Consultation on the HTA's Code of Practice and
Standards for the Research sector (Code E)

About this document

This document provides a copy of the consultation questions for the HTA's
consultation on proposed changes to the Research sector Code of Practice and
Licensing Standards.

It is provided to help respondents review the consultation questions in advance,
discuss them with colleagues where appropriate, and prepare responses before
completing the online questionnaire.

Responses should be submitted via the online consultation survey link.

Section 1: About you

Q1. Are you responding as an individual, organisation or a HTA licensed
establishment?

[ 1An individual
[ 1 On behalf of an organisation
[ 1 On behalf of an HTA-licensed establishment

Q2. Which of the following best describes you or your organisation [please
tick all that apply]?

For individuals

[ ] Researcher

[ ] Healthcare professional

[ ] Research governance professional

[ ] Designated Individual

[ ] Person Designated

[ ] Corporate Licence Holder contact

[ ] Representative of a research funder, regulator or oversight body
[ 1 Member of the public

[ ] Senior leader

[ ] Other (please specify) [ ]



Q3. If you are responding on behalf of an organisation, which of the following
best describes the type of organisation [please tick all that apply]?

[ 1 Charity

[ 1 Higher education institution
[ 1 NHS organisation

[ ] Commercial organisation

[ ] Public body

[ ] Research institute

[ 1 HTA-licensed establishment

[ ] Other (please specify) [ ]

Q4. How often do you use the HTA Research Code of Practice?
[ 1 Regularly (at least monthly)

[ ] Occasionally (a few times a year)
[ ] Rarely

[ ] This is my first time reading a Code of Practice

Section 2: Specific sections of the Research Code of
Practice

The consultation seeks views on the clarity and usability of the proposed updated
Code. If you have feedback on a specific part of the Code, please reference the
paragraph number where possible.

Introduction

Q5. Do you find the way the introduction is set out helpful, including how to use the
Code?

[]Yes
[] Partly
[1No



Please provide further details to your response, if relevant:

Research

Q6. Do you find the section on research helpful, including the explanation of the
HTA's role in regulating research under the Human Tissue Act 20047

[]Yes
[] Partly
[1No

Please provide further details to your response, if relevant:

Consent

Q7. Is the section on how to obtain consent clearly explained?
[]Yes, itis clear

[ 1 Mostly clear, but some gaps or uncertainties exist

[1No, itis not clear

Please provide further details to your response, if relevant:




Q8. Is the guidance on exceptions to the consent requirements clearly explained?
[1Yes,itis clear

[ 1 Mostly clear, but some gaps or uncertainties exist

[1No, itis not clear

Please provide further details to your response, if relevant:

Q9. Is the guidance on DNA analysis clearly explained including when consent is
required, when it is not, and what may constitute an offence?
[]Yes,itis clear

[ 1 Mostly clear, but some gaps or uncertainties exist

[1No, itis not clear

Please provide further details to your response, including any gaps or uncertainties:

Q10. How easy is it to cross-reference this Code with Code A to find the information
you need on consent?
(Your feedback will help inform the future review of Code A)

[] Very easy
[]1Easy
[ 1 Neither easy nor difficult

[ ] Difficult



[ 1 Very difficult

Please provide further details to your response, if relevant:

Q11. Is there any further guidance on consent that you would like to see included in
the Code?
[]Yes

[1No

Please provide further details to your response, if relevant:

Licensing

Q12. Is the guidance on removing relevant material from deceased donors for
research clearly explained, including the requirement to hold a removal licence?

[]Yes, this is clear
[ 1 Mostly clear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:




Q13. Is the guidance on when an HTA licence is required to store relevant material
for research, and when it is not required, clearly explained?
[]Yes, this is clear

[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:

Q14. Is the guidance on ethical approval and its interaction with HTA licensing clearly
explained?

[] Yes, this is clear
[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:

Q15. Is there any further guidance on licensing that you would like to see included in
the Code?
[]Yes

[1No



[1Unsure

Please provide further details to your response, including any suggestions for
improvement:

Release of relevant material from diagnostic archives

Q16. Is the guidance on the release of relevant material from diagnostic archives
clearly explained, including when an archive requires an HTA licence and the
consent requirements for releasing material for research?

[] Yes, this is clear
[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:

Importing and exporting relevant material for research

Q17. Is the guidance on importing and exporting relevant material for research
clearly explained?

[]Yes, this is clear
[ 1 Mostly clear, but some situations are unclear

[ 1 No, this is not clear



Please provide further details to your response, including any suggestions for
improvement:

Human application and storage of clinical trial samples

Q18. Is the section on human application and storage of clinical trial samples for
research clearly explained?

[] Yes, this is clear
[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:

Research involving xenotransplantation

Q19. Is the guidance on research involving xenotransplantation clearly explained?

[]Yes, this is clear
[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:




Disposal of relevant material

Q20. Is the guidance on the disposal of relevant material clearly explained?
[] Yes, this is clear

[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:

Annexes

Q21. Is the Annex on relevant legislation and offences helpful?
[]Yes

[1No

[ 1 Unsure

Please provide further details to your response, including any suggestions for
improvement:




Q22. Is the flow chart “Consent and licensing requirements for the storage of
relevant material for research” clearly outlined and useful as a high-level summary?
[]Yes, this is clear

[ 1 Mostly clear, but some situations are unclear
[ 1 No, this is not clear

Please provide further details to your response, including any suggestions for
improvement:

Section 3: Overall views on the Research Code

Now that you have reviewed the detailed sections of the draft Code, we would
welcome your overall views.

Q23. Overall, is the updated Code clear and easy to follow?
[]Yes, itis clear and easy to follow

[ 1 Mostly clear

[1No, itis not clear and easy to follow

Please provide further details to your response, including any suggestions for
improvement:

Q24. The Code uses “must” and “should” to distinguish legal requirements from
guidance. Is this distinction clear?
[] Yes, throughout

[ 1 Mostly clear
[1No
10



Please provide further details to your response, if relevant:

Q25. Are the examples included in the Code helpful?
[]Yes, all are helpful

[ ] Some are helpful

[INo

Please provide further details to your response, including any suggestions for
improvement:

Q26. Is it clear which requirements apply across England, Wales and Northern
Ireland and which also apply in Scotland?
[] Yes, this is clear

[ 1 Mostly clear, but some situations are unclear

[ 1 No, this is not clear

Please provide further details to your response, if relevant:
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Section 4: Research Licensing Standards

The HTA Licensing Standards are grouped into four areas:
o Consent (C)
o Governance and Quality Systems (GQ)
o Traceability (T)
« Premises, Facilities and Equipment (PFE)

These Standards apply across all HTA-licensed sectors. This consultation seeks
views only on the Standards as they apply to the Research sector.

As part of this review, we have considered whether individual standards remain
clear, relevant and effective. Proposed changes have been carefully targeted to
improve clarity, consistency and assessment, while avoiding unnecessary additional
regulatory burden or unintended consequences across other HTA sectors. As this is
the first review of the Licensing Standards undertaken as part of this programme of
work, stakeholder feedback through this consultation will play an important role in
shaping the final proposals and informing future reviews.

Q27. Do the Consent Standards clearly explain the intended outcome, what licensed
establishments are required to do to achieve that outcome, and how compliance may
be demonstrated?

[]Yes
[] Partly
[1No

Please provide further details to your response, including any suggestions for
improvement:
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Q28. Do the Governance and Quality Systems Standards clearly explain the
intended outcome, what licensed establishments are required to do to achieve that
outcome, and how compliance may be demonstrated?

[]Yes

[ ] Partly
[1No

Please provide further details to your response, including any suggestions for
improvement:

Q29. Do the Traceability Standards clearly explain the intended outcome, what
licensed establishments are required to do to achieve that outcome, and how
compliance may be demonstrated?

[]Yes

[ Partly
[1No

Please provide further details to your response, including any suggestions for
improvement:

Q30. Do the Premises, Facilities and Equipment Standards clearly explain the
intended outcome, what licensed establishments are required to do to achieve that
outcome, and how compliance may be demonstrated?

[]Yes

[] Partly
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[1No

Please provide further details to your response, including any suggestions for
improvement:

Q31. Are there areas where additional guidance would help improve understanding
of the Standards?
[]Yes

[1No

Please provide further details to your response, if relevant:

Q32. Do the proposed changes strike the right balance between clarity and avoiding
unnecessary regulatory burden?
[]Yes

[] Partly
[]1No

[ 1 Unsure

Please provide further details to your response, if relevant:
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Section 5: Future developments and emerging practice

Q33. Are there any emerging practices, technologies or methodologies that you think
future versions of the Code should reflect or address?

[]Yes
[1No

[ 1 Unsure

Please provide further details to your response, if relevant:

Q34. Does your establishment currently use Al or automated technologies in

activities covered by the Code, such as consent, storage, traceability or disposal?
[]Yes

[1No
[ 1 Unsure

[ 1 Not applicable

Please provide further details to your response, if relevant:
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Section 6: Final comments

Q35. Do you have any comments on the accessibility, inclusivity or equality impacts
of the draft Research Code of Practice and Licensing Standards?

[]Yes
[1No

[1Unsure

Please provide further details to your response, if relevant:

Q36. How easy was it to access and read documents for this consultation?
[] Very easy

[ ] Fairly easy

[ 1 Neither easy nor difficult
[ ] Fairly difficult

[ ] Very difficult

Please provide further details to your response, if relevant:

Q37. Is there anything else you would like to tell us about the proposed draft
Research Code of Practice and Standards?
[]Yes

[1No
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Please provide further details to your response, if relevant:

Many thanks for providing your feedback to this consultation
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