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About this Code of Practice

Purpose

1.  This Research (Code) is one of a suite of Codes of Practice produced by the
Human Tissue Authority (HTA).

2. It provides practical guidance on activities within the HTA’s remit, under the
Human Tissue Act 2004, and outlines the licensing standards that HTA-licensed
establishments are expected to meet. Annex 1 provides an overview of the key
provisions of the relevant legislation and offences under the Human Tissue Act
2004.

3. Where matters fall outside our remit but are relevant to the activities covered by
this Code, we may provide contextual information and signpost readers to
relevant guidance and organisations. However, the HTA has no regulatory
powers in relation to these matters.

Where this Code applies

4. This Code applies in England, Wales and Northern Ireland, where activities are
regulated under the Human Tissue Act 2004.

5.  This Code does not apply in Scotland, where different legislation applies,
including the Human Tissue (Scotland) Act 2006 and the Human Tissue
(Authorisation) (Scotland) Act 2019. However, the DNA analysis provisions of
the Human Tissue Act 2004 apply across the whole UK, including Scotland.

Who should use this Code

6. This Code is primarily intended for those carrying out activities regulated by the
HTA within the research sector. It may also be useful to members of the public,
particularly potential donors and their relatives. We also have on our website
separate guidance for patients, donors, and families.
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How to use this Code of Practice

Guiding principles

7. This Code supports the safe and trusted use of human tissue in research,
guided by the HTA's four principles:

a) Consent

b) Dignity

c) Quality

d) Honesty and openness

8. These principles are derived from the Human Tissue Act 2004, explicitly or
implicitly, and form the foundation for all HTA-regulated activities. They
actively inform our overall approach to regulation, our Codes of Practice and
our licensing standards. Anyone involved in activities falling within the remit of
the HTA must give them due regard.

9. In the research sector, these principles translate into actions which mean that
potential donors are given the information they need to make informed
decisions requiring their consent. It is also vital that licensed establishments
manage human material in accordance with expressed wishes, removing,
storing, using and disposing of material properly and respectfully.

10. Our Code A: Guiding Principles and the Fundamental Principle of Consent
provides further details on the principles.

Following the guidance

11.  This Code gives practical guidance in relation to activities within the HTA’s
remit and, together with the standards set out in Annex 3, lays down the
standards expected in relation to those activities. Failure to follow a provision
of the Code will not of itself make a person liable to proceedings. However, the
HTA may consider whether the Code and applicable standards have been
followed when making licensing or regulatory decisions under the Human
Tissue Act 2004.
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12.  Throughout the Code:
‘Must’ applies to all legal requirements derived from primary and secondary
legislation, including the legal requirement to hold a licence, the conditions of
any licence and the requirements set out in any directions issued by the HTA.
It also applies to compliance with the HTA'’s licensing standards; and

‘Should’ is used when providing advice on how to meet these requirements.

13. This Code is intended to be read alongside other HTA Codes of Practice and
guidance, which are referenced throughout. Together, these resources provide
practical advice on how to comply with relevant legislation and HTA’s
regulatory requirements.

Stay updated
14.  If your work is regulated by HTA, we recommend that you:

e Sign up to the HTA email newsletter via our website.
e Regularly check the HTA website for alerts, updates, and new guidance.

15.  If you are unsure about any aspects of our guidance, please contact the HTA
for advice. Depending on the situation, you may also wish to consider seeking
independent legal advice.
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Research

16.  This section sets out the HTA's role in regulating research under the Human
Tissue Act 2004, including the scope of research covered, the activities we
regulate and the human material that falls within our remit.

The type of research covered under the Human Tissue Act
2004

17.  “Research in connection with disorders, or the functioning, of the human body”
is included as a scheduled purpose in Schedule 1 of the Human Tissue Act
2004. This describes the type of research that falls within the scope of the Act.

18. The research covered is typically carried out in laboratory settings. As the
Human Tissue Act 2004 does not define “research”, the HTA uses the
following definition when applying the Act:

A study which addresses clearly defined questions, aims and objectives in
order to discover and interpret new information or reach new understanding of
the structure, function and disorders of the human body. Research attempts to
derive new knowledge and includes studies that aim to generate hypotheses,
as well as studies that aim to test them or develop practical applications.

19.  This aligns with the UK Policy Framework for Health and Social Care
Research definition of research as "the attempt to derive generalisable or
transferable new knowledge to answer or refine relevant questions with
scientifically sound methods”.

20. Anexample of what is not considered research is the testing of samples to
support clinical decisions on the management of an individual patient. This
activity is undertaken to inform individual care rather than to generate
generalisable new knowledge.

Relevant material

21.  The human material regulated by the HTA under the Human Tissue Act 2004
is called ‘relevant material’.

22. Relevant material means material, other than gametes, which consists of or
includes human cells.

Consultation draft 5


https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.legislation.gov.uk/ukpga/2004/30/section/53

|
Code E - Research Consultation draft

23. Relevant material does not include:
e hair or nails from living people; and
e material created outside the human body (for example embryos or cell
lines).

24. A fundamental principle is that if a sample is known to contain even a single
cell from the human body, it should be considered relevant material.

25.  As part of the broader guidance on our website, we provide a list indicating
materials that are, and are not, considered relevant material under the Human
Tissue Act 2004.

Relevant material from living donors

26. Relevant material from living donors is material taken while the person was
alive. This definition continues to apply after their death.

27. Relevant material may be obtained from living donors specifically for research
purposes. Donors may be healthy individuals or may have particular health
conditions, traits or characteristics that are of interest to researchers.

28. Material removed from a living person for a purpose other than research may
later be considered useful for research; for example, material obtained for
diagnosis and held in a diagnostic archive (see page 30 for further information
on releasing diagnostic material for research) or material that has been
removed for other purposes, such as transplantation, and is surplus to clinical
requirements.

Example:

A patient undergoing a surgical procedure has also given their
consent to donate some of their tissue for research. At the time the
tissue is removed, the patient is alive, and the sample is considered
relevant material from a living donor.

Several months later, the patient dies. Their tissue sample is still
held in a HTA-licensed laboratory and continues to be used in
research studies.

Although the donor has died, their material remains relevant
material from a living donor.
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Relevant material from deceased donors

29. Relevant material from deceased donors is material removed after a person
has died, including material that has been obtained during post-mortem
examinations and material held in existing collections.

The role of HTA in regulating research under the Human
Tissue Act 2004

30. Where research involves relevant material, certain activities fall within the
HTA’s regulatory remit. The HTA regulates the storage of relevant material
and the removal of relevant material from deceased donors for research. The
HTA does not regulate research as a whole, the scientific conduct of individual
research projects, or the ethical approval of research.

31.  This means that the HTA licenses premises where relevant material is stored
for research and premises where relevant material is removed from deceased
donors for research. The HTA does not license the use of relevant material for
research, approve individual research projects or clinical trials, or have a role
in the ethical approval of research.

Example:

A researcher receives human brain tissue samples for research into
a neurological disease. The samples are placed in a —80°C freezer
within a laboratory on HTA-licensed premises and stored until
research can be carried out.

The researcher removes the samples from storage and sets up a
series of biochemical assays. These assays run continuously in an
incubator over seven days. This activity is no longer considered
storage as material is being used for research.
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Consent

32. Consent is the fundamental principle underpinning the lawful removal, storage
and use of relevant material under the Human Tissue Act 2004.

33.  This section explains the consent requirements that apply to research under
the Human Tissue Act 2004. It should be read alongside Code A, which
outlines the guiding principles and explains what constitutes valid and
appropriate consent.

Obtaining consent for research

34. The Human Tissue Act 2004 requires consent to be obtained for the following
circumstances:

e Storage and use of relevant material for research, whether the material is
obtained from living or deceased donors, subject to the exceptions set out
in this Code. Further information on these exceptions is provided from
page 12.

¢ Removal of relevant material from deceased donors for research purposes.

Consent for research involving living donors:

35. Consent to treatment, examination, and the removal of relevant material from
a living person for research purposes is governed by the common law. Where
a person lacks the capacity to consent in England and Wales the relevant
legislation is the Mental Capacity Act 2005. In Northern Ireland, it is the Mental
Capacity Act (Northern Ireland) 2016. These matters are not covered in this
Code.

36. In healthcare settings, organisations should have local policies in place for
seeking consent to treatment. Relevant material obtained from living patients
for diagnostic purposes can also be a valuable resource for research. Where it
is also intended that relevant material will be stored and used for research, it is
good practice to seek consent for research at the same time as seeking
consent to treatment, where appropriate. Further information on the consent
and licensing requirements relating to the release of diagnostic material for
research can be found from page 30.

37. Material may be removed from a living person and not used; for example, an
organ removed for transplantation may be surplus to clinical requirements and
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might otherwise be disposed of. Such material can be used for research where
consent is in place for that purpose, or where the material will not be
identifiable to the researcher and it will be used in research approved by a
recognised Research Ethics Committee (REC). Further information relating to
this consent exception can be found in paragraph 65.

Research involving human material may give rise to findings of
potential health relevance, including incidental findings.

Researchers should consider how such findings will be managed
and reflect this in participant information and consent materials.

The Medical Research Council and Wellcome Trust have
published a framework on the feedback of health-related findings

38. If a donor has made known any objection to their material being used for
purposes beyond their care (including research), this must be respected.

Consent for research involving deceased donors:

39. Relevant material from deceased donors must only be stored and used for
research where appropriate consent has been obtained.

Example:
A researcher wishes to store and use tumour samples obtained

during a post-mortem examination. The donor did not express
their wishes during life and had not appointed a nominated
representative, so the researcher seeks consent for removal,
storage and use from individuals in a qualifying relationship. The
donor’s spouse objects, while the donor’s sibling gives consent.
Conclusion: Appropriate consent has not been obtained. If
someone higher in the hierarchy of qualifying relationships
refuses consent, it is not possible to act on consent from
someone lower in the hierarchy. The spouse should be
encouraged to discuss the decision with other relatives.

40. Further information on appropriate consent, including who may give consent
on behalf of a deceased person (such as nominated representatives and
qualifying relationships) is provided in Code A: Guiding Principles and the
Fundamental Principle of Consent.
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41.  Specific guidance relating to post-mortem examinations is set out in Code of
Practice B.

Types of consent

42. Consent under the Human Tissue Act 2004 may be given for the storage and
use of human tissue for a particular research project or for future research that
is not known at the time consent is given.

43. Obtaining broad (or generic) consent offers the widest benefit for future
research but it should be supported by safeguards and assurances for donors.
If a person providing consent expresses objections to specific types of
research, these must be respected, and they should be provided with
information about how future research will be approved within the scope of the
consent they have given.

44. A donation may not proceed if a person places conditions on the consent
which cannot be met or guaranteed. Further guidance on conditions on
consent can be found in Code A: Guiding Principles and the Fundamental
Principle of Consent.

Information to support consent

45. To give consent, the person should understand what is proposed and be able
to make an informed decision. They should be informed of any important or
significant risks involved in obtaining the sample, how the donated material will
be stored and used, and any possible implications of its use.

46. The amount of detailed information depends on the type of research and the
circumstances of the donation. Those seeking consent should consider what a
reasonable person in the circumstances would want to know, including any
known or emerging areas of public concern. This may include providing
information on a range of matters such as organisations that may access
donated material and research findings, the involvement of commercial
partners, the impact of genetic testing, the possibility of use in animal models,
export of samples, handling of incidental findings of potential importance, and
disposal arrangements.
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47.  If relevant material will remain identifiable to researchers, people from whom
consent is being sought should understand what this means in practice, such
as the possibility of being contacted or being asked for access to medical
records. If relevant material will be stored in a research tissue bank that
charges fees to researchers, people should also be told that samples may be
shared on this basis.

48. People providing consent should also be advised of the potential value of
giving broad consent for future research, particularly where tissue will be
stored for future unknown research. This should include an explanation of the
types of research that may be involved, the wider implications of storage and
future use, the likely disposal arrangements, and the range of individuals and
organisations that may have access to the donated material.

49.  Further guidance on DNA analysis, exporting samples, using animals and
disposal is provided in the relevant sections of this Code.

50. Licensed establishments should clearly document the consent process
followed. This should include the information provided to the individual, as well
as any discussions that took place during the consent process.

51. Consent processes may not always be paper-based. Regardless of the format
used, the regulatory, ethical and legal principles relating to appropriate and
valid consent still need to be maintained.

52.  Where appropriate, information should be available in widely spoken
languages and in a range of accessible formats, in line with the Equality Act
2010.

Example:

A research team uses a digital consent system that allows donors
to review study information electronically. The platform offers
accessibility features such as adjustable text size and an audio
version of the information. Donors can submit questions directly
through the online system, by email, or via a dedicated phone line.
If preferred, donors can request a printed copy of the participant
information sheet. The team also provides hard-copy information
for individuals who do not have access to digital devices.
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Withdrawal of consent

53. People can withdraw consent at any time, whether it is broad or specific
consent. When consent is sought, people should be informed of their right to
withdraw consent, what will happen to their samples if they do so, and any
practical limitations associated with withdrawal. Consent may be withdrawn
after relevant material has been used, but any research activity already carried
out may not be reversible. Similarly, withdrawal may be limited where samples
from several donors have been pooled and cannot be separated.

54. If a person has given consent for their relevant material to be stored or used
for more than one scheduled purpose and later withdraws consent for a
specific purpose (such as research), the material does not necessarily need to
be removed or destroyed. However, it must no longer be stored or used for
that purpose, and systems should reflect the revised consent status for all
uses.

55.  Subject to data protection requirements, where consent for future research is
withdrawn, this does not require the removal of information or data already
generated in ongoing or completed research projects.

Exceptions to consent requirements

56. There are circumstances in which consent is not legally required. In these
circumstances, the activity is excepted from the requirement for consent.

57. Even where consent is not legally required, it is considered good practice to
obtain consent wherever possible.

58. These exceptions apply only to consent requirements. Licensing requirements

must be considered separately. Further information on when a licence is
required is provided from page 21, and in Annex 2.

Existing holdings
59.  An existing holding is any relevant material that was already being stored for

one of the purposes set out in the Human Tissue Act 2004 before it came into
force on 1 September 2006.
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60. Consent requirements in the Human Tissue Act 2004 do not apply
retrospectively. This means you do not need to obtain consent under the Act
to store or use relevant material that qualifies as an existing holding.

61. Although consent is not legally required for the storage or use of existing
holdings, ethical considerations still apply. Where practical, consent should be
sought from the participant, and any known views of the deceased person or
their relatives must be respected.

62. Consideration should also be given to whether ethical approval is required.
Further information related to ethical approval can be found from page 26.

Imported relevant material

63. The consent provisions of the Human Tissue Act 2004 do not apply to
imported relevant material. However, it is good practice for mechanisms to be
in place to provide assurance that tissue has been obtained with valid consent
in the source country. Further guidance on the import and export of relevant
material can be found from page 33.

The relevant material is from a person who died more than 100 years ago

64. Where more than 100 years have elapsed since a person's death, consent is
not legally required under the Human Tissue Act 2004 for the storage or use of
their relevant material for research.

Relevant material removed from living donors

65. Consent is not legally required for the storage or use of relevant material from
a living person for research where:

a) the researcher is not in possession of, and is not likely to come into
possession of, information identifying the person from whom the
relevant material came; and

b) either:

i. the research has ethical approval from a recognised REC; or

ii. where the project receives relevant material from a HTA-licensed
research tissue bank that holds generic ethical approval from a
recognised REC.

66. Researchers should follow the relevant Health Research Authority (HRA)
guidance when applying for REC approval. Where there is uncertainty about
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whether a current REC approval permits the use of a consent exemption,
researchers should seek assurances from the relevant research tissue bank,
the chief investigator, the study sponsor, or the HRA.

67. Further information on REC approval and generic ethical approval held by
research tissue banks is provided from page 26.

Example:

A researcher wishes to use paraffin-embedded blocks of tumour
tissue that were surgically removed from living patients and
subsequently retained in a pathology archive following diagnostic
use. The patients did not provide consent for their tissue to be
used in research.

Conclusion: Although consent for research was not obtained, the
tissue may be used for research under the consent exception for
relevant material from living donors where the requirements in
paragraph 65 are met.

To note:

68. Consent is normally required for the use of identifiable patient data in
research. Researchers who do not have consent to use identifiable patient
data should seek appropriate advice from the HRA.

69. There may, however, be occasions when a clinician involved in research may
also have access to information that would permit identification of a sample
used in research and the identity of the patient whose material is being used.
Providing the research material is not identifiable to the researcher (if it has
been coded by a laboratory accession number, for example) and the
researcher does not seek to link the sample to the patient, it will still be
regarded as non-identifiable and the research will be permissible without
consent if approved by a recognised REC.

70.  This consent exception applies only for the duration of the relevant REC
approval. If approval expires and no renewal is in place, the material must
either be disposed of or transferred to storage for a purpose that does not
require consent under the Human Tissue Act 2004.
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71.  For the purposes of this exception, recognised RECs include all RECs within
the UK Research Ethics Service across the four UK countries. Within the UK
Research Ethics Service, the term ‘favourable opinion’ is used to mean ethical
approval.

To note:

72.  Although the UK Research Ethics Service operates UK-wide, the HTA does
not license the storage of tissue for research in Scotland.

Important:

73. A university ethics committee is not considered to be a recognised REC for the
purposes of the consent exception. Therefore, consent is still likely to be
required for the use of relevant material in a research project approved by a
university ethics committee, even where the tissue is obtained from a living
individual and the researcher does not possess, and is unlikely to obtain,
information that could identify the participant.

74.  Further information on recognised RECs and information about ethical
approval can be found on the HRA's website. The HRA works closely with
colleagues in all countries in the UK to provide a UK-wide system for ethical
review for health research.
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Specific consent considerations

75.  This section provides guidance on consent in a number of specific
circumstances where additional considerations may apply.

Consent for DNA analysis

76. Consent is required for DNA analysis. It is an offence (see Annex 1) under
the Human Tissue Act 2004 to analyse the DNA in bodily material without
qualifying consent, unless the analysis is carried out for an ‘excepted

purpose’.

77. Therefore, an organisation holding bodily material, such as a blood or tissue
sample, that wishes to carry out DNA analysis for research must have
qualifying consent from the person concerned, unless the analysis is for an
‘excepted purpose’.

For information:

Bodily material is material which has come from a human body
and consists of or includes human cells. It is a broader definition
than 'relevant material', as it includes hair and nails from the
living as well as from the deceased and gametes (human sperm
and eggs).

To note: DNA itself (as opposed to the bodily material from
which it originates) is not considered to be relevant material
under the Human Tissue Act 2004. As a result, its storage is not
subject to licensing requirements. However, the analysis of DNA
is subject to separate consent requirements under the Act.

This also applies to RNA analysis where it is used to provide
information about DNA.

78. Although, as mentioned in the introduction this Code does not apply in
Scotland, the offence of analysing DNA without qualifying consent under the
Human Tissue Act 2004 applies across the United Kingdom, including
Scotland.
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79. If consent has already been obtained to use samples for research, and DNA
analysis is later planned, the original consent is allowed to be 'qualifying
consent', as long as it does not explicitly rule out DNA analysis.

Example:

A researcher wishes to analyse DNA from blood samples that
were originally collected for an immunological research project.
DNA analysis was not envisaged at the time of collection, and
generic consent for future research use was obtained without
specific reference to DNA analysis.

Conclusion: The researcher may use the samples for DNA
analysis, provided that the evidence of consent and records do
not explicitly rule out such analysis.

80. However, when samples are being collected for research that involves, or is
likely to involve DNA analysis, donors should be clearly informed that their
bodily material can be used for this purpose.

81.  The results of DNA analysis can be used for research without consent,
providing the bodily material from which the DNA is extracted is:
a) from a living person and:
b) the researcher is not in possession of, and is not likely to come into
possession of, information identifying the person from whom the relevant
material came; and

c) either:
i the research has ethical approval from a recognised REC; or
i. the relevant material is supplied by a HTA-licensed research
tissue bank that holds generic ethical approval from a recognised
REC.
82. Researchers should follow the relevant HRA guidance when applying for

REC approval. Where there is uncertainty about whether a current REC
approval permits the use of a consent exemption, the researcher should
seek assurances from the relevant research tissue bank, the chief
investigator, the study sponsor, or the HRA.
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Example:

A researcher is using the results of DNA analysis extracted from
tissue biopsies from living people as part of a research project
that has been approved by a recognised REC. The researcher
will not come into possession of any patient identifiable
information. No offence will be committed if consent is not
obtained.

83. Although no offence is committed in this situation, the HTA recommends
seeking consent wherever possible to recognise the donor’s right to self-
determination, including their right to make informed decisions.

84. Further information is available on the HTA website regarding the analysis
of DNA under the Human Tissue Act 2004.

DNA from acellular material

85. The DNA analysis offence in the Human Tissue Act 2004 applies only to
bodily material. It does not extend to acellular materials, such as serum,
from which DNA can also be extracted and analysed.

86. Although analysis of DNA extracted from acellular material is not subject to
the offence under the Human Tissue Act 2004, many of the same ethical
considerations arise.

87. Research involving DNA extracted from acellular material may raise ethical
issues similar to those arising in research involving human bodily material.
Researchers intending to undertake such research are therefore expected
to submit their proposals for ethical review by a recognised REC, in line with
the expectations of the HRA and UK Devolved Administrations.

88. Researchers intending to analyse DNA extracted from acellular material
should refer to the UK REC Policy Document for guidance on when REC
review may be required.
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Adults who lack capacity to consent

89. Due to the vulnerability of participants, specialised RECs must approve
research involving adults who lack mental capacity to consent. Researchers
may also need to consider how they would deal with future loss of mental
capacity. Guidance on the safeguards that apply is available on the HRA
website.

Research involving stillborn babies or infants who have died in the
neonatal period

90. Discussions about the removal, storage or use of tissue following a stillbirth
or neonatal death should be approached with compassion, sensitivity and
respect for the parents’ loss. Consent should be sought in accordance with
the legal provisions governing the use of tissue from a deceased person,
ensuring that families are given clear information, appropriate support and
sufficient time to make informed decisions.

Staff and students as donors

91. Research establishments may seek consent to obtain relevant material from
their own staff or students. A reliance on this mechanism of donation poses
potential risks to staff or students who are also donors; for example, there is
a risk of people feeling pressured or coerced to donate.

92. Establishments wishing to obtain samples from staff or students should put
systems in place to ensure:

e A confidential coding system, so donors cannot readily be identified by
colleagues.

e Donors can withdraw consent at any time without negative effects on
their employment or enrolment.

e Donors with desirable biological characteristics are not unfairly targeted.

¢ Donation thresholds are established and quantities monitored to avoid
excessive donations.

e For repeated donations, consent is sought afresh or reconfirmed, taking
into account any changes to the donor's circumstances (such as
lifestyle or medical history) that may affect their eligibility or pose risks
to research staff.
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Example:

Students on a sports science course are being asked to give a
blood sample in order to take part in research into the link
between stress and exercise. For the consent to be valid, the
students must be given sufficient information so they can give
their consent voluntarily, having made an informed choice about
whether they want to participate in the research or not.

93. Licensed establishments may wish to seek separate employment law or
other legal advice on involving staff and / or students as donors.

Related legislation

94. In addition to the consent provisions of the Human Tissue Act 2004, those
involved in research will need to adhere to other legal requirements such as
the data protection law which is set out in the UK General Data Protection
Regulation (GDPR) and the Data Protection Act 2018. All research using
personal data (information that identifies living individuals) must follow these
rules, including research using confidential data which is also protected by
the common law duty of confidentiality.
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Licensing requirements

Overview

95. The HTA licenses the storage of relevant material for research, and its
removal from a deceased person.

96. The HTA does not license the use of tissue for research and does not
approve individual research projects.

97. This section provides more detail on the licensing requirements that apply to
storage and removal activities.

Licensing: removal of relevant material from deceased
donors

98. The Human Tissue Act 2004 requires that the removal of material from
deceased donors for research within the scope of the Act must take place
under the authority of a HTA removal licence. This means the premises must
be licensed and a Designated Individual (DI) will be responsible for the
removal activity.

99. Our guidance on licence variations for the removal of relevant material from
deceased donors for research explains when a variation to an existing
licence is required and what information to submit to the HTA. This includes
situations where removal will take place on premises not previously
authorised for this activity. Establishments may also find it helpful to refer to
our Code B: Post-Mortem Examination for guidance on the licensed activity
of removal from deceased donors.

Licensing: storage
100.  Under the Human Tissue Act 2004, a licence is required to store relevant

material for research in connection with disorders, or the functioning, of the
human body unless a specific exception applies.
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101. The Human Tissue Act 2004 does not define the term ‘storage’ and does not
give any minimum or maximum term for storage of human tissue for
research.

102.  As there is no set time period for storage, researchers should consider the
purpose for which material is being held and the context in which it is kept.
The following examples illustrate when storage for research is licensable,
when a licensing exception applies, and when no storage for research is
taking place.

Example: when a licence is required

Blood samples from healthy volunteers are collected from two
groups of participants as part of a research study over a two-day
period. After each collection, the samples are stored in a
refrigerator and then analysed for research, as a batch, once all
have been collected. All samples are used and disposed of within
seven days of the first collection. The project involves ‘healthy
volunteers’ and has not been approved by a recognised REC.
Conclusion: Although the storage period is for only two to three
days, relevant material (whole blood) is being stored solely for the
purpose of research within the scope of the Act; a HTA storage
licence is therefore required. Note that even if the research
destroys the cells, this does not alter the fact that prior licensable
storage of relevant material for research would have taken place.

103. Imported tissue stored for research should be treated in the same way as
relevant material originating in England, Wales or Northern Ireland.
Accordingly, the same licensing requirements and exceptions under the
Human Tissue Act 2004 apply. Further information related to imported and
exported relevant material can be found from page 33.

When a licence is not required

104. Alicence to store relevant material for research within the scope of the
Human Tissue Act 2004 is not required in the following circumstances:

a. The relevant material is from a person who died prior to 1

September 2006 and at least one hundred years have elapsed
since their death.
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This exception from licensing is set out in the Human Tissue Act 2004.

b. Relevant material is being held ‘incidental to transportation’.

The Human Tissue Act 2004 sets out an exception where storage is
incidental to transportation. The HTA's position is that this exception
applies to relevant material held temporarily while in transit from one
place to another. We consider the timeframe for this to be hours or days
and no longer than a week. This interpretation is not intended to
designate a seven-day exception period. Rather, relevant material
should be held for as short a period as possible and the focus is on
hours or days, rather than one week.

Example:

Skin biopsies for use in research are collected across a number
of sites and batched before being sent to an establishment
licensed by HTA for storage for research.

Conclusion: The multiple sites collecting the biopsies do not
need to be licensed as the storage is pending transportation to
a licensed establishment.

c. Temporary holding of relevant material to obtain material that does
not contain cells (acellular material)

Where relevant material is held only temporarily for the purpose of
obtaining material that does not contain cells, a storage licence is not
required. This applies where the only holding of the relevant material is
temporary and necessary to complete the processing step and where
there is no intention to store or use the cellular material for research or
any other scheduled purpose.

Examples of such processing activities include the extraction of nucleic
acids or other subcellular components that do not contain intact human
cells.

The temporary holding must last no more than the time reasonably

required to complete the processing, typically a matter of hours or days
and no longer than one week.

Consultation draft 23



Code E - Research Consultation draft

Material obtained through processing that does not contain cells is not
relevant material for the purposes of the Act. Where relevant material

remains following processing, those responsible for its storage, use or
disposal should consider the relevant requirements of the Act and the

guidance set out in this Code.

Example:

A whole blood sample is taken and made acellular
immediately, and only serum is retained for research.
Conclusion: No storage of relevant material for research
would be taking place

Example:

A researcher wants to undertake a study looking into
immunological responses to breast cancer. To do this, clotted
blood samples will be spun down to collect the serum. As the
blood will be spun down within a matter of days and any
residual cells disposed of to leave serum that is not relevant
material, the blood does not need to be stored under a HTA
licence.

Example:

An experiment is conducted over a six-day period. Whole
blood samples are provided by volunteers throughout the
sample collection period. All the samples are made
acellular by day seven, with only serum being stored for
research.

Conclusion: In summary, there is no intention to use or
store human cellular material for research. The only
holding of cellular material is temporary (a few days) and
for the purpose of obtaining research material which does
not contain cells. The serum is the material which will be
stored for research, and this does not require a HTA
licence.
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d. Relevant material is stored for a research project approved by a
recognised REC, or where such approval is pending
Further information on REC approval and generic ethical approval
held by HTA-licensed research tissue banks can be found from page
26.

Example:

A study has current approval from a recognised REC where
blood samples are taken during a clinical trial.

Conclusion: No HTA licence is required to store samples for
which REC approval has been obtained and is active.

Activities that do not constitute licensable storage

105. As set out in paragraph 102, organisations should consider the context and
their intention for holding relevant material. The examples below highlight
circumstances where relevant material is obtained, used and disposed of as
part of a single continuous research process so that no separate licensable
storage is taking place.

Example:

A whole blood sample is obtained and this is then immediately
sampled for blood lactate levels in the plasma. The sample is
disposed of about five minutes following the sample being
taken.

Conclusion: The relevant material is obtained, used and
disposed of as part of a single continuous research process.
No storage of relevant material for research would be taking
place.

Example:

A whole blood sample is taken and this is then immediately
processed for various tests that day, some of which includes
testing directly on the cells themselves. All samples are

disposed of when the tests are complete, later that day.
Conclusion: The relevant material is obtained, used and

disposed of as part of a single continuous research process. No
storage of relevant material for research would be taking place.
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Ethical approval and its interaction with HTA
licensing

106. The Human Tissue Act 2004 (Ethical Approval, Exceptions from Licensing
and Supply of Information about Transplants) Regulations 2006 allow
relevant material held for research with active approval from a recognised
REC, or where approval is pending, to be stored on premises without a HTA
licence. An application for ethical approval is pending from the point it is
submitted until the committee's decision has been communicated to the
applicant.

107. The HTA advises researchers to consider the need for ethical approval
before embarking on research involving relevant material. A HTA licence
should not be viewed as an alternative to ethical approval.

108.  Although there is a relationship between ethical approval from a recognised
REC and the licensing requirements for the storage of relevant material for
research under the Human Tissue Act 2004, the need for ethical review
should be considered separately from, and alongside, the legal requirement
to hold a HTA licence.

109. Decisions about whether ethical review is required are governed by
institutional arrangements (for example, local policies), wider arrangements
(for example, the UK Research Ethics Committee (REC) Policy Document),
and legal requirements, including the Mental Capacity Act 2005 and, in
Northern Ireland, the Mental Capacity Act (Northern Ireland) 2016. These
decisions should also take account of any ethical issues raised by the
proposed research.

110.  The licensing exception remains valid only for the duration of the approval
from a recognised REC. Once the approval has expired and no renewal is
pending, relevant material must be stored on HTA-licensed premises if it is
intended for a scheduled purpose.

111.  Where it is to be used for further research that does not have recognised
REC approval, the research must be in accordance with the initial consent
obtained or, if appropriate, further consent should be obtained. The need for
further ethical review would also need to be considered in accordance with
the relevant institutional, policy and legal requirements described above.
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Example:

A clinical trial collects and stores blood samples, which are
subsequently retained for use in a research project. The storage
of the samples for both the clinical trial and the research project
is covered by recognised REC approval. No HTA licence is
required while the samples are stored under that approval.

When the research project ends and the REC approval ceases to
apply, the samples are retained (with appropriate consent) for
future research. As the samples are no longer being stored under
recognised REC approval, the licensing exception no longer
applies. If the samples continue to be stored for a scheduled
purpose, they must be stored on HTA-licensed premises.

Research tissue banks: ethical approval and HTA licensing

112. The HTA supports a scheme offered by the UK Research Ethics Service
whereby RECs can give generic ethical approval for a research tissue bank's
arrangements for collection, storage and release of relevant material,
providing the material in the bank is stored on HTA-licensed premises.

113.  With generic ethical approval, the research tissue bank would still need to be
licensed because at least some of the tissue being stored is not for specific
projects holding REC approval. Research tissue banks operating under
generic ethical approval must also comply with the standard conditions
attached to a favourable REC opinion.

114.  Subject to these conditions, when a bank has generic ethical approval and
releases non-identifiable relevant material to a researcher, that researcher
does not need to:

. obtain project-specific REC approval; or
. store the relevant material on HTA-licensed premises during their
project.
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Example:

A dental teaching hospital establishes a research tissue
bank of human teeth to support future research into tooth
erosion, hypersensitivity and the control of dental plaque.
The teeth are donated with consent following routine dental
extraction. The hospital obtains a HTA licence for storage
of the material and generic ethical approval from a
recognised REC for the research tissue bank, including
arrangements for collecting, storing and releasing material
for research.

An individual researcher receives non-identifiable teeth
from the bank for a project that falls within the scope of the
bank's generic ethical approval and the terms of donor
consent. The researcher does not need to obtain project-
specific REC approval or a HTA licence for storage of the
material during the project.

115.  Applications for a research tissue bank to obtain generic ethical approval
from a REC are voluntary. If the research tissue bank does not have generic
ethical approval, relevant material from the bank must be stored on HTA-
licensed premises for the duration of the research project unless a storage
licensing exception applies; for example, the researcher has obtained project
approval by a recognised REC.

116. Information about the requirements for obtaining generic ethical approval and
the governance of releasing relevant material can be found on the HRA
website. When applying for REC review, the HRA advises applicants to
request review by a REC that is ‘flagged’ to review research tissue banks.

117. RECs are also a source of ethical advice to the bank on its arrangements for
collecting, managing and releasing relevant material. In particular, the RECs
can advise on informed consent and procedures for providing feedback to
participants. Ethical approval for a research tissue bank offers additional
assurance to end-user researchers, donors and the public that its operations
meet ethical standards.
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118.  On completion of research using relevant material from a REC-approved
research tissue bank, the researcher must:

« transfer the relevant material back to the bank, or to an alternative HTA-
licensed establishment;

« apply for their own HTA licence (unless existing local licensing
arrangements can cover further storage);

« apply for project-specific approval from a REC; or

« dispose of the relevant material.

119.  Further information relating to REC-approved research tissue banks can be
found in the UK REC Policy Document.
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Releasing diagnostic material for research

120. The testing of samples to support clinical decisions on the management of an
individual patient does not fall within the scope of research under the Human
Tissue Act 2004.

121. However, material obtained from living patients for diagnostic purposes and
subsequently stored in a diagnostic archive can be a valuable resource for
research.

122. The following section sets out the licensing and consent requirements that
must be considered when diagnostic material is to be released for research.

Licensing requirements

123. Wholly diagnostic archives do not need to be stored on HTA-licensed
premises, as no licensable activity would be taking place.

124. The HTA's position is that when a diagnostic archive occasionally releases
tissue for research upon request, with consent or under a consent exception,
its status as a diagnostic archive remains clear. However, if there is an
expectation that tissue will be released for research on a regular basis, or
where developed governance or decision-making structures exist for applying
for tissue, the archive may cease to be a wholly diagnostic archive.

125. Where a diagnostic archive functions as a resource for researchers as it
invites applications for the release of samples, and/or in any way advertises
the archive as a research resource, it is functioning as a research tissue bank.
It must therefore be licensed by the HTA. This legal requirement stands, even
where tissue released from the archive will only be used in an ethically
approved research project.

126. Once material is released from a diagnostic archive for research, it must be
stored on HTA-licensed premises, unless it is for a project approved by a
recognised REC or where any of the exceptions described from page 22

apply.
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How to extend an existing licence or obtain a new licence

127. Where a diagnostic archive is located on premises already licensed by the
HTA for storage, and the DI is willing to take responsibility for its governance,
the licence may be extended to allow the archive to operate as a research
tissue bank.

128. If the existing premises storage licence is for a sector other than research, the
DI should contact the HTA for advice and provide assurance that the
requirements of the Research Code of Practice and licensing standards will be
met.

129. Where the archive is held on premises that are not licensed by the HTA for
storage, a new licence application must be submitted before it can operate as
a research tissue bank.

130. Further information about licensing can be found on our website.

Consent requirements

131. Diagnostic material can only be released for research under the Human
Tissue Act 2004 in the following circumstances:
a) the person has given consent for the use of their relevant material in
research (the preferred scenario); or
b) the diagnostic material is from a living person, the researcher is not in
possession of, and is not likely to come into possession of, information
identifying the person from whom the relevant material came; and
either:
i. the research has approval from a recognised REC; or
ii. where the research project receives relevant material from a HTA-
licensed research tissue bank that holds generic ethical approval
from a recognised REC.

Example:

A researcher wishes to use paraffin-embedded blocks of surgically
removed thyroid tissue stored in the archives of a pathology
department after its use for diagnosis. As consent for the use of
their tissue for research was not originally sought from the patient, it
can only be released from the diagnostic archive if it does not
identify the patient and is used in a project that has been approved
by a recognised REC.
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Example:

A researcher requires whole blood for a research project and is able
to access blood samples from a diagnostic archive in a hospital
biochemistry laboratory. Consent for the use of the samples for
research was not obtained. The researcher can use these samples
without the patients' consent, provided the samples are not
identifiable to the researcher and the project has been approved by
a recognised REC.

132. Researchers should follow the relevant HRA guidance when applying for
REC approval. Where there is uncertainty about whether a current REC
approval permits the use of a consent exemption, researchers should seek
assurances from the relevant research tissue bank, the chief investigator,
the study sponsor, or the HRA.

133.  Further information on REC approval and generic ethical approval held by
research tissue banks is provided from page 26.

Consultation draft 32



Code E - Research Consultation draft

The import and export of relevant material

134. The import and export of relevant material is not a licensable activity under the
Human Tissue Act 2004. However, the storage of imported relevant material
is licensable if it is for research within the scope of the Act, unless an
exception in the licensing section of this Code applies.

135. The HTA recommends that, wherever possible, the import and export of
relevant material is carried out under the governance of HTA licensing, with a
DI ensuring premises and practices are suitable.

Information:
For the purposes of the Human Tissue Act 2004

e ‘import’ means import into England, Wales or Northern
Ireland from a place outside England, Wales and Northern
Ireland; and

e ‘export’ means export from England, Wales or Northern
Ireland to a place outside England, Wales and Northern
Ireland.

Importing relevant material

Consent for imported relevant material

136. The consent provisions of the Human Tissue Act 2004 do not apply to
imported relevant material. However, it is good practice to ensure mechanisms
are in place in the source country for obtaining appropriate and valid consent.

137. Imported relevant material should be procured, used, handled, stored,
transported, and disposed of in accordance with the consent obtained.

138. Importers should assure themselves of the legitimacy of the source of the
relevant material and seek sufficient assurance from partners abroad that the
acquisition of any material intended for import is consistent with the legal and
ethical review requirements in England, Wales and Northern Ireland.

139. If the importer of the relevant material cannot ensure that ethical standards
have been put in place, any potential risks of accepting such material should
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be carefully considered and documented, along with any decisions that are
made.

Documentation requirements

140. Importers of relevant material should document why the import is necessary
and cannot be adequately met by comparable domestic sources. This
justification should include considerations such as availability, quality,
timeliness of supply, infection risk, quality of service, cost effectiveness, or
specific scientific or research needs.

141. Importers should have documented processes that clearly set out the
evidence required to demonstrate that appropriate informed consent has been
obtained, including arrangements to safeguard the confidentiality of
information relating to consent.

142. Where a separate organisation imports the relevant material, a documented
agreement should be in place demonstrating that records of consent are
maintained and available in an appropriate format.

143. All records and documentation for each consignment of imported human
bodies, body parts, or tissue should be retained by the importer for at least five
years after disposal or depletion of the last item included in the consignment.
The importer’s register should also be retained for at least five years after
disposal or depletion of the last item recorded in it.

Return or disposal of imported relevant material

144. Specific requests made when consent was obtained must be respected. This
may include, for example, the return of relevant material to the country of
origin.

145. If no requests were made when consent was obtained, disposal of imported
relevant material should meet the requirements of the Human Tissue Act 2004
and HTA'’s Codes of Practice, as though the relevant material had been
sourced from England, Wales and Northern Ireland.
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Exporting relevant material

146. Exported relevant material should be obtained, handled, stored, transported,
and disposed of in accordance with the consent provided. It should be treated
with respect, and managed safely throughout, in line with the HTA’s Codes of
Practice.

147. When consent is sought, donors should be provided with information about
their relevant material being exported for use abroad.

148. Exporters should assure themselves of the legitimacy of the recipient, for
example by carrying out appropriate due diligence checks.

149. Documented agreements should be in place to ensure that exported relevant
material is used in accordance with the consent given, handled appropriately,
meets the recipient country’s standards prior to export, and that records are
maintained for at least five years after disposal of the last item included in the
consignment.

Important:

150. The Human Tissue Act 2004 makes clear that relevant material must not be
exported and then re-imported simply to avoid the Act’s consent requirements.

Researchers intending to import or export relevant material should
ensure they comply with all applicable legal and regulatory
requirements and consult the appropriate authorities, such as HM
Revenue & Customs (HMRC), for guidance.
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Human application and storage of clinical trial
samples

151. Establishments across the UK storing human tissue, cells or substances of
human origin for human application, including those intended to be used in the
manufacture of medicinal products, are advised to contact the HTA directly for
advice about the licences needed to undertake such work.

152. A research licence issued by the HTA does not cover this type of storage
activity. Further information can be found in the human application section of
our website.

153. In England, Wales and Northern Ireland, the storage of relevant material
collected during a clinical trial for research purposes, within the scope of the
Human Tissue Act 2004, must take place on HTA-licensed premises, subject
to the exceptions set out in the licensing section of this Code from page 22.

154. Following the conclusion of a clinical trial, researchers may wish to store
relevant material collected during the trial for future research. Where the
storage and use of that material falls within the scope of the Human Tissue Act
2004, researchers must comply with the relevant consent and licensing
requirements set out in this Code.
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Research involving xenotransplantation

155.

156.

Human tissues and cells are widely used in ‘research in connection with
disorders, or the functioning, of the human body’ involving animal models.
Xenografts are cells, tissues or organs that are transplanted from one species
to another.

Human cellular material to be used in xenotransplantation will normally be
classified as relevant material.

Consent requirements

157.

158.

When consent is obtained for tissue and/or cells to be used in research and it is
known at the time of obtaining consent that this would involve the transfer of the
relevant material to animal models, this should be explained to the individual
and consent should be obtained for this.

This is based on the requirement that for consent to be valid, the individual
should understand the nature and purpose of what is proposed and they should
be told how the tissue will be used. The transfer of tissue and/or cells to an
animal model is a significant step that the individual should be informed of and
consent to.

Licensing requirements

159.

160.

161.

The use of human tissues and cells in animals is not considered a method of
storing human tissue or cells and therefore does not require a storage licence.

However, researchers must comply with the requirement to hold a storage
licence where relevant material is stored prior to transplantation to a recipient
species, unless a statutory exception applies.

The Human Tissue Act 2004 excludes tissues or cells from the definition of
relevant material if they are ‘created outside the human body’. If material no
longer contains human cells that have come from a donor, then it is no longer
relevant material.
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Disposal of relevant material

162. Processes should be in place to inform donors how relevant material will be
disposed of after use. This information should be provided as part of the
consent process (guidance on Information to support consent is provided from
page 10).

163. Relevant material should be disposed of in accordance with the consent
obtained. Disposal should be managed sensitively, with the method
appropriate for the type of relevant material. For relevant material from a
deceased donor, disposal should align with their wishes or those of their
relatives.

164. The Human Tissue Act 2004 permits disposal of “surplus tissue” as waste. It is
good practice for relevant material to be bagged separately from other waste.
It is not necessary for each sample to be bagged and disposed of individually.

165. Establishments should regularly review their collections of relevant material to
assess ongoing value. Where relevant material is no longer needed and is
disposed of, the date, reason and the method used should be recorded.

166. There is separate guidance on the disposal of relevant material following
pregnancy loss or termination.
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HTA licensing standards

167. To obtain a HTA licence, an applicant must demonstrate that both they and
the relevant practices and premises are suitable. The HTA assesses suitability
by considering whether the applicant can meet HTA standards.

168. These standards give practical effect to the Human Tissue Act 2004 and
reflect the HTA's guiding principles. They are grouped into four areas:

Consent (C): Establishments must demonstrate that processes for seeking
and gaining consent comply with the Human Tissue Act 2004 and HTA Codes
of Practice. Standards cover documentation and information supporting
consent procedures and ensure staff involved in seeking consent are trained
and equipped for the task.

Governance and quality systems (GQ): Establishments must demonstrate
that they have a suitable governance framework underpinned by clear and
controlled documentation, effective audit, staff training and organised record-
keeping. In addition, they must have an effective system of risk management
and suitable systems to deal with adverse events.

Traceability (T): Establishments must demonstrate full traceability for the
human material for which they are responsible, from receipt to final disposal or
disposition. They are expected to take a proactive approach to assuring
traceability throughout the licence period. In addition, as the final traceability
step, they must have established disposal arrangements which are in
accordance with the HTA's Codes of Practice.

Premises, facilities and equipment (PFE): Establishments must
demonstrate that premises and facilities are appropriate for licensed activities
and are safe, secure, and clean. In addition, establishments must have
systems for on-going monitoring to ensure all key quality specifications are
maintained. Equipment should be appropriate and suitably maintained.

Roles and responsibilities

169. Licensed establishments must appoint a DI to supervise the activities
authorised under the licence.

170. A DI has a key role in helping to achieve the requirements set out in the
standards. They ensure that:
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a. People carrying out licensed activities are suitable for their role,
including being appropriately trained and competent.
b. Suitable practices are used in carrying out licensed activities.
C. Premises are appropriate for the licensed activities undertaken.
d. The establishment complies with the conditions of its licence.

171.  The HTA assesses compliance against the standards and works with
establishments through inspections to support compliance. During inspections,
the HTA assesses the suitability of the licence holder (LH), the DI, the
practices and the premises, and whether the establishment is complying with
the HTA licensing standards and the conditions of its licence.

Further information

172. The HTA licensing standards applicable to the research sector are included in
Annex 3 and published on the HTA website with guidance.

173. Our website also includes information to help DIs understand their role and
responsibilities, as well as sector-specific guidance.
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Annex 1: Relevant legislation and offences

1. The Human Tissue Authority (HTA) is the regulator for human organs, tissues and
cells. The HTA was established by the Human Tissue Act 2004 in 2005, following
the discovery of establishments removing and retaining human organs and tissue
without consent. The Human Tissue Act 2004 addressed this issue and brought
together other existing laws that related to human tissue and organs.

2. The Human Tissue Act 2004 applies to the removal, storage and use of human
organs and tissue for scheduled purposes in England, Wales and Northern
Ireland, with the exception of the provisions relating to the use of DNA, which also
apply to Scotland.

3. We have highlighted below some of the key provisions of the Act that are
relevant to this Code. This is intended as an accessible reference point and is not
an exhaustive summary of the Act.

Part 1: Removal, storage and use of human organs and other tissue for

scheduled purposes
Section 1: Consent requirements and statutory exceptions, including exceptions
relevant to research

Section 5: Offences relating to use of tissue without consent

Part 2: Regulation of activities involving human tissue
Section 14: Specifies the activities that fall within the Authority’s licensing remit
and identifies circumstances where those activities fall outside regulation under
the Human Tissue Act. Under Section 14(3) of the Human Tissue Act 2004,
activities that would otherwise fall within the Authority’s remit do not apply to
bodies or relevant material where:
a) the person died before the Act came into force on 1 September 2006; and
b) at least 100 years have passed since the date of the person’s death.
Section 16: Licensing requirements for storage and removal of tissue
Section 18: Duty of the Designated Individual
Section 25: Offences for undertaking licensable activities without authority

Part 3: Miscellaneous and general

Section 44: Permits certain material to be dealt with as waste, including relevant
material that ceases to be used, or stored for use, for a scheduled purpose. This
is relevant to the HTA’s position that a storage licence is not required where
relevant material is held only temporarily for processing to obtain acellular
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material and there is no intention to store or use the cellular material for research
or any other scheduled purpose.

Section 45: DNA analysis offences and exceptions

Section 53: Definition of "relevant material"

Schedules
Schedule 1: Scheduled purposes, including research.

Human Tissue Act 2004 (Ethical Approval, Exceptions from Licensing and Supply of
Information about Transplants) Regulations 2006: provides licensing exceptions
relating to REC-approved research and other matters relevant to the research sector.

Offences under the Human Tissue Act 2004

4. The Human Tissue Act 2004 sets out a number of offences, for which the
maximum penalty is three years imprisonment and/or a fine. This section
explains the offences relevant to research:

Section 5: Consent-related offences

5. Section 5 of the Human Tissue Act 2004 makes it an offence to remove relevant
material from a deceased person and to store or use bodies and relevant
material for a purpose set out in Schedule 1 of the Human Tissue Act 2004 (a
scheduled purpose) without appropriate consent. Where there is consent to use
material for one purpose, it may not be used for another purpose without
appropriate consent for that purpose.

6. Under Section 5 of the Human Tissue Act 2004 it is also an offence to falsely
represent that there is appropriate consent to do an activity, or that Section 1 of
the Human Tissue Act 2004 does not apply. A person does not commit an
offence if they reasonably believed that appropriate consent was in place, or that
the activity carried out was not one that required consent.

Section 16(1) and (2): Licensable research activities
7. Section 16(1) and (2) of the Human Tissue Act 2004 prohibit the following
activities in the research sector, except under the authority of a licence:

a) the removal (otherwise than in the course of the carrying-out of an anatomical
examination or the making of a post-mortem examination) of relevant material
from the body of a deceased person for use for scheduled purposes other
than transplantation; and
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b) the storage of the body of a deceased person, or relevant material which has
come from a human body, for use for scheduled purposes.

8. To undertake an activity listed in Section 16(2) without the authority of a licence
from the HTA is an offence under Section 25(1). A person does not commit an
offence if they reasonably believe the activity they are carrying out is not
licensable, or that they are acting under the authority of a licence.

Section 45 - Non-consensual analysis of DNA

9. The offence of non-consensual analysis of DNA and the exceptions to it are set
out in Section 45 of the Human Tissue Act 2004.
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Consent and licensing requirements for the storage of

relevant material for research

The following is a high-level summary of when consent and licensing are required for
storage of relevant material from living and deceased donors for research.

It is to be read alongside the relevant sections of this Code of Practice and Code A
which outlines the HTA's guiding principles and explains what constitutes valid and

appropriate consent.

’/e Storage of relevant material \\
| ‘\\ from living donors /" |

Q Is consent required?

v

Yes

Is a HTA Licence
required?

v

Yes

Unless (further details are provided from page 12):

a. Material was an existing holding before 1 September
2006, or
b.  Material was imported from outside England, Wales or
Northern Ireland, or
c. Researcher does not have, and is not likely to obtain,
identifying information about the donor, and either:
i)  The research has REC ethical approval, or
ii)  The material comes from an HTA-licensed
Research Tissue Bank with generic REC
approval.

Unless (further details are provided from page 22)

a. Material is held "incidental to transportation", or

b. The only holding of relevant material is temporary and for
the purpose of obtaining material which does not contain
cells, or

c. Research has REC ethical approval, or receives material
from an HTA-licensed Research Tissue Bank with generic
REC approval.

P

D

Storage of relevant material
| \ from deceased donors / |

Q Is consent required?

v

Yes

Is a HTA Licence
required?

v

Yes

Unless (further details are provided from page 12):

a. Existing holding before 1 September 2006, or
b. Imported from outside England, Wales or Northern
Ireland.

Unless (further details are provided from page 22):

a. Donor died before 1 September 2006 and at least 100
years have elapsed since death, or

b. Held "incidental to transportation", or

c. The only holding of relevant material is temporary and for
the purpose of obtaining material which does not contain
cells, or

d. Research has REC ethical approval, or receives material
from an HTA-licensed Research Tissue Bank with generic
REC approval.

0 To note: A licence is also required for the removal of relevant material from a deceased person for research

purposes. Further information is provided on page 21.
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Annex 3: Standards

Consultation note: The research licensing standards would ordinarily be included
within this annex. For the purposes of consultation, the proposed standards have
been published as a separate document so that stakeholders can more easily identify
the proposed changes and provide feedback on them. Subject to the outcome of the
consultation, the final version of the standards will be incorporated into this annex
before publication of the revised Code.
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Glossary

This glossary defines key terms as they are used in the HTA Research Code of
Practice.

These definitions are specific to their meaning within the Code and some may differ
from how the terms are used in other contexts.

A

Anatomical examination
Macroscopic examination by dissection for the purposes of teaching or studying, or
researching into, the gross structure of the human body.

Appropriate consent

Defined in the Human Tissue Act 2004 by reference to the person who may give
consent. This is broadly either the consent of the person concerned, their nominated
representative or (in the absence of either of these) that of a person in a qualifying
relationship to them immediately before they died. Appropriate consent is explained
in detail in Code A: Guiding principles and the fundamental principle of consent.

B

Bodily material

This is material which has come from a human body and consists of or includes
human cells. It is a broader definition than 'relevant material', as it includes hair and
nails from a living person as well as from the deceased and gametes (human sperm
and eggs). The provisions of the Human Tissue Act 2004 in relation to the analysis of
DNA apply to bodily material.

C

Cells

Individual human cells or a collection of human cells that are not bound by any form
of connective tissue.

Clinical trial

A type of clinical research that compares one treatment with another. It may involve
people with specific medical conditions or healthy volunteers, or both.
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Clinical waste

Waste should be classified and managed in accordance with the applicable waste
legislation and guidance in England, Wales and Northern Ireland, including the
Controlled Waste (England and Wales) Regulations 2012 and the Controlled Waste
and Duty of Care Regulations (Northern Ireland) 2013, as amended. Clinical waste
generally includes waste consisting wholly or partly of human or animal tissue, blood
or other body fluids, excretions, drugs or pharmaceutical products, swabs or
dressings, or syringes, needles or other sharp instruments which, unless rendered
safe, may prove hazardous to any person coming into contact with it.

(This type of waste must be segregated from day-to-day/general waste and disposed
of through approved clinical waste streams to prevent risk of harm.)

D

Designated Individual (DI)

The person named on a licence issued by the HTA, under whose supervision
licensed activities are carried out. The DI has a statutory responsibility under the
Human Tissue Act 2004 to ensure that those carrying out licensed activities, and
their practices, are suitable, and that the conditions of the licence are met.

Diagnostic archive
Samples used for diagnosis may be stored in an archive to benefit the person's
medical care. These samples can also be valuable resources for health research.

DNA

DNA stands for deoxyribonucleic acid. DNA is found in the nucleus of all cells, and
contains the genetic information for the development and working of living organisms
including human beings. The study of DNA is used in forensics, gene therapy,
relationship (including paternity) testing and bioinformatics.

Donation
The act of giving human tissue, cells, organs or part organs for a scheduled purpose,
either during life or after death.

Donor

Every person, whether living or deceased, who donates their body or provides
relevant material.
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E

Existing holding

Relevant material from a living or deceased donor that was already held for use for
scheduled purposes when the Human Tissue Act 2004 came into force on 1
September 2006.

Export
The movement of human tissue from England, Wales or Northern Ireland to a place
outside England, Wales and Northern Ireland.

Import
The movement of relevant material into England, Wales or Northern Ireland from a
place outside England, Wales and Northern Ireland.

L

Licensed premises
Where the licensed activity takes place.

Licensing
A number of activities can only be carried out when an establishment is licensed by
the HTA under the Human Tissue Act 2004. Licensed activities include:
e Anatomical examinations
e Post-mortem examinations
o Tissue removal from deceased persons
o Storage of relevant materials for scheduled purposes
« Storage of anatomical specimens
e Public display of human remains
Guidance is provided on ‘How licensing works under the Human Tissue Act'.

N

Nominated representative

A person appointed by a person to represent them after their death for the purposes
of activities under the Human Tissue Act for which consent is required. A nominated
representative may be entitled to consent to the removal, storage and use of the
body or tissue for any of the scheduled purposes, other than anatomical examination
or public display.

Consultation draft 48


https://www.hta.gov.uk/guidance-professionals/licences-inspections-and-fees/licensing/what-hta-licence/how-licensing-works

|
Code E - Research Consultation draft

P

Paraffin-embedded blocks
Blocks of paraffin wax in which small pieces of tissue are fixed. The blocks can be
cut into thin slices for microscopic examination.

Parental responsibility

A person who has parental responsibility will usually, but not always, be the child’s
parent. The category of persons with parental responsibility is as set out in the
Children Act 1989.

Post-mortem examination
Dissection and examination of a body after death, principally in order to determine
the cause of death or the presence of disease processes.

Procurement
The processes by which tissues and cells are made available, including the physical
act of removing tissue and donor selection and evaluation.

Q

Qualifying relationship

The relationship to the deceased of a person/s who can give consent for the removal,
storage and use of tissue from the deceased person's body for scheduled purposes,
if the deceased person did not indicate their wishes in life or appoint a nominated
representative.

R

Recognised Research Ethics Committee (REC)

A REC recognised or established by, or on behalf of, the HRA under the Care Act
2014, or a group recognised by, or on behalf of, the Welsh Ministers or the
Department of Health in Northern Ireland to assess the ethics of research involving
individuals.

It also includes ethics committees recognised by the UK Ethics Committee Authority
(UKECA) to review clinical trials of investigational medicinal products under the
Medicines for Human Use (Clinical Trials) Reqgulations 2004 (SI1 2004/1031), as
amended by the Medicines for Human Use (Clinical Trials) (Amendment) Requlations
2025 (S1 2025/538).
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Relatives

Throughout the Codes, the term ‘relatives’ should be taken to include a spouse or
partner and, in cases where there are no relatives, close friends of the deceased
person. Decisions regarding consent should be made according to the hierarchy of
qualifying relationships as set out in the Human Tissue Act 2004.

Relevant material

The Human Tissue Act 2004 defines relevant material as ‘material, other than
gametes, which consists of or includes human cells’.

Relevant material does not include:
 hair or nails from living people
o material created outside the human body (for example embryos or cell lines)

We provide a list indicating materials that are, and are not, considered relevant
material under the Human Tissue Act 2004.

Research

The HTA uses the following definition for activities in HTA’s remit:

A study which addresses clearly defined questions, aims and objectives in order to
discover and interpret new information or reach new understanding of the structure,
function and disorders of the human body. Research attempts to derive new
knowledge and includes studies that aim to generate hypotheses, as well as studies
that aim to test them or develop practical applications.

This aligns with the UK Policy Framework for Health and Social Care Research
definition of research as "the attempt to derive generalisable or transferable new
knowledge to answer or refine relevant questions with scientifically sound methods."
Research tissue bank

A ‘research tissue bank’ (‘biobank’) is defined by HRA as:

“A collection of human tissue or other biological material, which is stored for potential
research use beyond the life of a project with ethical approval or for which ethical
approval is pending.”

RNA

RNA stands for ‘ribonucleic acid’. In human cells, RNA can be made from DNA (see
Glossary definition for ‘DNA’). The structure of the RNA can be used to predict the
structure of the DNA from which it is made. Analysing the RNA can therefore be a
way of analysing DNA.
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S

Scheduled purpose

A legally defined reason (listed in Schedule 1 of the Human Tissue Act 2004) for
which bodies or relevant material can be removed, stored, or used. These reasons
underpin the Act’s consent (Section 1) and licensing (Section 16) requirements.

Standard Operating Procedure (SOP)
A document that sets out the established process to be followed to complete a task.

Surplus tissue

Relevant material which has come from a body in the course of receiving treatment,
diagnostic testing or participating in research, or relevant material that has ceased to
be stored or used for a ‘scheduled purpose’.

T

Traceability

The ability to track human material from receipt to final disposal or disposition
through accurate records, ensuring compliance with HTA Codes of Practice and
maintaining data security and privacy.

Transplantation
An implant of an organ or part organ, tissue or cells either from and into the same
body or from one person to another.

\')

Valid consent

Consent given voluntarily by an appropriately informed person who has the capacity
to agree to the activity in question. Valid consent is explained in detail in Code A:
Guiding principles and the fundamental principle of consent.

X

Xenotransplantation
The transplantation of cells, tissues or organs from one species to another.
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