Human Tissue Act 2004
Briefing Note – Chris Langton: 17 Aug 2006

Dept. Health Summary: www.dh.gov.uk/assetRoot/04/10/36/86/04103686.pdf

Guide to Licensing and Application: www.hta.gov.uk/licensing/guide_to_licensing_and_application.cfm

· The Human Tissue Act (HTA) licenses activities in the following five sectors: storage of tissue for human application, anatomy, pathology, public display and research. The Act does not make separate provision for DNA or other genetic analysis. From 1st September 2006 all activities governed by the HTA become licensable.  
· Activities that do not require a licence are: 
· Surplus or residual tissue left over from diagnosis or surgery from a living person for the purposes of: 
· Public health monitoring, 
· Education and training (including training in research techniques), 
· Clinical Audit, 
· Performance assessment (eg testing of medical devices), 
· Quality Assurance, 
· Ethically approved research on anonymised tissue or samples, 
· Research using storage of urine, serum or stomach contents, 
· Photography

· The HTA is not retrospective, it is lawful to keep and use tissue samples without consent if they were held before 1st September 2006.  However, intention to use any residual tissue for
some, as yet undetermined project (not covered by existing LEC approval) will probably need a licence.  Storage of residual tissues beyond 48 hours will probably represent a licensable activity if there is any intention to use it for some other research purpose.
· Application forms for licences have been available on line since July 2006. The process uses a self assessment application form which covers a raft of standards on consent, governance and quality systems, premises facilities and equipment, and disposal.  Most applications will be given a Deemed Licence until such time as the Human Tissue Authority can arrange an inspection visit.  Whilst the licence holder can be a corporate organisation the Act requires that any such organisation identifies one or more Designated Individuals (DIs) under whose supervision the licensed activity is authorised to be carried out.  
· Each licensable activity carried out on any one site needs a separate licence and each licence costs in the region of £4,500 (with an annual registration fee thereafter).  There is potential for clustering of licence applications and for reduced fees where satellite units exist (provided they are under the same managerial control and follow the same standard operating procedures).

· The duties and responsibilities of the Designated Individuals are onerous and binding.  It is clear that the licence applies directly to the DI and any persons designated by the DI in the notice given to the Human Tissue Authority.  Training days for DI’s are provided by the Authority.  Whilst the HTA does not specify who should be a DI it does state that “….they need to have a knowledge and understanding of the Human Tissue Act and the relevant codes of practice.  S/he should demonstrate managerial capability, ensuring development and implementation of quality management systems and supervising responsibilities to effect change.  They should have time within their substantive role to carry out the responsibilities of the DI and ensure compliance with licence conditions.”
· Within Hull & East Yorkshire Hospitals, many of the activities to be licensed by the Act lie within the auspices of the Cellular Pathology and Mortuary services currently under the direction of Dr Ian Richmond, Clinical Director for Cellular Pathology and Microbiology.  Robust practices and procedures already exist in this area which already holds conditional CPA (UK) Ltd accreditation (a national gold standard accreditation body for UK laboratories). 

· I consider that there needs to be a coordinated approach between the Trust, HYMS and PGMI to avoid multiple licence applications, but equally to ensure there are no gaps.  

· Activities: 
· Tissue removed and stored for primary purpose of diagnosis or treatment - NO LICENCE
· Tissue removed and stored (from Living or Deceased) for the primary purpose of research

· Distribution to other researchers (tissue bank) - LICENCE
· A specific research project with ethical approval - NO LICENCE
· A possible research project in the future - LICENCE
· Tissue removed from deceased and stored to determine the cause of death - LICENCE
· Storage intended for human application (cornea, heart valve, bone, tendons, skin, pancreatic islets, haemopoetic stem cells, blood vessels or other human tissues or cells) - application for a licence under the EU Cell and Tissue Directive should already have been made as this became a licensable activity in April 2006. 
· Storage of blood and blood products - covered by the separate EU Blood Directive
· Production of anatomical specimens, anatomical examination, or in the use of human tissues or organs for public display - subject of a separate Code of Practice (code 4) though only under the auspices of the Department of Anatomy at HYMS
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