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Human Tissue Authority





Licence application guidance for emergency temporary mortuaries 

The following activity will be licensed under the Human Tissue Act (HT Act):

• The making of a post mortem examination
The following activities may also require a licence, if the incident is not subject to the licensing exceptions under section 39 of the HT Act (see paragraph 6):
• Storing the body of a deceased person, or ‘relevant material’
 from a human body, for use for a Scheduled Purpose 

• Removal from the body of a deceased person material of which the body consists or which it contains for use for a Scheduled Purpose other than post mortem or transplantation.

General

1. These notes are intended as general guidance for those who may need to apply for licences under the Human Tissue Act 2004 (HT Act). They set out the legal framework of the licensing system and the application process and provide advice on the completion of the licence application form. 

2. The Human Tissue Authority (HTA) was established under the HT Act 2004. The HTA licenses and inspects a number of activities to ensure compliance with the HT Act. These activities include: anatomical examination, post mortem examination, removal of tissue, storage of tissue and public display of tissue, for example in museums.

3. On 7 April 2006, the HTA commenced regulating the storage of human cells and tissues for human application (under section 16 (2) (e) (ii)). From the 1 September 2006, the remainder of the HT Act was commenced.

4. The HTA recognises that most establishments carrying out post mortem examinations are likely to undertake more than one activity. Consequently, the three potential licensable activities have been clustered together, as shown above.

Do you need to apply for a licence?

5. It is accepted that the disaster victim identification (DVI) process will incur some form of post mortem examination. Therefore if you anticipate that activity will include DVI, you will require a licence for the making of a post mortem.
6. Section 39 of the HT Act exempts the activities of storage and removal from licensing if they are undertaken for purposes related to the prevention or detection of crime or the conduct of a prosecution. In all cases, a licence for the making of a post mortem examination is required.

7. Before granting a licence, the HTA must have received a formal application. This application should only be submitted following a mass fatality incident and when you have notified the HTA of the requirement for a licence.
8. Applicants should note that any incorrect or misleading information provided in an application could lead to the revocation of any licence granted.

The application form

9. The application form contains the following three distinct sections:

· Information about the DI and the Licence Holder
· Information about the establishment

· Compliance with standards and Codes of Practice.
Completing and submitting a licence application
10. The sections asking for evidence of compliance with the HTA standards and Codes of Practice should be completed as part of the emergency planning process, and in advance of the requirement for a licence. The information should be held by the establishment and reviewed regularly, at least on an annual basis, or when major changes to the plans are made.

11.  The sections on the DI, Licence Holder and the establishment can be completed with advice from the HTA when the application is made.  

The compliance report

12. The compliance report contains three categories of standards, with which applicants must assess their compliance: Governance and Quality Systems; Premises, Facilities and Equipment; Disposal.

13. The compliance report can be accessed via the HTA website and is available in Word format so that it can be downloaded, completed, updated as necessary and held as part of your records.
Evaluation of the Compliance Report

14. Compliance with the standards is evaluated using the evidence provided by the applicant. The evaluation enables the HTA to assess the risks associated with areas of non-compliance so that an informed and proportionate licensing decision can be made. 
15. The establishment should assess its performance against the standards using a scale of 1​–4 (the ‘examples of evidence of compliance’ notes beneath each question are designed to help determine the appropriate rating). The same scale of 1–4 will also be used by the HTA when evaluating applications. The scores are not cumulative: each standard and the evidence for it will be evaluated on a case by case basis. The ratings are as follows:

1 Standard not met

2 Standard partially met

3 Standard almost met

4 Standard fully met or exceeded

16. In addition to the numerical score, a narrative statement should be included to support and explain the rationale for the chosen rating; for example, a brief description of how the standard is being met or if the standard is not being fully met, what is being done to rectify this. It may also be helpful to indicate key strengths or areas identified as needing improvement.

17. The HTA will review the supporting information on application for a licence. Additional information may be requested at this time, for example to clarify the response given to particular standards. 
Timeframes

18. The HTA should be notified that a licence is required as soon as possible. 

19. HTA representatives will join the mass fatality coordination team meeting to review the application, in order that a licence can be issued without unnecessary delay. The review process will include assessing the statements of compliance with each standard and seeking clarification where necessary; Included in the information provided should be references to the owners and locations of any supporting documents. 
20. Temporary facilities can be erected and body recovery and storage initiated during this interim period. However, it is unlawful to carry out post mortem examinations until the HTA licence is issued. 

Receipt of the proposed licence and the right to make representations

21. In accordance with the HT Act, the holder of the licence and/or the DI have 28 calendar days, beginning with the day on which the notice of the proposed licence was given, in order to give notice of the wish to make representations against any additional conditions on the licence. The Act does not specify how this notice is to be given: accordingly, verbal notice would be sufficient to trigger the right to make representations. Such notice must be given to the HTA representatives before the licence offer is acknowledged. The HTA representatives will make a written contemporaneous note of any such verbal request. 

Issuing the substantive licence

22. It is a pre-condition to the grant of a substantive licence, that it is acknowledged in writing by the applicant for the licence, and where different, the proposed DI.
23. Licensable activities can commence once the HTA has received written acknowledgement of the terms of the proposed licence; a substantive licence will be issued thereafter.
24. Providing that the compliance report is fully completed and the HTA is able to assess compliance with the standards, we anticipate that the licence may be issued 48 to 78 hours after the incident. 
25. The following sections give specific guidance on completing the application form and compliance report.

Help: part 1 – application form

Application to be Designated Individual (DI)

Section help

26. This section should be completed with the HTA representatives. The following information is intended to help inform your decision regarding suitable applicants during the preparation of the application.

27. The statutory duties of the Designated Individual are set out in section 18 of the HT Act. These include ensuring that:

· suitable persons are carrying out the licensable activities

· suitable practices are used in the course of carrying out the licensable activities

· the conditions of the licence are complied with
28. Further guidance on the role and responsibilities of the DI can be found via the following link:
www.hta.gov.uk/licensing/designated_individuals_and_licence_holders/dls_under_the_ht_act.cfm
Question help

29. Who should act as DI?

30. The HT Act is not prescriptive about who should act as the DI; however you should consider the following points when nominating a suitable person:

· they should have some supervisory responsibility over other persons working under the licence 
· they should be in a senior enough position to be able to instigate change
· they should not be too far removed from the operational aspects of the licensable activities for which they are responsible, thus ensuring that suitable practices are taking place under that licence
31. The following persons may be considered to carry out the role of DI:

· Mortuary Operations Manager (Police)
· Lead Pathologist
· Mortuary Manager
· DVI Senior Identification Manager

32. Proposed candidates or interested parties can undertake the HTA’s e-learning package that will help in preparation for the role: www.hta.gov.uk/licensing/designated_individuals_and_licence_holders.cfm
33. Establishment name: include the department name, if applicable.

34. Establishment address

35. An application for a licence should specify the premises where the licensed activity is to take place; this should be the address of the temporary mortuary site. 
36. Paragraph 2 (3) (a) of Schedule 3 of the HT Act prohibits the HTA from granting a licence for an activity to be conducted on premises at different places. The HTA has taken the view that to enable accountability for any problems at a particular site, there should be clarity between the licensable activity and specific premises. Where the licensed activity will take place in premises at more than one place, a separate licence will need to be issued. However to streamline the process and reduce the burden for applicants, wherever possible a single application for multiple licences may be made. Please see section below relating to satellite sites.

37. Activities to be licensed

38. The application includes three licensable activities, as mentioned earlier in this guidance.
39. With regard to the organisational structure of the establishment, please indicate the lines of responsibility between the DI and any persons working under the licence.

40. The HT Act requires that the HTA must be satisfied that the DI will supervise the licensed activity (see Schedule 36(3)(a) of the HT Act). Therefore the HTA would like to know the relationship between the DI and the Person(s) Designated on the licence as well as the relationship between the DI and those working under the licence, which may include personnel from other service providers. The HTA representatives will provide further advice and guidance on the role of the DI and Persons Designated on the licence during the licensing process. 
41. The DI should explain their involvement in ensuring that staff who will work under the licence are appropriately qualified and trained in techniques relevant to their work and that they are continuously updating their skills. The HT Act requires that the DI ensures suitable practices are carried out by those performing the licensed activity; training of staff is an important part of this, and the HTA will want to understand the role of the DI in ensuring staff working under a licence are suitably qualified and trained.

42. Names of person(s) who have consented to be designated on the licence (where establishment is applying for a licence(s) on single premises).

43. The HT Act allows the DI to designate persons on the licence with their agreement. If you need further advice regarding Persons to be designated on the licence, the HTA representative will provide further guidance during the licensing process. You may wish to consider the following individuals: 
· DVI Senior Identifications Manager
· Mortuary Operations Manager (Police)

· Mortuary Documentation Manager 

· Mortuary Facilities Manager

· Senior Anatomical Pathology Technologist

44. Address(es) of satellite site premises and activities to be licensed

45. Satellite sites are premises (generally smaller than the ‘hub’) on which material is stored on behalf of a ‘hub’ organisation or on which post mortem examinations take place. These activities must be under the supervision of the DI using the same standard operating procedures. Each satellite site will have its own licence which will incur a significantly reduced fee.

46. Note – temporary body stores at the site of the incident will not normally require a licence as the HT Act allows the storage of bodies at unlicensed premises 'incidental to transportation’, which means whilst they await transfer to licensed premises. The HTA normally takes this period to be up to one week.   

47. Names of person(s) who have consented to be designated on the licence at the satellite premises.

48. If you wish to have a Person(s) Designated on the licence for the satellite premises you should list the name of the person(s) indicating which satellite site licence they are to be designated to. If you need further advice regarding Persons to be designated on the licence, please refer to separate guidance issued by the HTA.

Declaration

49. It is important that the DI reads through and acknowledges each of the statements.

Application to be a Corporate Licence Holder

Section help

50. This section should be completed with the HTA representatives during the licensing process. The following information is intended to help inform your decision regarding suitable applicants during the preparation of the application

51. If a corporate body is the proposed Licence Holder, details will need to be given here. The applicant must have the consent of the proposed DI in making the application. 

Declaration

52. It is important that the representative for the licence holder reads through and acknowledges each of the statements.

Establishment information
53. This section should be completed with the HTA representatives during the licensing process. The following information is intended to provide guidance of the information that will be required during the licensing process. 

Question help

54. To assist the HTA, please provide a short synopsis describing your establishment.

55. For example, the synopsis could include the following information:

· what type of temporary structure is being used
· who is providing the structure, for example is it owned by the Corporate Licence Holder or is it supplied under contract by a third party

· the Coroner and Police Force authorising the activities

· an estimate of how long the temporary structure will be required

· Information about whether bodies, body parts or tissues will be transferred to another establishment for specialist examination.
Help: Part 2 – Licensing Standards

56. The licensing standards are separated into three main themes; governance and quality systems, premises, facilities and equipment and disposal. Each section must be completed. 
57. The emergency planning team (or others responsible for making the application) should ensure that evidence of compliance against the standards is collated and documented prior to requiring a licence. The HTA envisages that this evidence gathering should coincide with the development of the resilience plans. The evidence of compliance should be reviewed on a regular basis (at least annually or following a major change to resilience plans).
Governance and quality systems

Section help

58. The HTA wants the establishment to demonstrate that it has a system that ensures the safety and quality of relevant material.

Standard help

59. GQ1 – All aspects of the establishments work are supported by ratified documented polices and procedures as part of the overall governance process.

60. Applicants should describe whether they have mass fatality resilience or emergency plans in place that include the utilisation of a temporary mortuary. They should specify if they (or a third party supplying the mortuary and staff) have policies and procedures covering licensable activities, including data protection and confidentiality; tissue removal and storage; labelling; equipment maintenance and calibration and cleaning and decontamination. Information on document review and control should be included. The applicant should also provide details of governance meetings involving all relevant parties. 

61. GQ2 – There is a documented system of quality management and audit.

Evidence of compliance should demonstrate that there is a system in place to ensure that any changes in the resilience / emergency plans are made available to all relevant parties.

62. GQ3 – Staff are appropriately qualified and trained in techniques relevant to their work and are continuously updating their skills.

63. The HT Act requires that the DI ensures suitable practices are carried out by those performing the licensed activity; training of staff is an important part of this. The applicant should describe how suitable staff are identified to carry out licensable activities. This may include the nomination of a suitable pathologist by the Coroner. If a third party supplies staff to carry out licensable activities, the 64. third party should be asked to detail the minimum qualifications of the staff they will supply. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

65. GQ4 – There is a systematic and planned approach to the management of records.

66. The applicant should ensure that they are familiar with the system in place to manage records, including the presence of any policies for the creation, retention and destruction of records. It is important to note that some of the relevant records may be created and maintained by the Police Force involved. 
67. GQ.5 – A coding and record system facilitates traceability of bodies, body Parts and tissue, ensuring a robust audit trail.

68. Any bodies, body parts or tissues which are stored or moved should be traceable. The applicant should describe whether they have a system in place which enables this requirement.  The HTA is aware that some of the relevant records may be created and maintained by the Police Force involved. 

69. GQ6 - There are systems to ensure that all adverse events, reactions and / or incidents are investigated promptly

70. The applicant should provide evidence on the systems to report adverse events or incidents. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

71. GQ7 – Risk assessments of the establishment’s practices and processes are completed regularly and are recorded and monitored appropriately.

72. The applicant should state whether they have carried out and recorded risk assessments for practices and processes carried out within the establishment. They should also describe:

· how staff can access the risk assessments and are made aware of their contents
· how often the risk assessments are reviewed and how this review process is recorded
73. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

Premises, facilities and equipment

Section help

74. The HT Act states that licensed activities should be carried out in suitable premises. The HTA has a statutory duty to determine that the premises are suitable for the activity undertaken before a licence can be offered to an applicant.

Standard help

75. PFE1 – The premises are fit for purpose. 
76. Establishments should describe briefly if any assessment has been carried out to ensure the premises facilities are fit for purpose.

77. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

78. PFE2 – Environmental controls are in place to avoid potential contamination.

79. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

80. PFE3 – There are appropriate facilities for the storage of bodies, body parts, tissues and cells, consumables and records.

81. This standard is concerned with how secure the premises are and the overall environment in which bodies, body parts and tissues are stored. Establishments should describe what polices and practices are in place to ensure materials are securely stored in a controlled environment. They should also give details of any monitoring systems in place to maintain this controlled environment. 

82. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

83. PFE4 – Systems are in place to protect the quality and integrity of bodies, body parts, tissues and cells during transport and delivery to its destination.

84. The applicant should describe how they ensure the quality and integrity of bodies, body parts and tissues during transport. They should also identify who will provide the transport and what records will be retained. 

85. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

86. PFE5 – Equipment is appropriate for use, maintained, quality assured, validated and where appropriate monitored 

87. The applicant should describe where equipment will be sourced and the contingency plans for equipment failure. 

88. If a third party is contracted to provide premises and personnel, you may wish to make compliance with this standard a requirement in the Service Level Agreement with the third party.  

Disposal

Section help

89. The HTA has published guidance on this topic, which is available in the Code of Practice on the removal, storage and disposal of human organs and tissue on the HTA website.

Defined terms used within the application

Adverse event: an adverse event is any event that:
• caused harm or had the potential to cause harm to staff or visitors

• led to or had the potential to lead to a breach of security of the premises and the contents contained therein

• caused harm or had the potential to cause harm to stored human tissue (including loss)

• gave rise to an internal inquiry.

91. Once an establishment is licensed under the HT Act any breach of the HT Act or the Code of Practice will be considered to be an adverse event.

Designated Individual (DI) – refer to separate guidance issued by the HTA.

Scheduled Purposes - The activities relating to the removal, storage and use of human organs and other tissue, listed in Schedule 1 of the HT Act that require consent.

Service Level Agreements – formal agreement between a service provider and a customer that specifies, usually in measurable terms what level of service will be supplied.

Standard Operating Procedures – established procedures to be followed in carrying out a given operation or in a given situation.

Storage – Maintaining relevant material under appropriate controlled conditions. 
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Key:





Formal licence certificates and invoice will be produced and issued to the DI and LH.





Acknowledgements received - licensable activities can commence





DI and LH to acknowledge licence offer and return signed forms to the HTA representative. (Please note you have a statutory 28 day period to acknowledge the licence, however the substantive licence cannot be issued until the signed acknowledgement forms are returned by both the DI and the LH.)





Evaluation of evidence of compliance (please note the HTA representative may wish to view the facilities at this stage to assess suitability). Final licensing decision made, licence offer provided to DI and LH.  





Designated Individual and Licence Holder nominated and evidence given to support their application (please see compliance report). Evidence supporting compliance with HTA standards provided to HTA representatives.





Advice and guidance to be provided with regards to nominating a Designated Individual and Licence Holder





Arrangements for HTA licence to be added to the agenda of the mass fatality coordination team meeting.


All supportive information to be brought to this forum





Licence evaluation and issue of notice of substantive licence (on site)





DR or HoR to contact establishment to gain further details and confirm attendance to mass fatality coordination team meeting.  


Advice and guidance provided to ensure that the establishment has all relevant information available for the meeting to ensure that the licensing process can be completed.





Provide advice and guidance to stakeholders during the evidence gathering and preparation stages





Prepare and gather evidence of compliance against the HTA standards 





In preparation for a mass fatality incident





Following a mass fatality incident





Additional information required by HTA:


Any further information regarding the type of temporary structure to used; onsite contact name and details; time and location of the mass fatality coordination team meeting.





HTA Director of Regulation (DR) and Head of Regulation (HoR) for geographical area to be informed of request





Call received, initial information and contact details to be gained from caller.





Request emergency licence from HTA – during normal office hours via, the Regulation team on 020 7269 1900; outside normal office hours, Caroline Browne, Head of Regulation on 07917 551 822 or Dr Chris Birkett on 07917 551 759.








� See S.53 of the HT Act for definition of ‘relevant material’


� The scheduled purposes which apply to this storage licence are as follows:





determining the cause of death


establishing after a person’s death the efficacy of any drug or other treatment


administered to him 


obtaining scientific or medical information about a living or deceased person which


may be relevant to any other person (including a future person)


public display


research in connection with disorders, or the functioning , of the human body


clinical audit


education or training relating to human health


performance assessment


Public Health Monitoring


quality assurance
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