation.

The main areas of cooperation are 
joint advice offered through the 
‘One Stop Shop’ regulatory advice 
service for regenerative medicine 
(RASRM); joint inspections 
of tissue establishments and 
advanced therapy medicinal 
product (ATMP) manufacturing 

sites; and a joint position on 
the use of blood for ATMP 
manufacture.

Strengthened collaboration 
between the HTA and MHRA 
will contribute to a supportive 
approach to innovation in the 
development of new products and 
services. The agreement will also 
enable a reciprocal arrangement 
between the two organisations to 
better use and share knowledge 
and experience.

by delivering policies that better 
meets their needs.

The assessment enables us to 
focus on the reduction of burden 
to our licensed establishments, 
so we can help them to free up 
resources and boost productivity.

Following the consultation, 
responses were analysed and 
results presented to the HTA 
Stakeholder Group, Senior 
Management Team, and 
Authority. In December our 
revised fees model was approved 
and launched.

We aim to review our fees 
structure approximately every five 
to six years, and set fees annually 
based on the income required. 

Transparency and 
reducing burden
The HTA is committed to minimising costs to regulated establishments and 

unnecessary regulatory burden. 

As a regulator, we have a duty to be fair, proportionate, and to act transparently to protect and promote public 
health. As part of this duty, we strive to continually review and streamline our processes and practices to make 
sure we are not placing unnecessary burden on those we regulate.
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We regularly seek to collaborate 

with the establishments we 

license and regulate, and learn 

from their feedback, as well as 

from our fellow regulators. 

We encourage and promote public 
confidence in the use of human tissue by 
sharing advice, guidance and learning from 
these interactions.

This year, we sought feedback from 
establishments in the human application 
sector on our Human T-lymphotropic 
virus 1 (HTLV-1) testing policy. We did 
this in order to provide clarification and 
to ensure consistency in the way licensed 
establishments apply the mandatory testing 
requirements for HTLV-1 testing.

We bolstered our relationship with 
the Health Research Authority (HRA), 
which is underpinned by a long-standing 
Memorandum of Understanding. Earlier this 
year, one of the HTA’s Regulation Managers 
began an ongoing secondment with the 
HRA, working with them for one day each 
week to strengthen the links between us, 
supporting improved joint working for the 
benefit of researchers.

The HTA and HRA have also been working 
together on a number of jointly developed 
resources, which we hope to launch in the 
near future. As well as being members of 
the HRA Collaboration and Development 
Forum, both organisations meet regularly 
and work together on relevant enquiries 
and investigations to ensure consistency.

In the post mortem sector, we contributed 
to this year’s national training for coroners’ 
officers, explaining the legal requirements 
of the Act and how they impact on the 
work of coroners officers. In particular, the 
management of tissue samples retained at 
post mortem examination.

In October 2016, we wrote to all licensed 
establishments that store bodies asking for 
information on capacity and contingency 
arrangements and reported back to the 

Department of Health and NHS England, 
highlighting any regions or individual 
establishments that may experience 
difficulties over the winter.

We have supported 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 the human application sector, we issued 
draft guidance on the Coding and Import 
of tissues and cells for human application. 
As part of the Department of Health’s 
consultation on the draft Human Tissue 
(Quality and Safety for Human Application) 
(Amendment) Regulations 2017, we sought 
feedback from establishments to ensure the 
guidance met their needs.

We continue to seek feedback and share 
learning from our committees and advisory 
groups:

Histopathology 

Working Group
A group that considers issues facing post 
mortem sector establishments and develops 
policies in that area.

Transplant Advisory 

Group
A group that considers issues arising in 
living and deceased organ donation.

Stakeholder and Fees 

Working Group
A group that considers regulatory issues 
across all our sectors to inform the 
continued development of our regulation 
and review our fees on an annual basis

We also continue to undertake joint 
inspections and information sharing with 
other arm’s-length bodies. 

Listening and 
working 
with others
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It has been another busy 

and productive year for 

the HTA. 

At the beginning of the 2016 
business year, we launched our 
updated three-year Strategy. 
The Strategy sets out a medium-
term view of our approach to 
the regulation of human tissue 
and our priorities up to 2019. It 
is organised around three core 
themes of delivery, development 
and deployment. This approach 
helps us to balance our immediate 
operational goals with a desire 
to improve continuously our 
regulation - both for licensed 
establishments and for the public.  

At the beginning of April 2017, 
we published HTA Strategy: Year 
Two, which restates our strategic 
objectives, and our Business Plan 
2017/18, which describes what 
we will achieve over the next 12 
months.  

In preparing our business plan, 
we have taken into consideration 
the feedback from stakeholders, 
in particular the recommendations 
of the HTA’s Triennial Review, 
which was published in April 2017. 
Although the publication of the 
Review has been some time in 
coming, we were gratified that the 
team found clear evidence that we 
perform necessary functions to a 
high standard.

Despite this positive feedback, 
we know there is always room 
for improvement. Alongside 
the Review, we published an 
action plan for addressing its 
recommendations. As part of this, 
we have committed to: 

• working with the Department 
of Health to explore further 
opportunities for collaboration 
with other arm’s-length bodies

• improve public awareness 
and understanding of human 
tissue regulation

• measure our performance 
against relevant high-
performing organisations

We already place a high degree of 
importance on keeping pace with 
our fast-changing environment. 
This is a theme that will continue 
over the next year, where we 
will place particular emphasis on 
both widening and deepening our 
stakeholder relationships.

We will continue with a 
programme of work which aims 
to strengthen the relationships we 
have with Designated Individuals 
and other key people working 
at licensed establishments; 
supporting them to more easily 
understand and meet our 
regulatory requirements. We will 
continue to work on the delivery 
of a project to implement new EU 
Directives on Coding and Import. 
We will develop and deliver a 

project to assess risk in the human 
application sector (in addition 
to our standard risk assessment 
across all sectors), and to update 
our processes to reflect the 
project’s findings.

We will also complete our public 
evaluation work, which will allow 
us to better understand which 
aspects of our approach give 
the public confidence and how 
this can be strengthened. The 
information we gather through 
this evaluation will help to inform 
the way we engage with members 
of the public, and ensure that we 
are making the best use of our 
resources to make a difference to 
the people in whose interests we 
regulate.

We are looking forward to what 
will be challenging and rewarding 
year for the HTA. We have several 
exciting projects and initiatives 
underway in the next business 
year, which we hope will enable 
us to better engage with licensed 
establishments, engage with 
and involve the public more in 
our work, and enhance public 
confidence in the system.

Thank you

Allan Marriott-Smith
Chief Executive

 Your feedback The road 
ahead

It all went really well. The 
Inspectors were helpful, the 
advice useful and the whole 

process was educational.

- About the inspection process

The positive feedback 
will help motivate staff to 

continue their good practice 
and the advice offered was 

helpful.

- About the inspection process

Very pleasant, very 
informative feedback 

session capturing the most 
important of the points 

discussed either in group 
meetings or the one-to-one 

interviews.

- About inspectors

Great discussion at @
HTA_UK on radical new 

tech involving human tissue. 
Building public education & 

understanding is crucial.

- @AnnMcGauran on Twitter

How do HTA regulate? 
Regularly monitoring 

and inspection to ensure 
standards are met. Primary 
source of advice @HTA_UK 

Codes of Practice

- @AAPT on Twitter Being an 
Independent 

Assessor is one of 
the most rewarding and 
humbling roles in our 

healthcare system. I feel 
privileged to have been able 

to share in this work.

- From an Independent 
Assessor
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www.hta.gov.uk

enquiries@hta.gov.uk
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Contact 
us
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