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Consultation on the licence fee structure for 2009/10
Introduction 
The consultation on the HTA’s proposed licence fee structure for 2009/10 ran from 8 December 2008 to 5 March 2009. We received 62 responses, from both organisations representing groups of establishments and from individual establishments.    

A summary of the responses we received is appended.
The context for setting the new licence fee structure
Our thinking was guided by three main criteria:

· to continue to take a proportionate, ‘light touch’ approach to regulation, that is efficient, fully meets our statutory remit and maintains the confidence of professionals and the public
· to continue to keep operating costs as low as possible 

· to comply with HM Treasury’s requirement that the cost of licensing is met by licence fee income; that there should be no cross-subsidy between sectors; and that licence fee income is not used to pay for expenditure not involving licensing. 
What this means in practical terms for the HTA is that licence fees pay for:

· evaluating licence applications and issuing licences
· site visit inspections
· providing advice and guidance to licensed establishments

· processing licensing variations

· placing conditions on licences

· taking enforcement action to ensure compliance

· 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 DIs and staff associated with licences

· interpreting the legislation, especially the new EU Directives
· streamlining regulation by working with other organisations

· reporting to the government and the European Commission
· paying for a proportion of overhead costs such as rent   

Licence fees do not pay for the regulation of organ and bone marrow donation and the remaining proportion of HTA’s overheads.
What we have done
We considered very carefully all the comments we received in response to the consultation – especially because of the impact an increase in fees would have at this time of significant economic difficulty.
We have had little room for manoeuvre when considering the responses to the consultation. This is because of the strict government rules referred to above and because all our regulation is mandatory because it is required by statute.  
Nevertheless, we considered afresh if, and how, we could reduce fee levels. There was no doubt that the proposed increase in fee levels would have the biggest effect on the human application sector (regulation in this area is required under the EU Tissue and Cells Directives). The responses to the consultation confirmed this. Consequently, we decided to use whatever flexibility we had to reduce the impact of fee increases in this sector. Our re-profiling of expenditure in the current business year did afford some leeway which we have used to put on hold, for 2009/10 only, the proposed charge for regulating third party agreements. We also found scope for reducing the fees for satellite establishments in all the sectors we regulate.    

Our plans for further action
Many of the responses to the consultation suggested we charge fees based on activity. We think this is something we should consider and have set up a review that: 

· considers how other regulators set their fee levels and if there is read-across for the HTA in terms of our regulatory remit and the nature of the establishments we licence

· considers the pros and cons of setting fees based on activity. So, for example, we might charge for the cost of evaluating an application, a site visit inspection, a licence variation and so on; or we might charge according to the size of establishment.

· is informed by the work we are doing to understand the regulatory implications of third party agreements (in the human application sector). 

Whilst we can bring our experience of regulating to this project, we also need the experience of our stakeholders so that we can be sure we have covered all the ground thoroughly before revising the 2009/10 fee structure. We will achieve this through a series of development workshops in early June that will involve stakeholders and other regulators. 

We will use the outputs from these workshops and our other research to create a new fee structure which we plan to put to the Authority (the Board of the HTA) in July. If the Authority agree these proposals, we will consult our stakeholders and publish in late October the fee structure that will be operative from 2010/11.  

Appendix

Summary by sector of the responses to the consultation on the HTA’s proposed fee structure
Anatomy

· the effect of an increase in fees will be to take funding away from medical education

· a different fee could  be applied to phase 1 and phase 2 inspections respectively
· an analysis of what the fee covers would be welcomed

Human application 

· the cost of Third Party Agreements (TPAs) is disproportionate to the (additional) regulatory activity required

· the cumulative cost of TPAs is prohibitively high for establishments with multiple TPAs

· TPAs need to be more clearly defined

· clarity is needed about who should pay for TPA fees and why this is not part of the main licence fee

· the new fee cost could close down smaller establishments
· differentiate fees relative to size 
· differentiate fees relative to type of human application establishment
· differentiate fees on the basis of risk

· differentiate fees on the basis of financial turnover

· reduce the fee if already regulated by another body

· allocate different risk factors to autologous or allograft establishments

· introduce banding for satellite charges

· the fee for bone banks could be reduced further
· high fees encourage importation and/or diverts activity to the private sector

Public display

· fee for permanent exhibitions with <20 displays or small museums disproportionate to regulatory activity or risk
· separate initial from renewal fee
· greater transparency of the fee model would be welcome

· high fee costs may promote under reporting or dismantling of collections
Post mortem 

· greater transparency of the fee model would be welcome

· apply a charge to main establishments only not any of the satellites 

· apply a separate charge for inspection

· fee does not reward compliance 
· fee does not reflect compliance with other regulatory bodies

· fee not comparable with other regulators

· fee does not reflect size, complexity or type
· simplify regulatory processes and thereby reduce fee costs
Research

· fees for satellites hinder expansion

· the fee could be linked to licence conditions

· link the fee to size of the establishment or the risk presented by it
· fee not comparable with other regulators 

· concern re impact on new small start ups and universities

· increase in fees may result in more imported tissue 
· charge smaller organisations a fixed fee
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