
Explanatory notes – Licence fees from 2011/12

       
Background


The Human Tissue Authority takes a proportionate and efficient approach to regulating the 850 establishments we

license. The Hampton Implementation Review published in July 2009 independently assessed the

HTA and praised our adherence to all five principles of Better Regulation. In particular, we were

rated highly on minimising inspection and data-collection burdens, and on the quality and availability

of our advice and guidance. We have established ourselves as a modern, high-performing and

forward-looking regulator. We have, through working with our regulated sectors, been progressive in

safeguarding the storage and use of human tissue – work that is vitally important to reassure the

public that their wishes are respected and that tissue is used appropriately.

On 26 July 2010, the Government published ‘Liberating the NHS: Report of the arm’s-length bodies review’, which sets out its proposals for the future of the Department of Health’s arm’s-length bodies, including the HTA.

The review recognises the continuing importance of the work undertaken by the HTA, but makes the case for our functions to be transferred to other bodies. The Government intends to achieve this during the lifetime of the current Parliament and has set an indicative date of April 2013. Until then we will continue to operate business as usual to ensure human tissue is taken or used only with the appropriate consent and is safe when used in patient treatments.
Activities funded by licence fees


HM Treasury requires us to set fees to recover the costs of licensing work and there can be no cross-subsidisation between sectors. The main costs are:


· evaluating licence applications, making licensing decisions and issuing licences

· site visit inspections

· providing advice and guidance to licensed establishments

· processing licensing variations

· placing additional conditions on licences

· taking enforcement action to ensure compliance

· holding regulatory action panels, representation hearings and appeals committees

· providing extensive advice and guidance through our website

· phone and email contacts from stakeholders

· face-to-face training and e-learning

· conferences and events for the regulated sectors

· interpreting legislation
· streamlining regulation by working with other organisations

· reporting to Parliament, Ministers, and the European Commission (in the case of the human

· application sector)

· paying for a proportion of overheads

More details about the Treasury requirements and activities funded by licence fees were set out in our 2010 fees consultation documents [insert link].

Licence fee structure


Application fee


The application fee reflects the work undertaken by the HTA in processing an application for a licence. It is:


· charged for new establishments, and those re-applying after revocation of their licence

· (for new establishments with satellites) based on a charge for the main site and a smaller charge for each satellite

· only applicable to new establishments, not those who already hold a licence and are applying for new satellites

· the same for all sectors, as the HTA’s work on new applications is similar regardless of the sector 

· charged when the application is received, regardless of whether the application results in a licence (this means that the cost of the HTA’s work is recovered even if a licence offer is not taken up) 

Annual fee


The annual fee covers all the other activities set out previously. It is:

· different for each sector, reflecting the cost of the HTA’s work for different sectors

· derived from a fee for a main site and for the number of satellites, to fairly reflect economies of scale when dealing with organisations with a large number of satellites. Satellites are charged for in bands: 1–3, 4–10, and 10+ and fees reduce for each band. The satellite fee for each of the first three satellites is the same (15–35% of the main site fee, depending on sector), the fee for each of the next seven satellites reduces to 50% of the first satellite fee, and the fee for every satellite over 10 reduces to 33%. These proportions better reflect the HTA’s costs associated with licensing organisations with many satellites. Fees will not be varied if the number of satellites changes during the year. A definition of what constitutes a satellite is on our website here
· charged at the times of the year that the legislation came into effect and covers the cost of licensable activities for the financial year (from 1 April to 31 March)

· invoiced in July for “procurement only” establishments in the human application sector, invoiced in April for all other human application establishments, and in September for other sectors 

· applied to new establishments on a pro rata basis for the remaining part of the financial year in which they are first licensed (in addition to the application fee). New establishments will be invoiced at the usual time (as above) or if that month has passed, when the licence is accepted

· reduced on a pro rata basis if an establishment ceases to hold a licence during the year

Information on sectors that have more than one rate of annual fee is set out below:


Post mortem
· Establishments that only store relevant material contained in blocks and glass microscope slides are charged a lower annual fee than others in the post mortem sector from 2011/12, the same rate as for establishments in the research sector who have similar functions. This is because these establishments consume around the same level of HTA resource as establishments in the research sector who also store such materials. The full annual fee applies to establishments who undertake any other activities (storage, removal and making of a post mortem examination). 
Public display
· There is a separate, individual fee for each temporary public display exhibition from 2011/12. This avoids the significant costs of dealing with these temporary displays being passed onto other organisations within the sector that have small static displays. The HTA will calculate the cost of issuing these temporary licences on a case by case basis. The fee will be based on the costs for conducting activity around the temporary licence, based on component parts such as application, site visit, and advice and guidance. 

· There is a reduced fee of £1,000 for displays with less than 20 items.
Human application
· The annual fee is determined by the licensed activities undertaken by each establishment, to reflect the amount of HTA resource applied to establishments, particularly on site visits (since each activity is inspected independently) and to an extent on advice and guidance and other regulatory activity.

· There is a fixed part charged to all establishments plus an incremental or variable part, built up depending on the individual activities on the licence. The activities are: processing, procurement, testing, storage, distribution, import and export. This gives a more transparent charging structure, and more fairly reflects HTA effort involved for different profiles of establishments.  Processing attracts a higher fee relative to other activities and distribution, import and export would each attract lower relative fees.

· The fee for establishments that have been deemed ‘procurement’ organisations in the past is calculated using the same method and consists of the fixed fee and the procurement element.

· For establishments with satellites, the satellite fee is derived from the average cost of the main licence fee for organisations in the sector. 

Fee levels

· Fees for 2011/12 are set out in the fees table on our website.

· The HTA intends to use the same model for fees in subsequent years. Specific fee levels will be reviewed and communicated annually. 
· The costs of delivering licence activities will be determined annually, taking account of efficiencies. Fees will be set to recover the HTA costs associated with licensed activity only.
· Fee levels will be set using reasonable estimates of volumes (e.g. establishments and new applications). 
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