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	Human Tissue Authority

Finlaison House

15–17 Furnival Street

London EC4A 1AB
Tel
020 7211  MACROBUTTON txt 3400 
Email
enquiries@hta.gov.uk

Web
www.hta.gov.uk

Date
27 September 2010

	To Designated Individuals and Licence Holders
	


Dear Colleague
2011/12 licence fees

I wrote to you on 24 March 2010 to invite responses to our consultation on a proposed new fee structure for establishments licensed by the Human Tissue Authority (HTA). The consultation ended on 16 June and we had responses from 58 organisations. We also held three workshops in May. 89 organisations were represented, and we found these discussions very valuable. We are grateful for all of the responses, and we have considered them carefully in finalising the new HTA fee structure. 
As a result of your responses, we are not implementing the proposal to charge for site visits, nor will we use tissue type to determine the annual fee for establishments in the human application sector. We will continue to charge an annual fee to enable establishments to plan financially.

The changes to fees are set out in Annex A, and will be effective from 1 April 2011. Annex B provides further detail on the fee structure and the activities are funded by fees.
Fees have reduced across all sectors. For example, the fee for main sites in the research sector reduces from £6000 to £4200; for the anatomy sector from £6500 to £3800; post mortem sector from £8000 to £7100; and for public display (of more than 20 items) £3750 to £2100. For human application, the total amount of income that the HTA needs to collect in fees reduces, but some establishments (those with several licensed activities) will see a fee increase. This reflects the relative amount of time the HTA spends on these establishments and the cost of regulating them. 
We know how important it is that we keep licence fees as low as possible and that we provide you with value for money. We have, therefore, challenged ourselves to manage with reduced fee income for 2011/12. The HTA’s budget for 2011/12 reduces by 14% and the savings are reflected in the new licence fees. If there are further savings, we will pass them on to establishments.
Following the rigorous analysis we have undertaken and by conducting a consultation on our proposals, I am confident that the new fees more fairly reflect the work required to regulate each sector and each type of establishment, and reflect the majority views of stakeholders.
Yours sincerely 
[image: image1.emf]
Sue Martin

Director of Resources
Changes to the fee structure                           


Annex A 

The HTA consulted on a proposed new fees structure from 24 March to 16 June 2010. The consultation letter and document and the presentation made at the workshops set out the new fee structure, background and rationale for the proposed changes. These documents can be found on our website.
A summary of the responses to the proposals is on our website.

The HTA Board met on 27 July to consider the responses to the consultation and agreed that from 1 April 2011 fees will be charged on the following basis:

· An application fee for new establishments, and those re-applying after licence revocation 

· An annual fee, set for each sector. New establishments that are licensed part way through the year will be charged pro rata for the remaining part of the year in which they are first licensed. 

· For establishments with satellites, the annual fee will include a charge for the number of satellites in bands. The bands are 1–3, 4–10, and 10+. Fees will reduce for each band. 

· For establishments in the human application sector, the annual fee will be determined by the licensed activities undertaken. There will be a fixed payment charged to all establishments plus an incremental payment, depending on the activities included in the licence. The activities are: processing, procurement, storage, testing, distribution, import and export.

· Establishments in the post mortem sector that only store blocks and slides will be charged a lower annual fee, the same rate as for establishments in the research sector which have similar functions.

· There will be a separate, individual fee for temporary public display exhibitions. The HTA will calculate the cost of temporary licences on a case by case basis. 

Rationale

The changes we have made to the licence fee structure reflect the overall views of stakeholders, both those expressed in response to previous fees consultation (about considering charging for activities), and those on our 2010 consultation proposals.  They strike a balance between charging appropriately for activities and what can be implemented by the HTA without incurring additional cost (which would have to be passed onto fee payers). The rationale for other decisions is set out below:
· We have decided not to implement the proposal to charge for site visits. The strong opinion from consultation was that there should be a consistent annual fee to enable establishments to make financial plans.  

· We will not use tissue type as a determinant of the annual fee for establishments in the human application sector. Feedback was that it is not an appropriate measure because the tissue types dealt with can change throughout the year and that including it would make the fee structure too complex. Instead we have developed a more appropriate approach for charging for licensed activities, reflecting that this is the only measure used to differentiate fees in the human application sector. All human application establishments will pay a fixed annual fee plus a fee for each licensed activity undertaken, as set out in Table 1. We will confirm with establishments later in 2010 the activities they are undertaking, to update licences and prepare to charge the appropriate fees for 2011/12.
· The responses to the consultation suggested again that we look at reflecting regulatory risk in licence fees. Our reasons for not reflecting risk explicitly are set out in the consultation document and we believe that these are valid. 
· We were also asked about linking licence fees to volumes of activity. HM Treasury’s guidance requires us to recover costs, without cross subsidisation, so we are only able to reflect the amount of HTA activity with establishments, not how much activity an establishment undertakes.  Some of our charges (e.g. the charges for satellites) do take account of the establishment’s profile, where this has a direct relationship to HTA activity. 

· Other questions raised in the consultation responses are addressed in the explanatory notes to licence fees (Annex B). 

· We will provide detail of what the fees cover on invoices.

Licence fee income

Licence fees for 2011/12 have been set to recover 14% less income than in 2010/11. 
Changes to fees for the human application sector

The total fee income required is distributed across sectors depending on the proportion of HTA resource each sector consumes. Proportions have changed slightly from previous years, with human application increasing because of the high levels of advice and guidance and significant regulatory action. The overall reduction in total fee income required still means that the sector as a whole pays less, although fees for individual establishments vary depending on their licensed activities.
Fees for satellites

Satellites take up an additional amount of HTA resource over and above the effort spent spent on main sites.  This additional activity is mainly due to extended site visits and additional advice and guidance provided.  Satellite fees are charged at a level relative to the main site fee, which is determined as a percentage of the main site fee.  This percentage varies by sector to reflect how complex the satellite arrangements (and the activity undertaken in satellites) tend to be within that sector. 

Changes to satellite fees in the research sector

In the research sector, the percentage to set satellite fees has been adjusted to reflect that satellite arrangements have proved to be more complex than assumed when setting the original fee levels. This means that fees for one to three satellites in the research sector have increased,  although this is offest by a reduction in the main licese fee over and above the reduction which is due to the lowering of the income target.  No organisation in the research establishment will pay more than in 2010/11.

Table 1 - Changes to annual fees

	
	Research
	Public display
	Post mortem
	Anatomy
	Human 

application

	Main site

20010/11

2011//12
	£6,000

£4,200
	£3,750

£2,100
	£8,000

£7,100
	£6,500

£3,800
	£11,000

See HA table

	Satellite

2010/11

2011/12 (1-3)
2011/12 (4-10)

2011/12 (>10 )
	£900

£1,100

£550

£350
	£560

£300

£150

£100
	£2,000

£,800

£900

£600
	£975

£600

£300

£200
	£3,800

£3,200

£1,600

£1,100

	PM: Storage of blocks and

Slides only

2010/11

2011/12
	N/A

N/A
	N/A

N/A
	£8,000

£4,200
	N/A

N/A
	N/A

N/A

	Third party agreements

2010/11

2011/12
	N/A

N/A
	N/A

N/A
	N/A

N/A
	N/A

N/A
	Nil

Nil

	Procurement only

2010/11

2011/12
	N/A

N/A
	N/A

N/A
	N/A

N/A
	N/A

N/A
	£6,000

See HA table

	Simple skin and bone establishments

2010/11

2011/12
	N/A

N/A
	N/A

N/A
	N/A

N/A
	N/A

N/A
	£5,500

See HA table

	Public display: less than 20 items

2010/11

2011/12
	N/A

N/A
	£1,000

£1,000
	N/A

N/A
	N/A

N/A
	N/A

N/A


Human application (HA) table:

	Fixed fee
	£5,600

	
	+

	Processing
	£2,800

	Procurement
	£950

	Testing
	£950

	Storage
	£950

	Distribution
	£500

	Import
	£500

	Export
	£500


Explanatory notes – Licence fees from 2011/12

           Annex B
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.
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
· not reduced 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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