  
    
        
      
        
          
            
   
            
  FusionPDF

          

          

          
          
          
        

      
      
       
      
        
            
        

          Menu

          	Home
	DMCA
	Privacy Policy
	Contacto


      
 
      
         Menu

      

    

    

    
    
      
                 
          
            
               Human Tissue Authority Written Evidence To The House

			    

            

          

        

      

    

     

      
    
      
                  
          
            
         
               

         
               human tissue authority written evidence to the house of lords science and technology committee inquiry into regenerative medicine 

             
                
   Human Tissue Authority written evidence to the House of Lords Science
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   Context – Arm’s-Length Bodies Review consultation
     1. 
       In order to set this response in context, it is of value to note
       that the Department of Health (DH) is currently consulting on the
       future of the Human Tissue Authority (HTA). The three options
       detailed in the consultation document are:
   Option One
     2. 
       Transfer all Human Fertilisation and Embryology Authorty (HFEA)
       and HTA functions to the Care Quality Commission (CQC), with the
       exception of HFEA functions relating to research that will
       transfer to the Health Research Authority (HRA); and abolish the
       HFEA and HTA.
   Option Two
     3. 
       Transfer all HFEA and HTA functions to CQC with the exception of
       HFEA functions relating to research that will transfer to the HRA
       and a limited number of functions that would transfer elsewhere;
       and abolish the HFEA and HTA.
   Option Three
     4. 
       HFEA and HTA retain their functions but deliver further
       efficiencies.
     5. 
       Option one is identified as the Government’s preferred option.
     6. 
       The HTA believes that option three, to retain the HTA as a
       separate organisation and to make further efficiencies, is,
       subject to clarification of the further efficiencies expected, by
       far the best option for the regulated sectors and the public as a
       whole. It is our view that this option would continue the
       effective and efficient regulation of human tissue and organs by
       the HTA, minimise the risks associated with the use of human
       tissue, and protect public confidence. The HTA therefore supports
       option three.
     7. 
       The HTA is of the view that the specialist knowledge and
       experience we have developed in regard to the implementation and
       application of EU legislation in the area of regenerative medicine
       further supports option three.
   HTA response to inquiry questions
     8. 
       Responses to two questions in the ‘international comparisons’
       section are set out below.
   How do regulations that govern the development of regenerative
   medicines in other countries and at an EU level impact on the
   development of regenerative medicines in the UK?
   HTA remit in regulating regenerative medicines
     9. 
       The HTA’s remit in relation to the regulation of regenerative
       medicines is well defined. Under the European Union Tissues and
       Cells Directives – transposed into UK law by the Human Tissue
       (Quality and Safety for Human Application) Regulations 2007 – the
       HTA licenses establishments that remove, test, process, store,
       distribute tissues or cells that will (or may) be used to treat
       patients. In the case of regenerative products manufactured using
       human tissues and cells, the HTA regulates the procurement and
       testing of the tissues and cells and the Medicines and Healthcare
       products Regulatory Agency (MHRA) regulates the further
       development of the advanced therapy medicinal product (ATMP) into
       the resulting [regenerative] medicinal product.
     10. 
       The HTA’s oversight of early stages in the development of
       regenerative medicinal products is a crucial step in ensuring that
       quality and safety standards are met and that the resulting
       product will meet the requirements necessary for eventual
       authorisation of the product onto the market.
     11. 
       To provide some context, the number of establishments jointly
       regulated by the HTA and MHRA in this area is approximately 15.
       The sector as a whole includes some 200 establishments licensed by
       the HTA to use other tissue and cells for patient treatment – such
       as heart valves and corneas – that will not be processed into
       regenerative medicinal products, and therefore do not link with
       the remit of the MHRA.
   Collaborative working and support for the sector
     12. 
       The close working relationship that the HTA and the MHRA have
       established – for example by conducting joint inspections and
       issuing joint position statements – ensures that the impact of
       regulation on the development of regenerative medicines in the UK
       is enabling. Through collaborative working, the HTA and MHRA
       provide assurance to our shared stakeholders in the regenerative
       medicine field that the systems and processes they have in place
       during the development of a product are compliant with both UK and
       EU regulatory requirements.
     13. 
       The HTA works closely with a number of other organisations who
       have an interest in the development of regenerative medicines. For
       example, the HTA is a member of the UK Stem Cell Bank Steering
       Committee and the UK Clinical Stem Cell Forum. Effective
       engagement with our stakeholders in this dynamic area of
       healthcare ensures we are able to horizon-scan effectively and
       respond proactively to issues, particularly where regulatory
       barriers may be perceived.
   Regulation supports future market authorisation processes
     14. 
       Ensuring that medicinal products are safe is a fundamental
       prerequisite before they can be authorised for use: robust
       regulation provides the assurance that this prerequisite is met.
       The HTA is aware that regulation in this innovative area is
       complex and we have worked collaboratively with a number of
       organisations to provide clarity about regulatory requirements and
       access to advice and guidance. An excellent example of this
       approach is the successful development of the UK Stem Cell Tool
       Kit which provides clear guidance on the regulatory pathways that
       must be followed in developing a regenerative product derived from
       stem cells. A case study below provides an example of how we have
       supported an establishment.
     15. 
       In November 2011, Roslin Cells Ltd, moved to new, larger
       state-of-the-art premises within the Scottish Centre for
       Regenerative Medicine and worked with the HTA throughout this
       process to ensure that they had the appropriate licences in place
       whilst the move from one site to the other took place. The move
       required months of preparation and planning to ensure cells,
       assets, staff and processes were moved successfully into the new
       premises. The HTA worked with MHRA to arrange for a single
       inspection to be carried out by the two regulators to provide
       Roslin Cells with advice and guidance about ensuring compliance
       with the requirements of both HTA and MHRA.
   Influencing EU policy development and representing UK interests
     16. 
       Influencing EU policy development and representing UK interests is
       an important role performed by UK regulators working within an EU
       regulatory framework. An example is the recent initiative taken by
       the HTA to find a practical and robust solution to difficulties
       experienced by those working with human embryonic stem cells
       (hESCs). As the possibility of developing medicinal products
       derived from hESCs comes closer to being realised, so too does the
       imperative for ensuring the products will meet all EU and UK
       regulatory requirements. For some time, the HTA has been aware of
       difficulties in ensuring that all cell lines derived from embryos
       are fully compliant with the virology testing requirements of the
       legislation. The HTA has been discussing with EU colleagues the
       possibility of revising current legislation to align it with
       scientific developments. The proposed revisions reflect
       developments in the testing for viriology markers in the cell line
       derived from the donated cells rather than having to test the
       donors of the embryos. If the proposed revisions are accepted and
       implemented, it would significantly ease the current difficulties
       of producing compliant hESC lines and could also impact favourably
       on the development of other cell-based regenerative products.
   Regulation and public confidence
     17. 
       Surveys carried out by Ipsos MORI on behalf of HTA show that
       regulation impacts favourably in engendering public confidence and
       trust, which in turn leads to a greater willingness to donate
       tissues and cells.
   Summary
     18. 
       In summary, regulation has the potential to impact favourably on
       regenerative medicine for the following reasons:
     * 
       it provides essential safeguards for ensuring quality and safety
     * 
       regulatory oversight ensures that EU standards are being met,
       which in turn supports any future market authorisation process
     * 
       regulatory bodies can and do represent UK interests at a EU level
     * 
       knowledge there is regulation leads to greater public confidence
       and therefore an increase in the willingness to donate
   Is there sufficient harmonisation between the standards and
   regulations that govern the development of regenerative medicines in
   different countries?
     19. 
       EU countries are governed by the same legislation for the
       development of regenerative medicines. The key principle behind
       EU-wide legislation is to harmonise practices across Member
       States. The HTA’s experience of regulating under EU legislation is
       that the principle of harmonisation is attainable to a point but
       may be unachievable in its entirety due to the principle of
       subsidiarity. EU laws do ensure that there is a consistency across
       Europe in applying a set of minimum standards as set out in the
       legislation; however, Member States can and do apply higher
       standards to some practices – when this occurs harmonisation
       becomes fractured.
     20. 
       The UK provides a permissive environment within which
       translational research occurs. For example, unlike a number of EU
       countries the UK allows research on embryos and cells lines
       derived from embryos. The comprehensive regulatory structure in
       place in the UK, covering as it does the regulation of embryos,
       provides an assurance of the safe and ethical use of those
       embryos, which in turn supports the permissive environment. During
       the cell line derivation process the embryo is dissociated and it
       is at this processing stage that the HTA regulatory remit begins
       and the HFEA’s regulatory remit ceases. The HTA regulate the
       procurement and testing of embryonic stem cell lines intended for
       patient treatment under the Human Tissue (Quality and Safety for
       Human Application) Regulations 2007, and the embryonic stem cell
       lines must be compliant with the HTA standards.
   Representing UK interests at an EU level
     21. 
       While recognising that harmonisation may be an ideal, it is
       important to recognise the role that regulators have in ensuring
       that UK interests are represented at an EU level. In particular
       regulators can identify areas where clarification may be required
       around a particular minimum standard, and ensure that it is
       applied in a more consistent fashion across the EU.
     22. 
       The HTA has successfully represented UK stakeholders at an EU
       level in seeking clarity around provisions within EU legislation
       relating to the testing requirements for the Human T-lymphotropic
       virus (HTLV). By working closely with the EU and the European
       Centre for Disease Control (ECDC), a revision to the wording in
       the Directives has been agreed by all Member States and will be
       implemented in 2013/14. The revision should result in a more
       harmonised approach to applying the legal requirements.
     23. 
       It is important for all those involved in regenerative
       translational research to be confident that they are working with
       a set of harmonised standards that apply to all equally.
       Regulators have a significant role in ensuring that UK developers
       are not disadvantaged by inconsistent practices and when
       appropriate develop proposals for legislative change, so that the
       law keeps pace with science.
   Summary
     * 
       Within EU there are harmonising laws that cover the field of
       translational research
     * 
       The principle of subsidiarity may detract from the ability to
       achieve full harmonisation
     * 
       Regulators represent UK stakeholders at an EU level and can affect
       and drive change to the benefit of UK, including ensuring
       consistent application of EU laws.
   More information
   More detail about the Roslyn cells case study, including a quote from
   the Chief Operating officer, is available in the HTA’s Annual Review
   document
   HTA position statement on Arm’s-Length Bodies' Review
   -----------------------------------------------------
   UK Stem Cell Tool Kit
   6
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