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Introduction
1. This paper provides a summary of the responses received by the Human Tissue Authority (HTA) to its consultation on the revised codes of practice, prepared under the Human Tissue Act 2004 (HT Act). Seven codes of practice have been revised to reflect the HTA’s experience of regulation; and an entirely new code on research has also been published. 

2. This rationale focuses particularly on the key messages which respondents to the consultation wished the HTA to consider when drawing up the final versions of the codes.
Background

3. The HT Act includes provisions for codes of practice to be made by the HTA on a number of issues. The codes are intended to form part of the regulatory system under the HT Act. Their purpose is to provide guidance to persons carrying out activities within the HTA’s remit and to lay down the standards expected in the carrying out of such activities. The codes provide detailed advice on the matters that they cover and include an explanation of requirements under the HT Act and the Regulations.
Process
4. Under the HT Act, the HTA is required to undergo a consultative process before producing its codes of practice.

5. The HTA chose to carry out an extensive process of consultation on the drafts of its revised codes – broader in fact than that proposed in the Cabinet Office consultation guidance – so providing a wide range of stakeholders with the chance to put forward their views in a number of different ways. The consultation process on the codes of practice was conducted between 1 August – 14 November 2008.

6. In addition, the HTA held four consultation workshops in October 2008, in Newcastle and London. The workshops were attended by a range of professional and lay participants.  

7. Sufficient time was provided for Authority Members to discuss and debate the consultation responses, measure their views against other Members’ ideas, and discuss the content of the final drafts at length and in depth, before submission to the Secretary of State for Health.

8. The HTA considered very carefully the many comments received and made its decision on the final content to be included in the codes based on the responses to the consultation.
Response
9. A total of 179 responses were received – 172 of these responses were on specific codes, and 7 were general comments across all the codes. A wide range of stakeholders, both individuals and organisations, put forward their views, including government departments, health charities, health and non health organisations, hospitals, medical schools / universities, royal colleges and members of the public.

10. A breakdown of the number of responses received and respondent type is shown below:
	Number of responses

	Online responses
	60

	Email responses
	106

	Hard copy responses
	13

	Total
	179


	Number of responses to specific codes:

	Code 1 : Consent
	36

	Code 2 : Donation of solid organs for transplantation
	15

	Code 3 : Post-Mortem examination
	26

	Code 4 : Anatomical examination
	8

	Code 5 : Disposal of human tissue
	33

	Code 6 : Donation of allogeneic bone marrow and peripheral blood stem cells for transplantation
	7

	Code 7: Public display
	13

	Code 9: Research
	34

	Total
	172



NB We did not consult on Code 8 : Import and export of human bodies, body parts and tissue, as the code was published in May 2007.
	Breakdown of total responses by respondent (organisation / individual):

	Government department
	14

	Health charity
	12

	Health organisation
	47

	Hospital
	19

	Medical school / University
	37

	Non health organisation
	18

	Member of public
	8

	Royal College
	24

	Total
	179


11. The overall response to the revised codes was positive. While almost all respondents and workshop participants were able to suggest ways in which the codes could be improved, there were no objections to the HTA producing a revised set of codes, and the process of consultation was considered to be valuable.

12. The HTA would like to thank all those who took time to respond to the consultation. Given the wide number and range of responses received, it has not been possible to accommodate all suggestions and comments. Following extensive revision, the codes have now obtained final approval from Parliament.

13. The HTA will be interested to receive any feedback about how the codes are being used as guidance and how they might be improved further. Based on these comments, a further revision of the codes will be considered in due course.
Key themes 
14. The key themes that emerged from the consultation are set out below : the first section refers to general comments received across all the codes, the subsequent sections address each of the codes in turn. This rationale explains where suggestions were raised and included from the consultation, as well as where comments were made but not included in the revised codes, and why.
15. In some cases there were differences in opinion among respondents. In such cases, the difference has been stated, together with an explanation of how this was resolved in the final version of the text. 
General comments

‘Must’ and ‘Should’

16. Respondents suggested that it would be useful for the HTA to distinguish between legal requirements and good practice guidance in the codes. The revised codes use the language of ‘must’ and ‘should’ to make this distinction clear, and the generic introduction to all the codes explains how to interpret this terminology throughout the texts.

Generic introduction

17. A number of comments from the written responses and also from the workshops highlighted that the generic introduction to the codes seemed rather disproportionate in length to the main content of the codes themselves. The revised generic introduction has been condensed to include salient points relevant to all the codes, and links have been provided to the HTA’s website for further detail if required.
Devolved Assemblies

18. The HT Act covers England, Wales and Northern Ireland. Appropriate references to legislation and guidance in Wales and Northern Ireland have therefore been included throughout the codes where appropriate.

Glossary

19. Respondents raised comments about how the glossary could be improved, as well as where additional terms might be included. The glossary has been revised to reflect many of these suggestions.

References

20. It was proposed that further references to guidance (both internal and external) should be included throughout the revised codes. Additional references have been included where appropriate, as well as a section on further reading. 
Code 1: Consent

21. The overall number of responses received on this code was 36, representing 21% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below. 
Structure 

22. It was suggested that the requirements of consent tend to unfold as the code progresses but that it was not explained at the outset that this is how the code has been structured. The revised code makes it clear, in its introductory sections, that some of the issues implicit in the consent principle, the central tenet of the HT Act, are outlined in the first section of the code. Guidance on the requirements for consent are explained in the second section. 
23. Some respondents suggested that some paragraphs in certain sections would be better included elsewhere. The revised code attempts to follow a more logical structure; the key structural changes are as follows:

· As Existing Holdings refer to both tissue from the deceased and tissue from the living, this section has been moved to the General Provisions section.
· The section on ‘Powers deeming consent to be in place’ is only relevant to tissue from the living (no regulations have been made under section 7(4) – which could allow for deemed consent in relation to the deceased), therefore this section has been moved to Tissue from the Living.
Language

24. It was noted that terms such as ‘taking consent’, or referring to the person who ‘consents’ the patient, tend to go against the key principle set out at the beginning of the code, that an individual giving consent is a positive process. It was recommended that terminology relating to consent should be set in the wider context of discussion and decision-making. The terms ‘giving’/’seeking’/’obtaining’ consent have therefore been used throughout the codes.

Definitions 
25. Some responses highlighted the need to provide clearer definitions of key concepts. The key definitional changes are listed below:

· Generic consent: It was suggested that further guidance be included on what is meant by generic consent, and when it is likely to be appropriate. This has been made clearer in the revised code.

· Non-identifiable: Respondents commented that a range of terminology had been used to describe the conditions whereby a researcher is unable to identify a research subject, which would inevitably lead to confusion and differential applications. The term “non-identifiable” has therefore been used consistently throughout the final code as it is self-explanatory and mirrors the provisions of section 1 (9) (b) of the HT Act.

Policy issues

26. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account, are also highlighted.

Withdrawal of consent

27. Several respondents indicated that it would useful to include guidance on the implications of late withdrawal of consent in practice, for the donor or those giving consent for the donor. The revised code describes how the consent process should include information that consent may be withdrawn at any time, but that this should be discussed at the outset when consent is being sought, together with any associated implications. 
Format of consent

28. It was suggested that the HTA should explicitly state a recommendation for written consent to always be given when seeking consent for scheduled purposes under the HT Act. The revised code does not provide such a recommendation, since the HTA does not always require consent to be in writing for it to be valid. The code rather focuses on different approaches to seeking and recording valid consent and includes good practice examples to illustrate these.

Use of images

29. It was highlighted that this section did not provide enough guidance on how to deal with consent issues related to images. This section has now been amended to set out the role and expectations of the HTA more clearly.

Adults and children

30. It was considered by some respondents that it would be useful to include further guidance on capacity and competence to consent for both adults and children under the relevant sections on ‘Tissue from the deceased and living’ in the code. This has been included in the revised version, but suggestions to provide guidance on the age at which a child may give valid consent or advise on how to determine the competence of a child have not been included, as this is beyond the remit of the HTA.

Qualifying Relationships

31. There was some support for further guidance to be included on disagreements within the hierarchy and how to handle dispute resolution in complex situations. The revised code sets out general guidance on this issue but it is beyond the HTA’s remit to provide detailed advice on specific scenarios.

Coroners’ interests

32. Some respondents suggested various additions in the code to reflect coroners’ practice/interests. As the consent code is not the most appropriate vehicle to mention coroners’ interests in detail, further guidance has not been included. However, signposting to the HTA’s other codes of practice where coroners’ issues are discussed in detail – i.e. the post-mortem and disposal codes, has been included where relevant.
Consent exemption for research in specific circumstances
33. There was a general view that this section should focus solely on the consent exemption, rather than the licensing one. Therefore, in the revised code, information on the licensing exemption has been removed and guidance only provided on the consent exemption.

Adults who lack capacity to consent

34. Respondents highlighted that the code should be more specific about the differences in legislation on mental capacity between the Devolved Assemblies and in Scotland. The revised code therefore clarifies that the Mental Capacity Act (MC Act) 2005 only applies in England and Wales and that there is different legislation in Scotland, the Adults with Incapacity (Scotland) Act.
35. It was also suggested that further guidance be included on the MC Act. Although it is not within the remit of the HTA to interpret the MC Act (guidance is available from the Office of the Public Guardian), further principles from the statutory code of practice which accompanies the MC Act have been included. 
Consent and the use of DNA

36. There was some concern about the guidance on DNA also applying to analysis of RNA. The revised code makes it clearer where guidance on DNA also applies to RNA analysis. However, references to RNA have not been removed entirely, as although the HT Act does not mention RNA, it was the intention that RNA would be included in the section 45 offence if it was used to provide information about DNA (see Official Report of the Grand Committee on the Human Tissue Bill :11 Oct 2004). 
Fetal tissue  

37. It was suggested by some respondents that the Polkinghorne Guidelines should be referenced and that the code should clarify their status. A number of aspects of the Polkinghorne Guidelines fall outside the remit of the HTA and the code of practice on Consent; however a reference has been included within the revised code to clarify those areas where the guidance within the code supersedes relevant areas of the Polkinghorne Guidelines. 

38. Some concerns were raised that the guidance in this section did not specify that the mother’s consent should always be sought in cases involving the examination of stillbirths or neonatal deaths, as well as fetal tissue (this was also raised in relation to the code on post mortem examination). In addition to the guidance on the relevant legal requirements, the revised code therefore now also includes good practice guidance on the involvement of parents and in particular the mother in consent decisions for such cases. 
Code 2: Donation of organs for transplantation

39. The overall number of responses received on this code was 15, representing 9% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below.

Definitions
40. Some respondents suggested that the code needed to provide an explanation of the concept of uncontrolled non-heart beating donation. The glossary definition of non-heart beating donation has therefore been expanded to provide definitions of both controlled and uncontrolled non-heart beating donation. 


Policy issues
41. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account are also highlighted.

Application of the code to Scotland

42. It was suggested that additional guidance on the application of the code in Scotland would be helpful. The revised code therefore includes additional paragraphs within the Scope section, explaining which parts of the code are applicable to practice in Scotland. 

Adults – special considerations and consent
43. Some respondents raised questions about the wording of some areas of the guidance. One respondent suggested that people should start from a position of assuming capacity even when working with people lacking capacity. The wording referred to is however taken directly from the MC Act’s code of practice and has therefore not been revised. 

Informing the donor 

44.  Some respondents suggested that the code should not specify, within the list of information to be provided to potential living donors, that they should be informed of risks to the recipient. It is, however, considered that information about potential risks to the recipient may have a material impact on the donor’s decision to donate, and that these should be explained to enable the donor to give fully informed consent. The revised code therefore includes an additional paragraph explaining that the information provided to the donor about risks to the recipient will vary on a case by case basis, but should include some key information. The code also outlines that this information should be shared with the donor following prior agreement with the recipient. 
Organ preservation in situ

45. A number of respondents suggested further clarification was required in this section and the related appendix (appendix B). It was questioned whether the guidance was only applicable to uncontrolled non-heart beating donors, and this has now been clarified within the revised code. 

46. Some respondents proposed that further guidance should be given as to what procedures or interventions constitute ‘minimum steps’. To include a full list of procedures that can be considered as ‘minimum steps’ would, however, be a prescriptive approach, and would not allow for future developments. In order to assist practitioners, the revised code does include additional guidance stating that ‘minimum steps’ should be considered in terms of both what is minimally invasive to the donor, as well as what would be perceived as appropriate by the family. 

Licensing requirements and transplantation

47.  Further clarification and expansion of guidance in this section was suggested by a number of respondents. Some respondents highlighted recent discussions they had had with the HTA about licensing requirements for vessel procurement as part of the transplant process, and suggested including guidance on this issue. This has been incorporated into the revised code. 

48. It was proposed that guidance on the treatment of tissue taken for tissue typing should be expanded to clarify the position on bloods taken for this purpose. This section of guidance has been expanded and revised to provide a consistent policy for the treatment of all materials taken for tissue typing. This guidance reflects recent advice provided by the HTA in response to enquiries about requirements relating to donor bloods. 
Code 3: Post-Mortem examination

49. The overall number of responses received on this code was 26, representing 15% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below. 
Structure

50. The revised code seeks to reflect the post mortem examination (PM) process, beginning with communication with the relatives and ending with the retention, return or disposal of tissue.
51. In general, the approach set out in the revised code, which highlights the importance of effective communication and consent, with the early sections applicable to all those involved in post mortem examinations, was welcomed by respondents. Some felt, however, that the early sections on consent and communication conflated coroners and hospital PM examinations.  As a result the guidance in this section has been ‘toned down’ and some guidance removed.
52. The section on HTA standards is intended to be of particular use to Designated Individuals responsible for ensuring compliance with the HTA standards. This is intended to help establishments prepare for inspection by the HTA. Some useful comments on additional detail to be included in this section were made by respondents, which have been incorporated.
Language
53. Respondents requested that the term ‘autopsy’ rather than ‘post mortem’ be used. As the HT Act refers to ‘post-mortem examination’, however, this is the phraseology that has been adopted, with the term abbreviated to ‘PM examination’ throughout the code.

54. Respondents felt strongly that there should be no scope for misinterpretation about the statutory functions and obligations of coroners. Therefore, when referring to coroners’ PM examinations, the language of the Coroners Rules has been used, where appropriate.

55. Some respondents requested that the terms ‘body’ or ‘bodies’ were avoided in favour of ‘the deceased’. In several places, the text has been amended to reflect this concern. However, for the most part, the terms have not been changed, as they are commonly used by those working in a mortuary environment and are not considered to imply insensitivity or a lack of respect for the deceased. 

Definitions
56. Some responses highlighted the need to provide clearer definitions of key concepts. The key definitional change is listed below:

· Non-invasive PM examinations: Clarification was sought on whether or not this type of PM examinations would fall within the scope of the code. The revised code explains why the licensing requirements do not apply, but the consent requirements do, providing an explanation of the Scheduled Purpose that applies (i.e. determining the cause of death).

Policy issues
57. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account are also highlighted.

Relevant material
58. Some respondents requested that a distinction was made between whole or part organs and tissue blocks and slides, when dealing with issues such as consent and disposal. This text has not been amended, however, as the HT Act does not make such a distinction, and the guidance in the code reflects this.
Disposal following the coroners’ post-mortem examination
59. All consultation responses on this issue indicated that, where there was uncertainty about the family’s decision on what they wished to happen to tissue taken at a coroner’s post-mortem examination, pathologists might retain tissue for a reasonable period of time pending a decision by the family. The decision was made to limit the period to three months, to ensure that there is communication with families about disposal options, and that they understand that the tissue will be disposed of if they do not make a decision.

60. Consultation responses noted that a decision to mandate coroners to communicate the family’s wishes to the pathologist holding the relevant tissue would be problematic, as the HTA does not have any statutory authority to mandate coroners under the HT Act. Therefore, this section has been amended to suggest that a nominated person is identified to handle the communication channels between the pathology department and the coroner’s office and, where necessary, the family. It was considered that this would assist the process of ensuring clarity about tissue disposal or retention when the coroner’s authority has expired.

Coroners’ powers 

61. It was suggested that the code should state that, in certain circumstances, the coroner should have the ability to waive the need for a PM examination. Guidance to this effect has not been included, as it is outside the remit of the HTA to advise on the circumstances in which a coroner may or may not authorise a PM examination.
Compliance with guidance from Royal College of Pathologists 
62. Some objections were raised about the requirement in the code that coroners should be assured that the pathologists they instruct abide by the professional guidelines set by the Royal College of Pathologists (RCPath). The latest guidance from RCPath relating to the retention of histology samples conflicts with the Coroners Rules, which require the minimum amount of tissue to be retained. The paragraph has therefore been removed from the revised code in acknowledgement of this issue. 

Who may seek consent?
63. It was suggested that guidance should be included on who may seek consent for hospital PM examinations. The revised code has been amended to advise that the person seeking consent may be a member of the medical team involved in the care of the patient prior to their death, but may also include someone closely aligned to pathology, such as an anatomical pathology technologist (APT) or a specialist nurse. The code makes it clear that a key requirement is that the person seeking consent should have observed a PM examination and have a full understanding of the process.

Paediatric PM examinations

64. More detailed guidance was requested relating to paediatric PM examinations. A reference to Royal College of Paediatrics and Child Health guidance has therefore been included in the revised code, but it was not considered necessary to provide further guidance in the document, as it is intended to be for more general use.  Further guidance may be developed separately and made available on the website if considered appropriate.
Storage of tissue blocks and slides

65. Several respondents requested that the HTA should attempt to have the current legislation changed to match that in Scotland, where blocks and slides are automatically kept as part of the medial record. No comment on this issue is made in the code, which reflects the current need for appropriate consent under the HT Act for any tissue retention for scheduled purposes.
Professional guidance
66. Several respondents requested that further guidance be included in the code, specific to their particular professional interest. The code seeks to provide general guidance to the sector as a whole and may be augmented with specific guidance where appropriate. Therefore, these requests have not resulted in the inclusion of additional guidance in the code.
Code 4: Anatomical examination

67. The overall number of responses received on this code was 8, representing 5% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below.

Language
68.  On the advice of one respondent the code has been amended to reflect the terminology used in the MC Act. The words “mentally-competent” have been removed and the text revised to include the words “mental capacity”.
69. It was noted that legislative changes to certification or registration of death may amend the provisions for lawful storage and use of a body donated for anatomical examination in the future. The language in this section has therefore been amended to reflect this.
Definitions
70. Following the consultation period, the term “cadaver” has been added to the glossary.
Policy issues
The use of images
71. One respondent advised that the code should offer firmer guidance on the display of images, particularly those on the internet. This guidance, however, reflects the remit of the HTA and therefore has not been amended.
Code 5: Disposal of human tissue

72. The overall number of responses received on this code was 33, representing 19% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below.

Structure

73. Some respondent suggested that it would be useful to include additional sections. The following sections have been added: 
· A section on Disposal of tissue from the living, with subsections on Disposal Options, Surplus Tissue and Existing Holdings.
· A section on Criminal Investigations to reflect guidance in the code of practice on Post-mortem examination. 

Language
74. Some comments indicated that in certain places, differing use of language led to inconsistencies in parts of the guidance. Terminology has therefore been amended to ensure greater consistency across the code.
Policy issues
75. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account are also highlighted.

Surplus tissue

76. Responses highlighted potential problems with the types of tissue included in the definition of surplus tissue, and the feasibility of disposing of such material separately from tissue from the deceased. This section had been amended to reflect a more practicable approach to the disposal of waste material.
Disposal following the coroners’ post-mortem examination
See section on this issue in Code3: Post-Mortem examination above.

Disposal following pregnancy loss 
77. In view of comments from respondents on consistency with other organisations’ guidance on these issues, some changes have been made to the revised code to ensure greater consistency. 

78. It was suggested that the guidance could be ordered in a more helpful way. The structure of this section within revised code has been amended so that all definitions are included at the beginning of the section. 

79. Some concerns were raised that the guidance did not specify that the mother’s consent should always be sought in cases involving the examination stillbirths or neonatal deaths, as well as fetal tissue. Specific guidance on consent and fetal tissue is included within the code of practice on consent, and this is referenced within the fetal tissue section of the disposal code. 

Code 6: Donation of allogeneic bone marrow

80. The overall number of responses received on this code was 7, representing 4% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below.

Language

81. It was suggested that it should be made clear throughout the code that the person consenting on the donor’s behalf will always be the person who has parental responsibility for the donor. However, this would not be necessarily be applicable in cases involving adults who lack the capacity to consent. No change has therefore been made to the terminology used.    

Policy issues
82. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account are also highlighted.

Guidance on umbilical cord blood collection

83. Some respondents suggested that this code should also include guidance on requirements for the collection and storage of umbilical cord blood. Umbilical cord blood taken for donation is not, however, subject to the same requirements under the HT Act and associated Regulations as the donation of allogeneic bone marrow and peripheral blood stem cells, but is instead regulated under the Q&S regulations. A short section summarising the requirements of the Q&S regulations and signposting to where further guidance is available has been included. 

Accredited Assessors

84. Some respondents questioned the need for Accredited Assessors to interview recipients as well as donors, particularly when they are young children. This is, however, a legal requirement, specified within the Human Tissue Act 2004 (Persons who Lack Capacity to Consent and Transplants) Regulations 2006, and guidance on the need for these interviews has therefore been retained.  

85. Another respondent referred to the accredited assessment process as a valuable addition to good practice. It is a legal requirement rather than good practice, and this has been made clear within the code. 

Best interests

86. A small number of respondents questioned whether it would ever be in a donor’s best interests to donate. Another respondent suggested that the definition of best interests used in the code was ambiguous and should instead be restricted to medical best interests, although they noted that it would almost never be in the potential donor’s own medical best interests to proceed. The definition used within the code is derived from case law and has previously been used to consider best interests in cases of this type. It is therefore considered the most appropriate definition to be included in the code. 

Guidance on determining reward and coercion

87. Respondents recognised that this was an extremely difficult area when dealing with potential child donors. While the guidance was in general considered helpful, respondents highlighted the importance of not being prescriptive. The guidance is not intended to be prescriptive, but has been drafted in a way which is clear about legal requirements for payment and reward without being overly prescriptive. Some respondents had also suggested changes to the terminology used, but references to ‘rewards’ reflect the terminology within the legislation and it was therefore not considered appropriate to substitute the language used, as it could misrepresent the relevant legal requirements. 

Determining capacity
88. It was suggested that further guidance be included on the MC Act. Although it is not within the remit of the HTA to interpret the MC Act, further principles from the code of practice which accompanies the MC Act have been included. 
Code 7: Public display

89. The overall number of responses received on this code was 13, representing 7% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below. 
Structure
90. Following the initial generic sections (on scope, structure and status of the codes), the code is divided into separate sections on consent, licensing and HTA standards.  Two appendices are included, one explaining the relationship between scheduled purposes and licensing and one containing a flowchart illustrating the licensing and consent requirements.  These were welcomed by respondents.
Language
91. No particular issues relating to language used in the code were raised by the respondents.
Definitions
92. Some responses highlighted the need to provide clearer definitions of key concepts. The key issues raised on definitions changes are listed below:

· Public display: Several respondents requested a more detailed definition of ‘public display’. The code sets out a definition, and the examples contained throughout the text seek to illustrate the range of cases that might fall into the definition. Consultation responses indicated that these were welcome. Therefore a more detailed definition has not been included in the revised code.

· Adverse events: It was suggested that a definition of adverse events be included in the code, as these are referred to in the section on HTA standards. However, to avoid providing advice of an operational nature and to ensure consistency with other codes, this has not been included. Designated Individuals may approach the HTA direct for further guidance on this matter as necessary.  

Policy issues
93. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account are also highlighted.

Obtaining consent
94. Clarity was requested on the rights of persons with parental responsibility to give consent for public display on behalf of a child after their death. The revised code sets out clear guidance on this issue. 

Fewer than 20 items

95. Guidance was sought by respondents on what constitutes a single item. The revised code provides new guidance, advising that a collection of items of the same type and known to have come from a single person may be counted as one item for the purpose of licensing. 

Licensing and photographic / electronic images 
96. Some respondents requested that further guidance be provided relating to the use of images. The example provided in the revised code has therefore been slightly modified to give clearer guidance on this issue.
Code 9: Research

97. The overall number of responses received on this code was 34, representing 20% of the total number of responses to the consultation. The key issues and how these were resolved are detailed below.

Structure
98. Based on suggestions from respondents, the structure of the revised code differs significantly from the consultation version. The key change is that the main headings are broader; subsequently, there are more sub-headings. 
99. In particular, it was suggested that it would be helpful to have separate sections covering tissue from the living and tissue from the deceased. The revised code has been restructured to reflect this.
Language
100. It was suggested that the 100 year exception to consent and licensing was not clear. The revised code now clarifies this, by explaining that, whatever the date tissue was donated for research, if more than 100 years have elapsed since the date of a person’s death, consent to undertake research on human tissue from that person is not required under the HT Act. Furthermore, the guidance states that a licence is not required to store human tissue for use for research if it is from a person who died over 100 years ago. 
101. Some respondents were unclear about what was meant by tissue from the living. The revised code clarifies that tissue from the living means tissue that was taken while the person was alive, and that this definition continues after their death.

Definitions
102. Some responses highlighted the need to provide clearer definitions of key concepts. The key definitional changes are listed below:

· Research: Respondents highlighted that the definition of research differed from the one that is widely accepted within the NHS, as well as the definition adopted by the National Research Ethics Service (NRES). The revised code has been amended to include the HTA’s definition of research for the purposes within its remit, and to endorse the definition which is recognised by the Department of Health and the Welsh Assembly Government.  
· Non-identifiable: Respondents commented that a range of terminology had been used to describe the conditions whereby a researcher is unable to identify a research subject, which would inevitably lead to confusion and differential applications. The term “non-identifiable” has therefore been used consistently throughout the final code, as it is self-explanatory and mirrors the provisions of section 1 (9) (b) of the HT Act.

· Storage: The consultation version of the code did not define storage. This resulted in some stakeholders misapplying the ‘incidental to transportation’ exception. The code therefore now clearly defines what the HTA considers to be storage.
Policy issues
103. The main policy issues which have been revised in the code are set out below (in the order in which they appear in the revised code). In addition, suggestions which were raised during the consultation, but not taken into account are also highlighted.

Relevant material 

104. Some respondents suggested that the code might include more detail about which materials fall within the definition of relevant material under the HT Act. The codes aim to set out general guidance, therefore the revised code does not include this detail; however, a reference to the HTA’s guidance on this issue has been included. 
Fetal tissue

105. A few respondents asked for more clarity about the use of fetal tissue for research. The revised code therefore signposts readers to the consent code which now provides the relevant information. 

Consent requirements
106. There was a variety of responses on the level of detail to be included on the consent requirements in the code. On the whole, respondents suggested that the code should be a concise document and therefore the revised version signposts readers to the relevant section(s) of the consent code. 
Ethical approval and the exception to consent and licensing

107. Some respondents had interpreted the statutory exception to consent and licensing (which applies where the research is approved by a recognised research ethics committee) to include university ethics committees. In order to provide greater clarity on this issue, the revised version of the code now includes detailed guidance about what constitutes a recognised research ethics committee and explains the consent requirements governing the use of tissue approved only by a university committee. 

108. Some respondents requested that the code provided more detail about ethical approval. The revised code does not, however, contain this detail as ethical approval does not fall within the HTA’s remit. 

Links between the HTA and other bodies / organisations linked to research

109. Some respondents felt that the consultation version of the code did not differentiate clearly between the role of the HTA and other bodies and organisations involved in research e.g. the National Research Ethics Service (NRES), the Medicines and Healthcare Products Regulatory Agency (MHRA). The revised version therefore includes clarifying text as well as a new diagram illustrating the link between ethical approval and the licensing and consent exceptions.  

The offence of non-consensual DNA analysis
110. Some respondents felt that the section in the consultation version of the code on genetic analysis was unclear. Some respondents argued that, by referring to genetic analysis rather than DNA analysis, the code went beyond the terms of the legislation. The revised code now includes a specific section on non-consensual DNA analysis and refers to DNA, where applicable, in the sections on consent and licensing.
Licensing

111.  Some respondents felt that the temporary storage period prior to transportation (allowing for storage not on HTA licensed premises) should be extended. The HTA’s policy decision setting the timeframe as hours, days and certainly no longer than a week, was made when the HTA began regulating, following consultation with key stakeholders. The revised code does not therefore include an amendment to the HTA’s policy on storage which is incidental to transportation. 
Rendering relevant material acellular

112. Some respondents felt that it was unreasonable to ask researchers to provide evidence demonstrating that laboratory processes had rendered relevant material acellular. This requirement has not been included in the revised version of the code, which now refers to the researchers ‘intention’ to render tissue acellular.  

Interface between the research and human application sectors
113. Some respondents felt that there was too much detail about the requirements under the Human Tissue (Quality and Safety for Human Application) Regulations 2007 (the Regulations) as they only applied to a small percentage of the readers. The revised code still includes a section covering the requirements, but this has been simplified. A new distinct section has also been added which sets out the licensing requirements relating to clinical trials. 
Premises, facility and equipment

114. A few respondents asked that the code made it clear that health and safety matters were not the direct responsibility of the DI. The role of the DI is to oversee compliance with the licensing requirements, which includes ensuring the premises are suitable. As a compromise, the revised code now guides DIs to work with health and safety personnel where necessary, to implement environmental controls and appropriate equipment to reduce the risk of contamination.
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