THERAPEUTIC TISSUE BANKS - REGISTRATION AND LICENSING


All establishments storing human tissue for therapeutic use must be registered with the Human Tissue Authority and apply for a licence before the end of March 2006. 

Any establishment operating after the 7th April 2006 without a licence will be operating in direct breach of statutory provision.  


INTRODUCTION


The Human Tissue Act 2004 is a framework for regulating the storage and use of human organs and tissue from the living, and the removal, storage and use of tissue and organs from the deceased, for specified health-related purposes and public display.


The Human Tissue Authority (HTA) was established in April 2005 to implement the provisions of the Act along with the EU Tissue and Cells Directive.  Detailed technical annexes to the EUTCD are in preparation and will be implemented in 2007.


The HTA is required by the Act to licence a number of activities, carry out inspections, ensure compliance, and act as the overall regulatory body.  Establishments must be licensed to store human tissue intended for therapeutic use (eg. bone, cartilage, ligaments, tendons, meniscus) from April 7 2006.  Other activities under the HTA’s remit will become licensable in September 2006.


WHAT CONSTITUTES A TISSUE BANK?


A tissue bank is described as being a unit where human tissue is stored for periods in excess of 48 hours.  


Any form of storage, even if only receiving and holding the tissue prior to use will, for the purposes of the Act, be deemed to be a bank if the tissue is held in excess of the 48 hour period.  This equally applies even if the tissue is held only occasionally in a local area. 


 Examples of bone banks would therefore include:

· a hospital collecting/retrieving  bone on behalf of a larger bone bank

· a small clinic collecting/retrieving  bone for its own use

· a hospital orthopaedic department receiving bone from a larger tissue bank and storing it for more than 48 hours before it is transplanted. 

· a storage facility or laboratory where bone is stored on behalf of a bone bank for more than 48 hours 


REGISTRATION AND LICENCE APPLICATION


Registration with the HTA can be done directly on-line (www.hta.gov.uk).  Licences can be applied for after 10 March 2006 .  


LICENCE


All those establishments which register and apply for a licence will be licensed.  Applicants are required to complete a Compliance Report which assesses and evaluates their performance against four categories of standards. The HTA will require all banks to achieve these standards and undergo inspection.  Failure to meet the standards will result in a revocation of the licence.


A Code of Practice to accompany the Act will be adopted in due course but this will not be available until the EU Directive is itself finalised.  In the meantime, the existing Code of Practice issued by the DoH in 2001 will apply.  


Licence application forms will be sent to all banks once they are registered and must be returned to the HTA by the end of March 2006. 


LICENCE FEE


The licensing fee for the first year ranges from £4,500 for banks without current accreditation by MHRA, to £250 for a facility acting as a ‘satellite’ site to a larger licensed bank. A satellite site is an establishment (generally small) which stores material on behalf of a parent organisation, under the supervision of that organisation’s Designated Individual using the same Standard Operating Procedures.  The indications are that the annual licence fee in the future will be approximately £5000 for all banks.

FURTHER INFORMATION


Further information can be retrieved from the HTA website www.hta.gov.uk

Richard Power 


April 2006

