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Guidance on reporting under the Regulations

Guidance at a glance

The Regulations

The Human Tissue Act 2004 (Supply of Information about Transplants)
Regulations 2024. These Regulations cover England, Wales and Northern Ireland.

The Human Tissue (Supply of Information about Transplants) (Scotland)
Regulations 2025. These Regulations cover Scotland.

Relevant clinicians in England, Wales, Northern Ireland and Scotland who work
closely with patients that need, or have received, an organ transplant are required
to report the following:

a. if they have a reasonable suspicion that an organ donation and
transplantation-related offence may have been committed under Human
Tissue or Modern Slavery legislation. See Annex 1 for more information
and paragraph 11 for examples of ‘reasonable suspicion’,

b. if they are made aware that a patient has received an organ transplant
outside the UK (see paragraphs 15-18, for more information).

Information on the legal and regulatory background is provided in Annex 1.
Reporting to the Human Tissue Authority (HTA)

Clinicians must report a case to the HTA by emailing report@hta.gov.uk. See
paragraphs 20-23, for more information.

Informing patients

Patients should be made aware that clinicians are obliged to share information
with the HTA about any organ transplant that has taken place outside the UK. This
is regardless of whether potentially unlawful activity is suspected. See paragraphs
28-30, for more information.
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Purpose of this guidance

1. This guidance document aims to support clinicians who are required to report
information to the HTA under the Human Tissue Act 2004 (Supply of
Information about Transplants) Regulations 2024 and the Human Tissue
(Supply of Information about Transplants) (Scotland) Regulations 2025
(‘Regulations’).

2. In particular it includes who is required to report, what information should be
reported and how to submit a report. It also explains when and to whom the
HTA will share the reported information,.

3. This guidance should be read in conjunction with the relevant Regulations.

An overview of the Regulations

4. These Regulations place a statutory duty on relevant clinicians in England,
Wales, Northern Ireland and Scotland who work closely with patients that
need, or have received, an organ transplant. The duty requires clinicians to
report the following information to the HTA:

a. if they have a reasonable suspicion that an organ donation and
transplantation-related offence may have been committed (see
regulation 3)

b. if they are made aware that a patient has received an organ transplant
outside the UK (see regulation 4).

5. The HTA will consider information reported by clinicians under the
Regulations. In instances where it believes an offence may have been
committed, the HTA will refer the case to the police.
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Reporting requirements

Who is required to report information to the HTA?

6. Under Regulation 2, a statutory duty is placed on all ‘relevant clinicians’
(‘clinicians’) working in secondary and tertiary care settings in the NHS and
independent sector across England, Wales Northern Ireland and Scotland.
The term ‘relevant clinicians’ refers to any of the following whether in a
transplant centre or a non-transplant centre:

a. a specialist nurse involved in living donor care

b. a specialist nurse involved in recipient care

o

a transplant surgeon
d. a physician involved in living donor care, and
e. a physician involved in recipient care.

7. Clinicians who have a reasonable suspicion that an organ transplant-related
offence may have been committed or have been made aware that a patient
has received an organ transplant outside the UK are required to report this
information to the HTA. Failure to comply with the Regulations is an offence.
Penalties are set out in section 34 of the Human Tissue Act 2004 and section
19 of the Human Tissue (Scotland) Act 2006.

8. The reporting clinician should ensure other clinicians in the patient’s pathway
are aware that a report has been made under the Regulations to minimise the
potential for duplicate reporting.

9. Clinicians are not expected to report to the HTA if they have reason to believe
another clinician has already notified the HTA of the same suspected offence
or an organ transplant has taken place outside the UK. However, if new or
additional information comes to light about a particular case that has not
already been reported to the HTA, this should be passed to the HTA (ideally
by the original reporting clinician).
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What and when do clinicians need to report if they have a
reasonable suspicion that an organ transplant-related
offence may have been committed?

10.Under Regulation 3, clinicians must report to the HTA if they have a
‘reasonable suspicion’ that a person may have committed an organ
transplant-related offence. Annex 1 sets out the potential offences.

11.Clinicians do not have to be certain that an offence has been committed
before reporting to the HTA. Grounds for a ‘reasonable suspicion’ may include
(but are not limited to the examples below):

a. where the work up of a living donor (UK or overseas) is not progressed
for non-clinical reasons (for example, due to there being a suspicion
that a donor has, or will be, rewarded for their donation in some way)

b. if the donor has a changing or conflicting account about their reasons
for donating.

12.1f a clinician has a reasonable suspicion that an organ transplant-related
offence may have been committed, they must notify the HTA as soon as

‘reasonably practicable’ (i.e., within seven working days as a mark of best
practice).

13.When reporting a reasonable suspicion, the clinician must share what they
know about the information set out in Schedule 1 of the Regulations. This

information should be readily available to the clinician at the time of reporting
and include:

a. Information about the clinician submitting a report to the HTA:
i. the full name, contact details, position and place of work.
b. Information about the reasonable suspicion:

i. that areport is being made due to the clinician having a
reasonable suspicion that an offence may have been committed
(and note which offence, if known)

ii. adescription of the indicator(s) that led to the clinician having a
reasonable suspicion

iii.  adescription of the organ believed to have been transplanted.

c. Information about the individuals involved in the commission of the
suspected offence:
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i.  the full name, date of birth, home address (Scotland only) and
gender of the donor (or potential donor)

ii. the full name, date of birth and gender of the recipient (or
intended recipient)

ii. the full name, date of birth and gender of any other person(s)
believed to have been involved in the commission of the
suspected offence

iv.  the relationship between the donor and recipient (or the potential
donor and intended recipient), if one exists.

14.The HTA may request additional information to assist them in processing or
escalating reports, such as the HTA licence number, if a clinician is reporting
from a HTA-licensed establishment.

What and when do clinicians need to report if they are
made aware that a patient has received an organ transplant
outside the UK?

15. Habitual residents of England, Wales Northern Ireland and Scotland can and
do have legitimate and lawful organ transplants outside the UK, within
approved legal and ethical frameworks. This also applies to UK nationals who
are not habitually resident in England, Wales, Northern Ireland and Scotland.

16.Under Regulation 4, clinicians must notify the HTA as soon as ‘reasonably
practicable’ (i.e., within seven working days as a mark of best practice) if they
are made aware that a patient has received an organ transplant outside the
UK. This is regardless of whether clinicians consider it to have been a
legitimate and lawful transplant.

17.When reporting an organ transplant that has taken place outside the UK, the
clinician must share what they know about the information set out in Schedule
2 of the Regulations. This information includes:

a. Information about the clinician submitting a report to the HTA:
i. the full name, contact details, position and place of work.
b. Information about the recipient:

i. the full name, date of birth, home address (Scotland only) age
(at time of organ transplantation), gender and country / countries
of legal citizenship or residency
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whether the recipient was treated at the cI|n|C|an s centre before
travelling outside the UK for an organ transplant

the status of the recipient on the UK organ transplant list when
they travelled outside the UK for an organ transplant

whether the recipient was referred for an organ transplant
outside the UK (and if so, the reason(s) for this).

c. Information about the donor:

the full name, date of birth, age (at time of organ donation),
gender and country / countries of legal citizenship or residency

whether the donor was living or deceased at the time of the
organ donation.

d. Information about the transplant:

Vi.

the relationship between the donor and recipient, if one exists

description of the organ that is believed to have been
transplanted

the date that the organ transplant took place

the country, city and centre where the organ transplant took
place

In England, Wales and Northern Ireland - whether the relevant
clinician’s centre has contact details for the clinician who
performed the organ transplant or the centre where the organ
transplant took place.

In Scotland - contact details for the clinician who performed the
organ transplantation or the centre where the organ
transplantation took place.

18.The HTA may request additional information to assist them in processing or
escalating reports, such as the HTA licence number, if a clinician is reporting
from a HTA licensed establishment.
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Are there any exemptions under the Regulations?

19. Reporting requirements under the Regulations do not apply in the following
scenarios:

a. if a clinician has reason to believe that another relevant clinician has
previously supplied information to the HTA about the same suspected
offence or organ transplant outside the UK, or

b. if a clinician learns about a suspected offence potentially having been
committed or organ transplant that has taken place outside the UK,
outside the course of their profession (e.g., by reading about it in the
news).

Submitting information to the HTA

How should clinicians submit reports to the HTA?

20. Clinicians must report a reasonable suspicion that a person may have
committed an offence or had an organ transplant outside the UK to the HTA
as soon as reasonably practicable. In line with best practice, the HTA should
receive reports within seven working days.

21.Clinicians must notify the HTA that they need to report a case by emailing
report@hta.qov.uk. Once this has been received, the HTA will confirm receipt,
assign a case number and ask the clinician to complete a form that enables
them to provide the information required under the Regulations. Clinicians
should complete and return the form as instructed within three working days.

22.Reporting information under the Regulations does not breach any obligation
of confidence that a clinician may owe. Should a clinician choose not to
report, they risk failing to comply with the Regulations.

23. As best practice, clinicians should also notify the information governance
team at their organisation that patient information has been shared with the
HTA under the Regulations. In instances where there are immediate
safeguarding concerns (such as cases involving potential human trafficking
and child exploitation), clinicians must report to their respective safeguarding
team in line with their organisation’s safeguarding policies. Clinicians should
call the police where there is immediate risk of harm or threat to life.
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What should be expected of the HTA once a report has
been submitted?

24.The HTA will consider all reports made by a clinician under the Regulations.
The information within a report will be processed as per our Privacy notice
and will be shared with the police for further investigation in instances where
the HTA believes an offence may have been committed. . Should the HTA
require additional information to assist its decision-making, its Living Organ
Donation team will contact the reporting clinician directly.

25.1f a police referral is made, the HTA will notify the reporting clinician via email
of this decision, as well as which police force it has been referred. Once
referred, the police will take responsibility for any subsequent investigation.
This includes contacting the reporting clinician for additional information or
evidence as appropriate, and ensuring the reporting clinician is kept updated
on the progress of the investigation.

26.If no police referral is made, the HTA will notify the reporting clinician via email
of this decision.

27.The HTA is not responsible for determining whether a criminal offence has
taken place or any ongoing communication between the police and the
reporting clinician regarding an investigation.

Informing patients and ongoing care

What should clinicians tell their patients?

28. Clinicians should inform patients that they are obliged to share information —
including personal data — with the HTA if they travel outside the UK for an
organ transplant. If patients express an interest or intent to travel outside the
UK for an organ transplant, clinicians may choose to use the opportunity to
help patients make an informed decision by outlining in general terms:

a. the potential for patients to open themselves up to prosecution and be
reported to the HTA for potential police referral where an offence may
have been committed

b. the potential health risks associated with the organ transplant, and

c. the consequences of engaging in any unlawful activity relating to the
transplant.
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29.1n instances where an organ transplant has taken place outside of the UK, the
clinician should advise the patient that they are required under the
Regulations to notify the HTA.

30.When reporting a reasonable suspicion, clinicians must not alert the person
(be they donor or recipient) that a report has been submitted to the HTA as it
may interfere with the detection and prevention of a crime.
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Annex 1

The legal and regulatory background

1. The Human Tissue Act 2004 and the Human Tissue (Scotland) Act 2006
provide the legal framework for living organ donation in England, Wales,
Northern Ireland and Scotland.

2. For the purposes of living donation, HTA approval is required for the removal
of an organ, or part of an organ where the intention is that it will be
transplanted into another person. Before the HTA can approve a living
donation, it must be satisfied that no reward has been, or is to be, given.

For England, Wales and Northern Ireland

3. The Human Tissues Act 2004 sets out the following offences in relation to
living organ donation:

a. Section 32" makes it an offence to engage in commercial dealings in
human material for transplantation. This includes paying for an organ
transplant, supplying an organ for payment, or offering or arranging
either of these acts. A full list of offences can be found at section 32.

b. Section 32A? extends the offences set out in section 32 to acts carried
out outside the UK, when the person committing them is a habitual
resident of England and Wales or is a UK national not habitually
resident in Northern Ireland. The HTA must also be notified of residents
of Northern Ireland who have received an organ transplant outside the
UK.

c. Section 332 makes it an offence to conduct a transplant involving a
living donor unless the requirements set out in the HT Act (Persons
who Lack Capacity to Consent and Transplants) Regulations 2006 are
met. This includes that the HTA is satisfied that no reward has been or
is to be given (and that all other relevant conditions have been met).

d. Sections 2 and 3(4) of the Modern Slavery Act 2015° and the Human
Trafficking and Exploitation (Criminal Justice and Support for Victims)
Act (Northern Ireland) 2015 also make it an offence to arrange or

"Human Tissue Act 2004: Section 32

2 Human Tissue Act 2004: Section 32A

3 Human Tissue Act 2004: Section 33

4The Human Tissue Act 2004 (Persons who Lack Capacity to Consent and Transplants) Regulations 2006
5 Modern Slavery Act 2015

8 Human Trafficking and Exploitation (Criminal Justice and Support for Victims) Act (Northern Ireland)
2015

10


https://www.legislation.gov.uk/ukpga/2004/30/section/32
https://www.legislation.gov.uk/ukpga/2004/30/section/32A
https://www.legislation.gov.uk/ukpga/2004/30/section/33
https://www.legislation.gov.uk/uksi/2006/1659/contents/made
https://www.legislation.gov.uk/ukpga/2015/30/section/2
https://www.legislation.gov.uk/nia/2015/2/section/3
https://www.legislation.gov.uk/nia/2015/2/section/3
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facilitate the travel of an organ donor who is epr0|ted in any part of the
world.

For Scotland

4. The Human Tissue (Scotland) Act 20067 sets out the following offences in
relation to living organ donation:

a. Section 17 (restrictions on transplants involving live donor) of the
Human Tissue (Scotland) Act 20068 makes it an offence to conduct a
transplant involving a living donor unless the requirements set out in
the Human Organ and Tissue Live Transplants (Scotland) Regulations
2006° are met. This includes that the Scottish Ministers are satisfied
that no reward has been or is to be given (and that all other relevant
conditions have been met).

b. Section 20 (prohibition on commercial dealings in parts of a human
body for transplantation etc.) of the Human Tissue (Scotland) Act
2006'° makes it an offence to engage in commercial dealings in human
material for transplantation. This includes paying for an organ
transplant, supplying an organ for payment, or offering or arranging
either of these acts. A full list of offences can be found at section 20.

c. Section 20A (offences under section 20 committed outside UK) of the
Human Tissue (Scotland) Act 2006"! extends the offences set out in
section 20 to acts carried out outside the UK, when the person
committing them is a habitual resident of Scotland or is a UK national
not habitually resident in Northern Ireland.

d. Section 1 (offence of human trafficking) of the Human Trafficking and
Exploitation (Scotland) Act 2015, where section 3(6) (exploitation for
purposes of offence of human trafficking) of that Act'? applies in
relation to the person, makes it an offence to encourage, require or
expect a person to do anything which involves the commission by any
person of an offence under Part 1 of the Human Tissue (Scotland) Act
2006, which deals principally with removal of organs for
transplantation.

7 Human Tissue (Scotland) Act 2006

8 Human Tissue (Scotland) Act 2006; Section 17

9The Human Organ and Tissue Live Transplants (Scotland) Regulations 2006
1 Human Tissue (Scotland) Act 2006: Section 20

" Human Tissue (Scotland) Act 2006: Section 20A

2 Human Trafficking and Exploitation (Scotland) Act 2015
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https://www.legislation.gov.uk/asp/2006/4/contents
https://www.legislation.gov.uk/asp/2006/4/section/17
https://www.legislation.gov.uk/ssi/2006/390/contents/made?text%253D%2522section%252017%2520of%2520the%2520human%2520tissue%2522
https://www.legislation.gov.uk/asp/2006/4/section/20
https://www.legislation.gov.uk/asp/2006/4/section/20A
https://www.legislation.gov.uk/asp/2015/12/section/3
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