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About the Research Code and Standards Review HT A

Human Tissue Authority

 The Research Code is the first Code to be updated as
part of the HTA's wider Codes of Practice review.

* This review provides an opportunity to build on the
strengths of the existing Code and Standards.

 The review has been informed by earlier stakeholder
engagement and seeks to:

« improve clarity and usability

 provide greater practical support and examples
« strengthen research-specific guidance

« clarify regulatory expectations

« support a proportionate and risk-based approach to regulation.



Examples of proposed changes HTA

Human Tissue Authority

Research Code

. Updated introduction setting out the purpose, audience and geographical scope of the Code.

. New "How to use this Code" section explaining the HTA's four guiding principles.

. Improved structure and navigation to help users find information more easily.

. Updated section providing clearer explanations of the research activities regulated by the HTA.
. Research-specific guidance throughout the Code.

. Improved clarity and consistency in the use of the term "relevant material" throughout the Code.
. Greater clarity and consistency around legal duties, exemptions and key terminology.

. Updated guidance on the release of diagnostic material for research.

. Updated human application section to ensure the Code remains relevant in light of developments in regulation of
Substances of Human Origin (SoHO).

. Additional worked examples and practical scenarios to support the application of requirements in practice.
. Updated flowchart to support understanding of consent and licensing requirements.

. New annex summarising key provisions of the Human Tissue Act 2004 and associated offences.

Research Standards
. Updates to improve the clarity and consistency of the Standards
. Refinements to the way certain expectations are described and how compliance may be demonstrated

. Retention of existing requirements where these continue to be effective and fit for purpose



Consultation focus HTA
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We are keen to understand whether the proposed
changes:

v improve the clarity and usability of the Code and
Standards

v provide sufficient practical support and examples
Vv clearly distinguish legal requirements from guidance
v support compliance in practice

Vv strike the right balance between clarity and
proportionate regulation

v identify areas where further guidance, examples or
supporting resources would be beneficial



Questions or comments? HTA
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If you have any questions about the consultation or
the draft Research Code of Practice and Licensing
Standards, please contact: policy@hta.gov.uk

We welcome your feedback and look forward to
hearing your views.
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