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360. European Indicator of Language Competence (11704/05) 677 
361. Toys – Safety (Phthalates) (13308/99) 678 
362. UK Presidency: Department for Work and Pensions 679 
363. UK Presidency: Department of Health 681 
364. UK Presidency: Priorities for Education and Youth Council 

Business 683 
365. Unfair Commercial Practices (10904/03) 687 
366. World Health Organisation – International Health Regulations 

(13074/03) 689 
367. Working Time (12683/04, 9554/05) 690 
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4. (7239/02) Recognition of Professional Qualifications 676 
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6. (10143/03) Extractive Industries Waste  333 
7. (10904/03) Unfair Commercial Practices 687 
8. (11145/03, 7410/04) Shipments of Waste 367 
9. (11646/03) Nutrition and Health claims made on food 673  
10. (11817/03, 5051/04, 13394/04, 14248/04, 7426/05, 9125/05) UK 

Presidency: Indirect Tax 82 
11. (12082/03) Eco-design requirements for Energy-using  

Products 326 
12. (12168/03) Road Transport Activities 189 
13. (12179/03) Fluorinated Gases 340 
14. (12985/03) Groundwater Pollution  344 
15. (13074/03) World Health Organisation – International Health  

Regulations  689 
16. (13693/03) Motor Vehicles: Frontal Protection Systems  154 
17. (14152/03, 14153/03, 15154/03) Aarhus Convention  317 
18.  (14842/03) Addition of Vitamins and Minerals to Food  563 
19. (15409/03) REACH  355 
20. (15494/03) Batteries and Accumulators  324 
21. (15820/03) Driving Licenses  115 
22. (16261/03) Energy End-Use Efficiency  327 
23. (0432/04) Regional Aid Guidelines 183 
24. (5118/04) Measures to Safeguard Security of Electricity  

Supply and Infrastructure Investment  154 
25. (6363/04) Enhancing Port Security 122 
26. (6431/04) Digital Content in Europe: More Accessible,  

Usable and Exploitable  114 
27. (7190/04) Restrictions on the Marketing and Use of certain  

Polycyclic Aromatic Hydrocarbons and Extender Oils and  
Tyres  367 

28. (7532/04) Vehicle Type Approval Directive  236 
29. (7615/04) European Order for Payment Procedure 406 
30. (7677/04) Company Law Directive: Mandatory Audit  

Committees 385 
31. (8131/04) Health and Long Term Care: Open Method of Co-

ordination  624 
32. (8200/04, 14009/04, 14999/04, 15999/04) Counter-Terrorism 

Measures and Exchange of Information 388 
33. (8559/04) Bathing Water 322 
34.  (8839/04) Equal Treatment of Men and Women in matters of 

Employment and Occupation  585 
35. (8881/04) Access to Community External Assistance 240 
36. (9087/04) Comitology  378 
37. (9123/04) Toluene and Trichlorobenzene  369 
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38. (9195/04) The Protection of Minors and Human Dignity and the 
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Online and Audiovisual Information Services Industry 161 

39. (9903/04) Police and Customs Co-operation  533 
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57. (11816/04) Freight Transport System -‘Marco Polo II’  146 
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64. (12683/04, 9554/05) Working Time 690 
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73. (14064/04) Controls of Cash entering or leaving the  

Community 387 
74. (14119/04, 14197/04)  Company Law and Corporate Governance 

Proposals 380 
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and The People’s Republic of China: R&D Co-operation in the 
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83. (15538/04) New Indicators on Education and Training  665 
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Obligations 471 
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90. (5093/05) Visa Information System (VIS) and the Exchange of  
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93. (5597/05) European Enforcement Order and the Transfer of 
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Record  421 
98. (6175/05) European Neighbourhood Policy: Action Plans for 
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100. (6364/05) Working Conditions of Mobile Workers  237 
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120. (7280/05, 7281/05, 7282/05) TENS Transport Projects 206 
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New Criminal Proceedings 483 
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164. (9466/05) Marketing Standards for Eggs  350 
165. (9507/05) Sustainable Development 368 
166. (9508/05) Language Policy 443 
167. (9513/05) Mutual recognition of judicial decisions in criminal 

matters 454 
168. (9592/05) Universal Service  234 
169. (9620/05) European Capital of Culture 2007-2019  590 
170. (9698/05) Advance Passenger Information (API)/Passenger Name 

Records (PNR)  496 
171. (9758/05) ‘i2010 – A European Information Society for Growth 
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172. (9883/05) European Year of Equal Opportunities for all 2007 – 

Towards a Just Society  613 
173. (9884/05) Non-discrimination and Equal Opportunities for  

All 672  
174. (9942/05, 9943/05, 9944/05) Schengen Information System 551 
175. (9997/05) Developing a Strategic Concept on Tackling Organised 

Crime  504 
176. (10010/05) Trans-Euro Energy Networks  213 
177. (10013/05) Nanosciences and Nanotechnologies: An Action Plan 

for Europe, 2005-2009 159 
178. (10083/05) State Aid Reform 2005-2009 204 
179. (10120/05) Rules of Procedure of the Court of Justice  476 
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180. (10185/05) European Security and Defence College 278 
181. (10326/05) Roadmap to an Integrated Control Framework 70 
182. (10514/05, 10598/05) Reform of the EU Sugar Regime 361 
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184. (10774/05) Fundamental Rights Agency  432 
185. (10785/05) GM Maize  343 
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learning  612 
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194. (11245/05) Enforcement of Intellectual Property Rights and 
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197. (11439/05) Supply of Services  78 
198. (11500/05) Mortgage Credit in the EU  659 
199. (11508/05) Public Transport Services by Rail and Road 163 
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201. (11614/05) Illegal Immigration: Monitoring and Evaluation 

Mechanism of the Third Countries  526 
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203. (11641/05) Trade in Services other than Transport  80 
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207. (11825/05) Noise Emission in the Environment – “Noise 

Directive” 350 
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Programme 2007-2011 for Nuclear Research and Training 
Activities  128 

228. (12735/05) Thematic Strategy on Air Pollution  369 
229.  (12773/05) Terrorist Recruitment: Addressing the Factors 

contributing to violent radicalisation  486 
230. (12790/05) Reducing the Climate Change Impact of Aviation  178 
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235. (13019/05) Protection of Personal Data Processed in the 
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Freedom, Security and Justice  554 
244. (13413/05) Exchange of Information under the Principle of 

Availability  520 
245. (13442/05) Mental Health Strategy for the European Union  656 
246. (13506/04, 7140/05) European Police College (CEPOL) 507 



CORRESPONDENCE WITH MINISTERS 
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254. (14643/05) EU Border Assistance Mission for the RAFAH 

Crossing Point, EUBAM, Rafah  252 
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Correspondence with Ministers 
 

 
As part of our scrutiny of the European Union and of documents 
deposited, our Sub-Committees prepare letters to Ministers to 
express views on documents under scrutiny and on other matters of 
policy. The procedure of sending a letter may be adopted for a number 
of reasons, including that the timetable of the Council of Ministers 
precludes the Committee making a report, or that the points at issue 
do not warrant a full report, or to follow-up a previous report. 
 
 
We publish occasional volumes of such correspondence, including 
Ministerial replies and other material where appropriate1. This 
volume covers the period from March 2004 to January 2006 and 
includes the text of letters sent2 and received together with any 
supporting material. This volume includes not only an index of 
contents but also a list of documents by Council document numbers, 
where one is given. 
 
 

                                                                                                                                     
1 The previous volume of Correspondence with Ministers was published as the 4th Report, Session 2005-2006 

(HL Paper 16). 
2 All letters are signed and sent by the Chairman of the Select Committee, regardless of which Sub-

Committee has prepared them. 
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Economic Migration to the EU (14th Report, Session 2005-06, HL 
Paper 58) 
 
Scrutiny of Subsidiarity: Follow Up Report (15th Report, Session 
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HL Paper 77) 



 

 
The World Trade Organisation: The Hong Kong Ministerial 13th-18th 
December 2005 (17th Report, Session 2005-06, HL Paper 77) 
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Report, Session 2005-06, HL Paper 100) 
 
Paediatric Medicines: Proposed European Union Legislation (20th 
Report, Session 2005-06, HL Paper 101) 
 
Including the Aviation Sector in the European Union Emissions 
Trading Scheme (21st Report, Session 2005-06, HL Paper 107) 
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Consumer Credit in the European Union: Harmonisation and 
Consumer Protection (36th Report, Session 2005-06, HL Paper 210) 
 
Managing Nuclear Safety and Waste: the role of the EU (37th Report, 
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Options

Option 1—Do nothing

11. Without some form of consolidation equal treatment legislation would remain complex and could allow
diVerences to persist between countries, adding to legal uncertainty and making it harder to achieve EC-wide
socio-economic goals.

Option 2—Recast the key directives as proposed

12. This proposal addresses the issue that the current raft of EU level gender equality legislation and case law
on employment related matters has evolved over a period of 30 years and in doing so has become complex and
inaccessible. It provides a more coherent and consistent statement of the law, and by reflecting settled case
law, adds to legal certainty.

Option 3—Go further to recast a wider range of Directives

13. Some had wished this Directive to have a wider scope by recasting other Directives eg the Pregnant
Workers’ Directive (92/85/EEC). The UK Government agreed with the European Commission’s view,
however, that it would have been neither user-friendly nor technically feasible to have included too many
issues in one Directive. The Government does not support counter-arguments that separating out pregnancy-
related rights concerning employment and occupation from other pregnancy-related rights (such as health and
safety) might be confusing for citizens and present a regulatory disadvantage, or even increased costs due to
lack of clarity and accessibility.

Option 4—Go further by substantially overhauling the Directives

14. A more radical overhaul of the European law in this area, as opposed to these proposals to recast and
bring together existing legislation and case law, would have introduced the possibility of further changes to
recently established legislation whose requirements are still only bedding down. It would be likely to create
new legal uncertainties.

Costs and Benefits

15. The Government supports the Commission’s objective to clarify and simplify legislation on gender
equality in employment and occupational pension matters. This is in line with the UK’s “better regulation”
agenda. It is also generally helpful to have relevant texts brought together in order to avoid contradictions,
duplications and ambiguities. The UK has already followed the same approach when implementing the equal
treatment laws covering race, disability, age, religion and sexual orientation—to define the central principles
as far as possible in the same way, to avoid confusion.

16. The Government considers that the Directives being recast now are already implemented eVectively in the
UK and so it does not anticipate any significant new costs should flow from the Directive. There may be some
temporary and minor additional costs for employing organisations and pension scheme administrators in
familiarising themselves with the new Directive. But in the longer term, reference to a single Directive rather
than the seven that it replaces should lead to cost savings and enable anyone wishing to refer to EU law in this
area to do so more easily. Without this proposal, equal treatment legislation in its current state will remain
complex and diVerences between countries will add to legal uncertainty.

Specific Areas

17. The changes made by the proposed Directive result from the application of certain principles that are
already contained in the Amended Equal Treatment Directive (ETAD) and Burden of Proof Directive in
respect of access to employment, vocational training, promotion and working conditions to the other areas
that are covered by this draft Directive. Examples are the application of common definitions across the
Directives that are being brought together in this recasting exercise, the provisions on remedies and
enforcement and the general requirement to take equality into account when formulating laws.
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Consultation with Small Business: the Small Firms’ Impact Test

18. Current UK and European law does not generally diVerentiate between small and large employers, and
there is nothing in the recast proposal, which would change that. The lack of material change in the draft
Directive means that there will be no diVerential change for small employers.

Competition Assessment

19. One of the aims of the Recast Directive is to “level” competition between Member States by ensuring they
are all applying the same standards. Clarifying and disseminating the law within the UK will have the same
eVect by ensuring employers do not discriminate. We do not see that the Recast Directive will have any impact
either way on competition.

Enforcement and Penalties

20. The Directive contains requirements on enforcement and compensation or penalties which reproduce
those in the existing Directives and so no added penalties are being applied and the existing access in the UK
to unlimited damages in most sex discrimination scenarios remains.

21. As regards enforcement, one route involves the position of the “Equality bodies” which Member States
must set up under the Directive. In the UK, the long-established Equal Opportunities Commission already
has enforcement powers that we believe are suYcient to meet the Directive’s requirements.

Monitoring and Review

22. Article 32 says “By seven years after the date of entry into force of this Directive at the latest, the
Commission shall review the operation of this Directive and if appropriate, propose any amendments it deems
necessary.” Final agreement on the timescales for monitoring and review is expected shortly, as the European
Parliament wished to lower this to five, and a compromise of six was suggested. This ties in with the notion
of the Recast in updating and incorporating important and relevant case law.

Summary and Recommendation

23. The UK Government welcomes the recasting procedure, which simplifies existing EU legislation and is in
the spirit of better regulation. While our preference was for a consolidation only, we are satisfied that the eVect
of recasting the seven Directives is likely to be minimal. The original Directives concerned have all been
eVectively implemented in the UK.

Department of Trade and Industry

November 2005

Letter from the Chairman to Meg Munn MP

Thank you for your letter dated 15 November enclosing a draft Partial Regulatory Impact Assessment (PIRA)
based on the outcome of recent negotiations on the text.

We understand from your oYcials that you are anxious for an urgent decision on your request to release
scrutiny before the COREPER meeting next week which will prepare for the final negotiations of the Common
Position you expect to achieve at the December Social AVairs Council. Despite the short notice, your letter
was therefore exceptionally considered by Sub-Committee G at their meeting on 17 November.

We note that satisfactory progress continues to be made in negotiations over the European Parliament’s
amendments and that you are satisfied that the resultant text expected will meet all the Government’s
objectives without making fundamental changes or imposing undue burdens on Member States and social
partners. That conclusion appears to be reflected by your PIRA.

On the understanding that any remaining changes to be negotiated in the run-up to the Council will not
materially eVect this satisfactory result we are prepared to lift scrutiny as requested.

We would be grateful if you would report on the outcome of the Council meeting in due course.

18 November 2005
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Letter from Meg Munn MP to the Chairman

Thank you for your letter of 18 November. I am writing as requested, to let you know the outcome of the
Employment and Social Policy, Health and Consumer AVairs Council (ESPHCA) held on 8 and 9 December,
insofar as this proposed directive is concerned.

I am pleased to report that political agreement on a common position on this directive, as described in previous
Explanatory Memoranda, was reached. The European Parliament had confirmed to the UK Presidency its
undertaking to adopt unamended in second reading the Council’s common position as negotiated during
informal discussions.

The Council text will now be translated and finalised, and should then be adopted by the Parliament in the
first quarter of 2006.

21 December 2005

EUROPEAN AUDIOVISUAL SECTOR—MEDIA 2007 (11585/04)

Letter from Rt Hon Tessa Jowell MP, Secretary of State, Department for Culture, Media and Sport
to the Chairman

I am writing to update you on the above-mentioned programme, MEDIA 2007 (11585/04).

I hope you received a copy of my letter dated 12 October to the House of Commons European Scrutiny
Committee, which set out the progress made on negotiations on MEDIA 2007 during the UK Presidency.

We are very happy with how the programme has developed during the negotiations between the European
Council and Parliament. I am now writing to update you on the outcome of the EP plenary vote, which was
held on 25 October. The plenary amendments only diVered slightly from the Committee vote. There were no
disagreements of substance between the EP and Council. Whilst the European Parliament’s amendments
mention financial aspects, these will not be dealt with in the Council until the overall financial perspective has
been agreed.

Consequently, everything is now in place for us to reach partial political agreement on the MEDIA 2007
programme at the Culture and Audiovisual Council on 14 November; that is, agreement on the content of the
programme but not the budget.

6 November 2005

EUROPEAN CAPITAL OF CULTURE 2007–19 (9620/05)

Letter from the Chairman to Rt Hon Tessa Jowell MP, Secretary of State,
Department for Culture, Media and Sport

Your Explanatory Memorandum dated 17 June was considered by Sub-Committee G on 6 July and cleared
from scrutiny.

8 July 2005

EUROPEAN CO-OPERATION IN QUALITY ASSURANCE IN HIGHER EDUCATION
(13495/04, 13969/04)

Letter from Bill Rammell MP, Minister of State for Life-long Learning, Further and Higher Education,
Department for Education and Skills to the Chairman

I am writing to report on the latest position on this proposal and, in particular, to inform you of the
amendments adopted in the European Parliament Education Committee on 30 August and subsequently
agreed at Coreper on 21 September. The UK Presidency has worked very closely with the Parliament
rapporteur on this dossier and we are hopeful that the Parliament plenary on 12 October will confirm the
Committee vote and that the Education Council on 15 November will be able to take on board all of the
Parliament amendments and thereby adopt the Recommendation.

I believe that the amendments that the Parliament Committee has adopted are significant and have specifically
addressed the concerns that the Government and the Scrutiny Committee had raised previously. For instance,
the European Parliament proposed more references to the progress that has already been achieved in respect
of quality assurance under the Bologna Process so as to emphasise the need for the EU to move forward in a
manner which is coherent.
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In addition, the recommendations which were “requiring” Member States to ensure all higher education
institutions had quality assurance mechanisms have been amended to “encourage” institutions to do so, and
the recommendation about higher education institutions being able to choose from any of the agencies in a
European Register, including one from any other EU country, has been amended to make it clear that general
cross-border acceptance and the principle of choice for institutions are only possible if the rules in their own
country allow it. I am clear that our previous concerns about the principle of subsidiarity and lowering
standards are now covered.

Similarly, our concerns about the final recommendation that Member States would accept the assessments
made by all agencies as a basis for licensing or funding have been allayed as this recommendation has now
been deleted.

Instead, the Parliament has proposed further recommendations about encouraging institutions to work
towards additional assessments by more than one agency on the Register to boost their international
reputation, encouraging co-operation between agencies to build up trust and so facilitate recognition and
ensuring public access to quality assurance assessments.

I am confident that the Education Council will be able to adopt the text as amended by the European
Parliament. In addition, the Government can accept all of these recommendations. The changes mean that we
have achieved our negotiating objectives in ensuring that the EU does not adopt a diVerent course from that
already agreed at Bergen under the Bologna Process and that the recommendations do not interfere with our
ability to operate arrangements at the national level in accordance with our existing practice. I attach a copy
of the text for your information.

The European Parliament plenary vote on the text will be on 12 October, but we are not anticipating any
changes to their position between now and then. However, I will write to you again after the plenary vote to
confirm the position.

Given that we are hoping to reach political agreement on this dossier at the November Council, I should be
grateful if, in the light of the latest developments, the Committee was now able to lift its scrutiny on this draft
recommendation.

Finally, I wish to bring you up to date with progress on the proposed resolution on mobilising the brainpower
of Europe: enabling higher education to make its full contribution to the Lisbon Strategy. You will recall that
your Committee cleared an Explanatory Memorandum earlier this year on the Commission’s communication
on this topic. You may be interested to note that under our Presidency we have produced a resolution based
on that text, which follows the Communication closely and is closely aligned with Government higher
education policy, focusing on enhancing the quality and attractiveness of Europe’s universities, improving
their governance and increasing and diversifying their funding. We are aiming to have this resolution adopted
at the November Council.

3 October 2005

Letter from Bill Rammell MP to the Chairman

Following my letter of 3 October, I am now writing to report on the outcome of the European Parliament
plenary vote on this proposal on 12 October.

You will recall that I was confident that the Parliament plenary vote would approve the amendments adopted
in the European Parliament Education Committee on 30 August and subsequently agreed at Coreper on
21 September. I am now able to confirm that this was the case.

As you know, I believe that these amendments are significant and have specifically addressed the concerns that
the Government and the Scrutiny Committee had raised with the original Commission proposal. For that
reason I am hopeful that we will adopt this draft Recommendation at the Education Council on 15 November
as part of a first reading deal with the European Parliament. I should therefore be grateful if the Committee
would now confirm that it is able to lift its scrutiny on the draft Recommendation.

In addition, I note from your letter of 13 October that you would like to have a copy of the resolution based
on the Commission’s communication on mobilising the brainpower of Europe. I believe that your letter may
have crossed with mine of 3 October in which I outlined the content of our resolution, but I am pleased to
attach a copy of the text for your information.

20 October 2005
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Draft Resolution of the Council and of the Representatives of the Governments of the Member States,
meeting within the Council, on mobilising the brainpower of Europe: enabling higher education to make its

full contribution to the Lisbon Strategy

THE COUNCIL OF THE EUROPEAN UNION AND THE REPRESENTATIVES OF THE
GOVERNMENTS OF THE MEMBER STATES MEETING WITHIN THE COUNCIL,

Whereas:

The European Council Conclusions of 22 and 23 March 2005 relaunching the Lisbon Strategy call for an
emphasis on knowledge, innovation and the optimisation of human capital to deliver the key priorities of jobs
and growth. The Conclusions underline the need for better investment in universities, modernised
management of universities and university and industry partnerships.

The Joint Interim Report 2004 of the Council and the Commission on “Education and Training 2010”
explains that the European Higher Education sector should pursue excellence and become a world-wide
quality reference to be in a position to compete against the best in the world. The Report points out that the
Bologna Process has resulted in progress in reforming some aspects of higher education, including measures
to increase mobility, facilitate greater transparency and make degrees more readily comparable.

Note That:

Higher education is a matter for individual Member States to organise and resource, in accordance with
national priorities, legislation and practices.

In a knowledge-based economy and society, higher education should be seen in close conjunction with
research and innovation.

Take Note:

Of the Commission’s Communication on “Mobilising the brainpower of Europe: enabling universities to
make their full contribution to the Lisbon strategy” as an important contribution to the debate on how to raise
the quality of higher education across Europe as a means of increasing Europe’s competitiveness.

Share the View That Member States Should:

1. enable higher education institutions in Europe to improve their performance in terms of attainment, access
and research in comparison to other regions and countries in the world;

2. enable higher education institutions to adapt to changing circumstances in order to enhance their quality,
attractiveness and relevance to society and the economy;

3. assist the development of governance in higher education institutions and ensure that they have suYcient
autonomy;

4. improve the sustainability of funding for higher education institutions, by increasing investment and
diversifying the sources of investment, as necessary;

5. strengthen the social dimension of higher education, particularly by widening access to a broad range of
socio-economic groups whilst working to reduce student dropout rates;

6. encourage institutions to develop stronger partnerships with the society around them, including local
communities and the business world.

Underline the Importance of:

1. adapting, where necessary, the regulatory framework within which higher education institutions operate,
with a view to developing a more flexible relationship between individual institutions and Member State
authorities responsible for the strategic direction of higher education systems, thereby helping them to
modernise and adapt to the changing needs of society and to be accountable for their decisions;
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2. enhancing the attractiveness of higher education to students through high quality facilities, better
information, greater diversity in teaching and learning, particularly by means of ICT, higher quality and better
preparation of individuals so as to ensure their successful academic careers, their sustainable integration into
the labour market and their active participation in society;

3. widening access to higher education, particularly for people from disadvantaged backgrounds, helping
individuals to achieve their potential and enabling a greater variety of paths to higher education, making
lifelong learning a reality;

4. encouraging diversity within higher education systems and institutions and also developing centres of
excellence which can contribute to the process of reform through collaboration with other institutions and
bodies;

5. encouraging higher education institutions to develop sustainable partnerships with the broader community
and industry, in order to meet the changing needs of society and the labour market;

6. involving all stakeholders in the preparation and implementation of reforms;

6a. considering investment in higher education as an investment in the future of society;

7. examining the level of resources devoted to higher education and reviewing the possibilities for securing
additional funds through a variety of means, including both public and private support as appropriate;

8. providing incentives for reform, for instance, by targeting investment to improve the quality of teaching
and learning, research, innovation, management and student services.

Invite the Member States to:

address the issues raised in this Resolution and report on progress in their contributions to the 2008 Joint
Interim Report on the implementation of the “Education and Training 2010” Work Programme;

Invite the Member States and the Commission to:

make use of peer learning and the next Joint Interim Report on the implementation of the “Education and
Training 2010” Work Programme to address the issues raised in this Resolution;

address the needs of higher education through more eVective use of Community programmes such as Socrates,
Leonardo and future education and training programmes, the European funding instruments of the European
Investment Bank Group and the structural funds, where appropriate;

encourage international cooperation between higher education institutions, particularly through their
participation in Community programmes such as Tempus and Erasmus Mundus.

Letter from the Chairman to Bill Rammell MP

Thank you for your letters dated 3 and 20 October which were considered by Sub-Committee G on
3 November.

We are glad to learn that the amendments adopted by the European Parliament plenary vote on 12 October
have satisfactorily addressed the Government’s previous concerns about this proposal, which we share, and
meet your negotiating objectives. On that basis, we are prepared to lift scrutiny to enable the Resolution to
be adopted at the November Education Council, as proposed.

4 November 2005

EUROPEAN INSTITUTE FOR GENDER EQUALITY (7244/05)

Letter from the Chairman to Meg Munn MP, Parliamentary Under-Secretary for Women and Equality,
Department of Trade and Industry

Your Department’s Explanatory Memorandum (EM) dated 31 March was sifted to Sub-Committee G for
examination on 5 April, but too late for it to be considered before Parliament was dissolved for the General
Election. It was considered by Sub-Committee G on 8 June.

Although we note that the Council has already approved the setting up of the Institute in principle, and that
the Department supports that decision, we question whether it is really necessary or whether the work it is
supposed to do could not be more eYciently and economically done by some existing agency.
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We wonder whether the Department has consulted any of the British public bodies and NGOs working in this
field to see whether they see a need for the Institute or whether they might be able to carry out the proposed
activities as eVectively themselves, if necessary with some additional Commission funding, in collaboration
with counterparts in other Member States.

A succession of EU Institutes of this sort have been set up over the years. We have expressed concern in the
past about the value of some of their activities and the eYciency and accountability of their administrative
structures.

If we can be satisfied about the need for the Institute, we will fully support the Government’s wish to ensure
that it will bring added value, avoid duplication and be “budget neutral”. We see a risk of duplication not only
of the work done by Member States institutions but also by international bodies such as UN and World Bank
agencies working in this field. The proposed activities also seem to us to be far too vaguely defined to judge
their real worth.

The Commission have not shown so far what savings it proposes to make to compensate for the additional
costs of setting up and running the agency. The overall costs estimates should also be probed rigorously.

We would be glad if you would explain more fully the Department’s reservations about the proposed legal
base. We recall diYculties in the past over the appropriateness of the legal base proposed for similar EU
institutions.

We would also be grateful if you would explain what is meant by having “some concerns” about the relative
proportion of members nominated by the Commission and the Council.

We also wonder how a 15-member Management Board can have “an equal representation between men and
women”.

Your EM says that appropriate SMART (sic) objectives should be developed for these proposals. We would
be grateful if you would remind us what the acronym SMART means and how you expect to see those criteria
applied in this particular case. While we agree that the Institute should have clear and sensible objectives and
allocate its resources properly, we are anxious to avoid the pitfalls of excessive targeting and measurement.

We also note that Working Group meetings about this proposal were due to take place in April and that the
Luxembourg Presidency were keen to make progress by the end of their term of oYce. We would welcome a
report on any significant developments during these discussions since the EM was submitted.

We also see that the agenda for the ESPHCA Council meeting on 2 June showed that the proposal was due
to be considered for a “partial general approach”. We understand from your oYcials this means that the
Council would be invited to agree in principle to a text that has yet to be considered by the European
Parliament and that the text would revert for further Council consideration once the Parliament had given
its opinion.

We trust that it was made clear in any discussion at the Council meeting that the UK Scrutiny reserve had to
be maintained because the relevant documents had not arrived in time to be considered before Parliament was
dissolved. Please let us know what happened at that meeting and how you plan to carry discussions forward
during the UK Presidency.

We are retaining the proposal under scrutiny pending your response.

14 June 2005

Letter from Megg Munn MP to the Chairman

I am writing to update you on the progress made during the negotiations on this proposal and on the outcome
of the Employment, Social Policy, Health and Consumer AVairs (ESPHCA) Council on 2 June 2005.

At the Employment and Social AVairs Council on 2 June the proposal reached General Approach, which the
UK Government is happy with and is supportive of the Council’s position. However, as the proposal is subject
to co-decision, negotiations will continue into the UK Presidency when the European Parliament begins its
examination of the text. The UK was able to maintain its parliamentary reserve on this dossier, but in terms
of smooth handling of this dossier during the UK Presidency I hope the information below will enable the
Committee to complete its consideration of this proposal at this stage.

Negotiations on the European Institute for Gender Equality were progressed quite quickly by the
Luxembourg Presidency, who tabled six social questions working groups in two months. As outlined in our
original EM, the main issues of concern for the UK were on the legal base, the budget and the composition
of the management board. These issues were addressed within the working groups.
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Legal Base

In relation to the proposed legal base the Council maintained the Commission’s position and supported the
use of Article 13(2) and Article 141(3) in this instance. As stated in the Explanatory Memorandum, the UK
Government considers the use of Article 13(2) inappropriate, as its view is that the scope of incentive measures
does not cover the establishment of an Institute. This is a view the UK has consistently taken in relation to
other proposals. However, although the UK view is that on balance the legal base is incorrect, it accepts that
there are arguments for taking the opposite view, which is the position taken by other Member States. They
are content to focus on the point that the role of the agency would be to support action taken by the Member
States in order to contribute to the objective of combating discrimination, and consider that Article 13(2) is
an appropriate base for this aim, in combination with Article 141(3). There is precedent for the establishment
of agencies using a legal base referring to incentive measures in Regulation 851/2004 of 21 April 2004
establishing a European Centre for disease prevention and control. The UK issued a joint Minute Statement
with Germany in that case in relation to the use of Article 152(4).

Consequently, in view of the lack of support from other Member States, together with the sensitivity of the
issue and the fact that the legal argument was not entirely clear, the UK took the view that it was an
appropriate course of action to issue a Minute Statement at Council on 2 June to record our objections to the
legal base.

Budget

It was made clear at the outset of negotiations that the budget would not be discussed until the EU Financial
Perspective 2007–13 has been agreed. The UK firmly agrees with this approach. For this reason, the UK
supported a Minute Statement at Council stating that decisions on financial aspects must not prejudice the
Financial Perspective.

Management Board

The composition of the Management Board has been a point of much discussion during negotiations. The
Presidency proposed a Management Board comprising one representative per Member State, alongside a
smaller Bureau to take day to day decisions. This was unanimously adopted by Member States as the final
position at Council. The Commission preferred to retain its original proposal to have a smaller Management
Board, and issued a Minute Statement at Council reflecting this.

I hope that this information is helpful to your Committee. I will, of course, update you regarding the outcome
of the European Parliaments consideration and any ensuing discussions. If you wish to discuss any of these
aspects further please do not hesitate to contact my oYce.

23 June 2005

Letter from Meg Munn MP to the Chairman

Thank you for your letter dated 14 June requesting further information on the proposal for a European
Institute for Gender Equality and its progress in Working Groups and at the ESPHCA Council on 2 June.

It would appear that my letter, dated 23 June, which answers some of the points in your 14 June letter, crossed
with yours. My letter of 23 June updated you on negotiations in Council Working Groups and the outcome
of the ESPHCA Council on 2 June, and also answered the points you raise on the budget, legal base and
management board. In particular, the fact that there have not been any discussions on the budget means that
the Working Group has not been able to explore the costs estimates. This will be done once the Financial
Perspective of the EU budget has been agreed.

You question whether the European Institute is really necessary, whether it would duplicate work already
being done by other bodies and whether the proposed activities of the Institute could be done by some
existing agency.

Gender equality is a key objective of the EU and is a fundamental principal of the current Treaty and will
therefore continue to be a high profile area of EU policy. In the Commission’s Communication on the Social
Policy Agenda, the European Institute for Gender Equality is highlighted as a key tool for assisting the
Commission and the Member States in implementing the next phase of the Community’s objectives for
promoting equality between men and women and ensuring that they are incorporated into Community
policies.
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The Institute will therefore be able to, with its data collection, research and sharing of good practice, provide
key information to policy makers in the European Commission, the European Parliament and the Member
States on how best to achieve the Community’s objectives. It will also help them devise policies and take action
to meet the targets of the Lisbon agenda on removing the barriers to labour mobility by promoting equal
opportunities.

The purpose of the Institute is to carry out some of the tasks which existing institutions are not currently
involved in, such as questions of coordination; centralisation and dissemination of information; the raising of
gender visibility; and the provision of tools for gender mainstreaming. Indeed, the importance that you attach
to the Institute not duplicating work done elsewhere, but adding value to other activity, has been a key element
of the UK negotiating position and is well reflected in the general approach reached by Council. The current
text negotiated in Council makes clear that the Institute shall “ensure appropriate coordination with all
relevant agencies in order to avoid any duplication and to guarantee the best possible use of resources.”
However, merging the activities of the Institute with other bodies or agencies runs the risk that gender equality
could be sidelined, and be inconsistent with the priority which the Commission and the Treaty currently give
to gender equality.

We have taken informal sounding from other Government Departments and the Equal Opportunities
Commission on this proposal and this leads us to consider that the Institute’s activities would add value to the
work of other British public bodies and NGOs. In addition, the Institute will compare data from Member
States at a European level, which is not necessarily being done at a national or even international level.

It is also for this reason that we do not consider that duplication of work by international bodies such as the
UN is a danger. The UN’s International Research and Training Institute for the Advancement of Women
(INSTRAW) carries out research and training activities on diVerent topics at national, regional and
international levels, but to date its functions have not provided comparative relevant information which is one
of the key tasks for the Institute. INSTRAW’s focus is more international, particularly developing countries,
and it does not look specifically at how EU Member States are achieving targets set out in the Lisbon Strategy.

You also asked about SMART targets. These are targets which are Specific, Measurable, Achievable,
Relevant and Timed. In a budgetary context having these targets is a way to ensure that there is both
accountability for spending and to try and make sure that spending is focussed in the right way. SMART
objectives are legally required for all EU spending programmes—specified in Article 27 para 3 of the EU
Financial Regulation 1605/2002. In negotiations a number of Member States supported amending the text to
ensure the overall objective meets the SMART targets. We are also pleased to see included in the text time-
bound evaluation and review clauses.

In terms of the UK Presidency’s handling of this dossier, it is our aim to maintain, where possible, the
Council’s general approach on the text during the European Parliament consideration. I visited the European
Parliament on Wednesday 13 July and there is significant interest in the proposal there, not all of which is
consistent with the Council and Commission’s thinking. The relevant Committee is planning to hold five
sessions to discuss the Proposal and has appointed two Rapporteurs. This will make it less rather than more
likely that we will be ready to see the Proposal on the ESPHCA Council agenda in December.

You will also see from my letter of 23 June that we were able to retain our parliamentary reserve at the June
Council. However, I would like to point out that we submitted the EM on 31 March, which matched the
deadline given to us by the Cabinet OYce.

I hope these answers satisfy your concerns with which you can see I have a great deal of sympathy. In light of
my response I would be grateful if your committee would be willing to lift its reserve, as this would be
particularly helpful for the UK President of the EU to help progress on this dossier.

17 July 2005

Letter from the Chairman to Meg Munn MP

Thank you for your letters dated 23 June and 17 July about this proposal.

Your letter dated 23 June crossed with, but did not deal with the points raised in, my letter to you dated
14 June. We therefore agreed with your oYcials that we would withhold a reply to that letter until we had seen
and had an opportunity to consider your substantive reply to my letter dated 14 June. Although your letter
dated 17 July was only received on the afternoon of 18 July, Sub-Committee G exceptionally agreed to
consider both letters at their meeting on 20 July.

We are glad to see that the Government maintained the Parliamentary reserve when this dossier was
considered by the Employment, Social Policy, Health and Consumer AVairs Council on 2 June. Nevertheless,
we regret that the Government should have felt it necessary to have gone along with even a partial decision
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in favour of this proposal in principle when neither Parliamentary Scrutiny Committee could have had an
opportunity of considering it. We do not understand why the Government are in such a hurry to be seen to
be endorsing this proposal which clearly needs thorough examination.

Your letter dated 17 July points out that the Department’s Explanatory Memorandum was submitted on
31 March which matched the deadline set by the Cabinet OYce for submission. Nevertheless, it was clear to
your oYcials at the time that a document submitted on 31 March could not be considered by the Sifting
process until the following week, by which time it was not possible for it to be considered by the relevant Sub-
Committee before Parliament was dissolved for the General Election.

We note what you say about the need for the Institute. We accept that gender equality is a key objective for the
EU and a fundamental Treaty principle. We share the Government’s commitment to the principles of equal
opportunity and would support any sound, practical and cost-eVective proposal that would add significant
value to the work already being done by the Commission and Member States to improve gender equality and
combat discrimination. But that does not mean that we are prepared, simply because the cause of gender is
invoked, to go along with proposals which seem to us to be of doubtful merit.

As I pointed out in my letter dated 14 June, we have expressed concern in the past about the value of some of
the institutions which have been set up by the EU over the years. We will continue to look searchingly at any
proposals to set up new EU-funded institutions, whatever the cause they are supposed to espouse.

We note that informal soundings from other Government Departments and the Equal Opportunities
Commission have led the Government to conclude that the proposed Institute would add value to the work
of other British public bodies and NGOs. But in my letter dated 14 June I asked whether the Department had
consulted any of the relevant UK public bodies and NGOs to see whether they also saw a need for the Institute
or whether they might be able to carry out the proposed activities as eVectively themselves.

We are still not clear precisely what purposes the data-collection, research, and sharing of good practice
described in your letter dated 17 July are supposed to serve. Nor do we understand why it should be necessary
to have a separate institute to provide policy-makers in the Commission, the European Parliament and
Member States with information which they could presumably already obtain for themselves from existing
sources.

The description in your letter dated 17 July of the proposed tasks of the Institute seems to us to be aspirational
but vague, and in some cases positively obscure. We therefore remain unconvinced at this stage that the
proposed Institute is really necessary.

Thank you for your explanation of the acronym SMART. If we can be satisfied that the Institute does indeed
have a worthwhile purpose, we would undoubtedly expect to see that these objectives could be assured, so long
as they did not impose unnecessary bureaucracy in the process.

We fully understand what you say about the eVect of the Government’s position on the Financial Perspective
on budgetary considerations. But, given that the proposal is supposed to be “budget neutral”, we still want to
know what savings the Commission propose to make to compensate for the additional costs of setting-up and
running the Institute. Even if the result is “budget neutral”, we would expect the Government to probe the
costs estimates rigorously and report their conclusions.

We regret that the Government has apparently gone along with the proposal to increase the membership of
the Management Board from 15, as proposed by the Commission, to 25. This seems to us to be potentially
unwieldy, as well as needlessly costly. Nor does it explain how the Board can have “an equal representation
between men and women” as stated in Article 10.2 of the Commission’s proposal, which I mentioned in my
letter dated 14 June.

Moreover, you have not explained, as requested in my letter dated 14 June, what is meant in your EM about
having “some concerns” about the relative proportion of members nominated by the Commission and the
Council.

We are also surprised to see what appears to be a new proposal for a “smaller Bureau” which your letter dated
23 June says is supposed to take “day-to-day decisions”. This appears to be separate from, and in addition to,
the Advisory Board provided for by Article 12. We wonder how this additional layer of bureaucracy can be
justified in an organisation of the size envisaged and would be glad to know how it is supposed to be
constituted and work, what legal authority it would have, how it would aVect the responsibilities and
accountability of the Director and what the extra cost might be.

What you say in your letter dated 23 June about the proposed legal base for the Institute is noted. You should
be aware that, in the past, we have consistently recorded our opposition to the adoption of any proposal on
an inappropriate legal base, regardless of the merits in other respects. Those reservations were raised very
strongly in the case of the proposed European Centre for Disease Prevention and Control (12098/03)
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mentioned in your letter where the Minister concerned eventually over-rode scrutiny on this very point in
order to secure adoption. That hardly seems to us to be an acceptable precedent.

We also regret that the Government does not appear to have managed to persuade other Member States to
support their view on the legal base. We wish to give further consideration to this aspect of the proposal.

Although we are also grateful to you for reporting on your visit to the European Parliament on 13 July, we
would be glad to know what you mean by saying that the Parliament’s interest is not fully consistent with the
Council and Commission’s thinking on the Institute.

For all these reasons, I regret that we are not prepared to acquiesce in your proposition that we should lift
scrutiny at this stage. We cannot understand why you should suggest this when it is clear from your letters
that, quite apart from all the work that is still needed to justify and clarify the proposal, the timetable set by
the European Parliament for consideration means it is unlikely to be ready for Council decision during the
UK Presidency.

The document will be retained under scrutiny. To assist our further examination of this proposal, we would
be grateful if you could give oral evidence to the Sub-Committee about it on a mutually convenient date after
Parliamentary business is resumed in October. My staV will be in touch with your oYcials with a view to
arranging this. In the meantime, we would be grateful for your considered reply to the above points.

21 July 2005

Letter from Meg Munn MP to the Chairman

Thank you for your letter of 21 July on the Proposal for a European Institute for Gender Equality.

I regret the detailed information that I provided you with in my last letter, dated 17 July, did not fully address
all your concerns. I am now replying to your further specific questions on the Institute and I trust that this
explanation will be helpful.

The Commission brought forward a proposed Inter Institutional Agreement this year, setting out a horizontal
framework for Regulatory Agencies. An EM on this was submitted to Parliament in March. Since then the
proposal has stalled while further consultation takes place. We will update the scrutiny committees on any
further developments. But until such a time, it remains necessary to consider Agency issues on a case-by-
case basis.

As I stated in my previous letter the objective of the Institute should be to develop methods that will improve
the comparability, objectivity and reliability of gender equality data in the EU. These methods should also
help to support the integration of gender equality into all Community policies. However, the UK maintains
its position that the creation of such an Institute should add value and not be burdensome for Member State
Administrations.

At present there is no single EU body that collects and disseminates information on gender equality that is
easily accessible and draws on MS good practice. Eurostat produces some basic statistical data that is used by
the Commission, but this is limited. The Council working group has agreed that the Institute should take
account of existing information and not duplicate the research done elsewhere, in particular by Eurostat. A
national body would find it diYcult to justify, as well as actually undertake, the production of comparable,
EU level data, drawing on good practice in 25 MS, which is the defined purpose of the EGI.

The discussion in Council working groups of the proposed tasks of the Institute is at this stage a broad
exploration of the Institute’s role and structure. The detailed work programme will be drawn up by the
Director of the Institute and with full agreement of the Commission and the Management Board. One of the
reasons the Government supported having a Management Board of 25 is to ensure that Member States have
influence over the priorities of the Institute’s work programme.

You are right to expect the UK Government to probe the costs of the Institute rigorously and we will do so
when the Council is given the opportunity to review the budget and the Commission has presented its figures
formally. However, the Commission have explained in working groups for the new EU Programme,
PROGRESS, and the Institute, that budget neutrality implies that the combined funding requirements of the
Institute and the activities under the Gender Equality strand of the PROGRESS programme should be in line
with the funding in the current budget heading for the existing Programme relating to the Community
framework strategy on gender equality. The Treasury is content with this in principle but agrees that the
Commission should provide further information on how the funds are to be re-distributed in the light of this
proposal.



3437531247 Page Type [O] 22-01-07 20:08:10 Pag Table: LOEANY PPSysB Unit: PAG3

599social policy and consumer affairs (sub-committee g)

Although, the membership of the Management Board has increased from 15 to 25 and would appear unwieldy,
Member States were reluctant to move away from the precedent of other Agencies’ structures and felt that if
one of the main objectives of the Institute was to share good practice then this would be more eVective if all
Member States were able to be present. The proportion of Commission to Member State representation has
decreased, and equal representation between men and women no longer applies to this proposal (as simpler
wording such as “balanced representation” was suggested). The group has also moved away from a separate
advisory forum, to take into account the increased number of members on the Board and the smaller executive
bureau. This therefore reduces bureaucracy overall.

With regard to your comments regarding the proposed legal base for the Institute, we would repeat the
remarks we made in the letter of 23 June. But first I must clear up any misunderstanding that the UK considers
the current legal base to be illegal. This is not the case. We do consider that Article 13(2) EC may be viewed
as an acceptable legal basis for the Institute. We have, however, argued that there is a more appropriate legal
basis for this proposal. Although we consider, on balance, that Article 13(2) EC is not the most appropriate
legal base for the establishment of an Institute, I accept that respectable opposing legal views may be taken,
which is the position taken by other Member States.

They take the line that the role of the Agency would be to support action taken by the Member States in order
to contribute to the aim of combating discrimination, and that thus Article 13(2) EC together with Article
141(3) EC is appropriate. I did not therefore believe that the diVerence between the positions of the UK and
other Member States merited any recourse stronger than a Minute Statement.

A further reason why we consider a Minute Statement was appropriate in this case is the ongoing case
C-217/04 relating to the establishment of the European Network and Information Security Agency (ENISA).
This is a challenge brought by the UK on the inappropriate use of Article 95 EC as a legal base for the
establishment of an agency. Although it is not directly related to the present issue or Article 13(2) EC, it was
expected that it might clarify what legal base will be appropriate for an agency. The Advocate General’s
Opinion, given on 22 September, supported the UK’s challenge on the facts but failed to provide any clear
guidance as to the correct legal base to be used for the establishment of an Agency. It remains possible that
the judgment of the European Court of Justice will be more helpful.

The European Parliament has made strong calls to increase the budget of the Institute and enhance its role
and scope to make it a more political instrument. The Council’s position on the Institute is modest compared
with the approach taken by the EP. You will no doubt understand that as EU President, the UK’s role now
is to maintain where possible the Council’s position in negotiations with the EP, but if that were to move
further away, the UK would endeavour to pursue its objectives of value added, budget neutrality and avoid
duplication in other activities in this area. The EP’s consideration is likely to continue into 2006.

I am pleased to be given the opportunity of appearing before the Sub-Committee on 24 November to further
assist in the Committee’s examination of the proposal and to explain more fully the Government’s position.

12 October 2005

Letter from the Chairman to Meg Munn MP

Thank you for your letter dated 12 October which was considered by Sub-Committee G on 27 October.

We are grateful for your detailed reply to the various points raised in my letter dated 21 July about the
Proposal. We are very glad that you have kindly agreed to give oral evidence to the Sub-Committee about the
Proposal on 24 November and look forward to further discussion of most of these points then.

So far as the proposed legal base for the Institute is concerned, however, our view is that Article 13(2) and
Article 141(3) would not be the correct legal base in this case. Article 13(1) is the enabling provision which
allows the Council to “take appropriate action to combat discrimination”. Article 13(2) does not grant any
greater, or diVerent, power. Instead it changes the procedural rules which apply to certain measures adopted
in the context of Article 13(1) to allow for qualified majority voting instead of unanimity where the measure
is “a Community incentive measure”. Thus any reference should be to Article 13 (as in recital 3) or Article
13 (1) and (2), and not to Article 13(2).

As we see it, the key question is whether or not the current proposal is an “appropriate action” within the
meaning of Article 13. The next question is whether it is an “incentive measure” under Article 13(2)
(an “incentive measure” being one type of “action” under Article 13(1)).

As views appear to diVer on this, it would be helpful to understand in what sense the proposal can be seen
as an incentive measure. It is not clear from the correspondence why the majority of Member States and the
Commission apparently consider that this proposal falls within the scope of Article 13(2). What is their
reasoning? We would also be glad to know whether any other agency has been created on the basis of powers
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granted to adopt “incentive measures”. In this context, we note that the Government take the view that the
creation of European Monitoring Centre for Drugs and Drug Addiction (reference 12143/05) is not an
“incentive measure” as defined in Article 15(2) 4(C). I attach a copy of Lord Warner’s recent undated
Explanatory Memorandum about that, which you may wish to consider and will send you a copy of my reply
to him.

The issue is important since, if the proposal fell outside the scope of Article 13(2) but remained within Article
13, unanimity would be required (the basic rule for measures under that Article). Such a change in the legal
base could aVect the balance of the negotiations and would also result in incompatible legal bases for the
proposal, because Article 13(1) requires unanimity and Article 141(3) prescribes qualified majority voting.

We also note from the correspondence note that the Government do not appear to have defined what legal
base they consider to be “appropriate” as an alternative and would be glad to know. Do the Government
believe that the Regulation should be made under Article 308?

We look forward to your comments. Scrutiny of this item is retained.

31 October 2005

Letter from Meg Munn MP to the Chairman

Thank you for you letter of 31 October about the proposal for a European Institute for Gender Equality, in
particular on the legal base.

I entirely understand your view that Article 13(2) and Article 141(3) would not be the correct legal base.
Perhaps it might be helpful if I set out in some detail our own thinking on this point, and in particular why I
am of the view that the opinion of the Commission and my colleagues in Council, that the proposed legal base
should be those two Articles, is suYciently respectable, on balance, as to warrant no further objection than
the inclusion of an appropriate Minutes Statement.

You asked what the Government’s preferred legal base would be for this proposal. Our view is that Article
13(1) EC is to be preferred to the combination of Articles 13(2) and 141(3) EC as legal base(s) for this proposal.
It was acknowledged that a substantial pay element brought Article 141(3) EC into play. However, we
recognised that in view of the conflicting procedures of Articles 13(1) and 141(3) EC, to which you referred in
your letter, there would have been compatibility issues. On balance we felt that Article 13(1) EC was suYcient
legal base as lex specialis for discrimination, and Article 141(3) EC, although substantial, was subsidiary to
that.

However, if there had been pressure for a further legal base, we would have considered use of Article 308 EC.
This would have been something of a last resort though as use of Article 308 EC where a specific legal base
existed in the Treaty, despite the compatibility justification, would have been undesirable. Hence we took the
view that Article 13(1) EC alone would be the most appropriate legal base and this was the approach taken
at the Working Group.

Our impression of the view taken by the other Member States was that they focused particularly on the
wording within Article 13(2) EC concerned with “measures to support action taken by the Member States in
order to contribute to the achievement of the objectives [in Article 13(1) EC]”. They took the view that it was
appropriate to make reference to the objectives in Article 13 EC, which Article 13(2) EC does. They did not
support our view that Article 13(1) EC was the more appropriate legal base for this proposal. They also
considered that it was desirable to cite Article 141 EC as lex specialis for equality in working conditions and
pay. Thus they took the view that Articles 13(2) and 141(3) EC in combination were the most appropriate legal
base. Although their view is not one the UK supported, it is recognised that it is not one without foundation.
Let me elaborate that point.

The stated aims of the Institute are collecting, analysing and disseminating information, developing methods
for improving the comparability of data, developing methodological tools to support the integration of gender
equality into Community policies and resulting national policies, carrying out surveys, organising meetings of
experts, organising conferences and meetings with stakeholders to exchange information and good practice
and setting up documentation resources. It could be argued that some or all of these could constitute measures
designed to encourage, facilitate and (in a broad sense) provide incentives for Member State action in the field
of gender equality.

Accordingly, I think that a respectable argument can be made that these activities are suYcient to constitute
“incentive measure”.

The legal base(s) for the Gender Institute Regulation will of course determine the procedure during the
legislative process. While we accept that Article 13(2) EC is in some respects parasitic on Article 13(1) EC as
a legal base we are not of the view that this necessitates additional reference to the latter as a legal base for
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this proposal. The clear intention as respects Article 13(2) EC is that it should be available as a separate and
standalone legal base, as evidenced by the fact that it is subject to a diVerent procedure. Provided Article 13(2)
EC is an appropriate legal base given the content of the measure then we believe that reference to Article 13(1)
EC is unnecessary.

There is a precedent for an institution created with an incentive measures legal base. Regulation 851/2004
establishing the European Centre for Disease Prevention and Control (ECDPC) was adopted using Article
152(4) EC—incentive measures designed to protect and improve human health. The UK objected to use of
that legal base and produced a joint minute statement with Germany.

22 November 2005

Letter from the Chairman to Meg Munn MP

Thank you for your letter dated 22 November about the legal base for this Proposal, which was considered
by Sub-Committee G on 1 December.

We note what you say but are disappointed that your reply does not fully answer our concerns on this matter.
In my letter dated 31 October I directed your attention to the proposal for the creation of a European
Monitoring Centre for Drugs and Drug Addiction (reference 12143/05), currently held under scrutiny by this
Committee, and pointed out that, in that instance, the Government said it does not consider the creation of
the Centre to be an “incentive measure”. In your reply you informed the Committee of another case in which
the Government objected to the use of an “incentive measure” legal base for the creation of an agency.

We are troubled by the “à la carte” approach which the Government appears to be taking to the matter of
legal bases. This is all the more concerning where two apparently similar proposals held under scrutiny by this
Committee at the same time give rise to opposing views on the suitability of the legal base proposed. We would
be grateful for a full explanation of the Government’s position on when it is appropriate to rely on an
“incentive measure” legal base. In particular it would be helpful if you would explain specifically why such a
legal base is considered appropriate in the present case when it is not so considered in relation to the
Monitoring Centre for Drugs and Drug Addiction, and indicate the diVerences between the two proposals
which, in the Government’s view, would justify taking these apparently conflicting approaches.

On a technical point, as I explained in my previous letter, we do not consider it appropriate to refer to Article
13(2) without referring in addition to Article 13(1), which appears to be the enabling provision. While we
continue to question whether or not the creation of this Institute can be properly classed an “incentive
measure”, if 13(2) is the base upon which the proposal relies we do not understand why a legal base of Articles
13(1) and 13(2) and 141(3) has not been considered. This would not result in inconsistency of legal bases as
Articles 13(1) and 13(2) together require qualified majority voting, as does Article 141(3). We would be
grateful for your specific comments on this point.

1 December 2005

Letter from Meg Munn MP to the Chairman

Thank you for your letter of 1 December about the proposal for a European Institute for Gender Equality,
in particular on the legal base.

In previous correspondence I have set out in some detail the views of the Government on the legal base for this
proposal. While we believe that Article 13(1) EC is the most appropriate legal base for the Gender Institute, we
acknowledge that a respectable argument can be made for a combination of Articles 13(2) and 141(3) EC. The
question of the appropriate legal base for a Community Agency is presently before the ECJ in Case C-217/04,
establishment of the European Network and Information Security Agency (ENISA). The Government
brought this challenge not because we were unhappy with the policy behind ENISA but as a result of concerns
over the legal base of Article 95 EC used to establish it. We are presently awaiting judgment.

However, given existing case law of the ECJ, the Advocate General’s Opinion in the ENISA case, the Opinion
of the same AG in Case C-66/04 smoke flavourings (another challenge brought by the Government on grounds
of legal base) which has certain parallels with ENISA and the subsequent judgment of the ECJ in the smoke
flavourings case a pattern is starting to emerge as to how legal base issues are likely to be addressed by the
ECJ. When the judgment in ENISA is handed down we hope that the legal position will be clarified further.

The approach being taken by the ECJ indicates that when considering the correct legal base for establishment
of a Community Agency they may look at the end result of the activities to be undertaken by the Agency. The
correct legal base to establish the Agency would then be found by reference to the EC Treaty and the
corresponding Article covering those activities. For example, in the case of the Gender Institute if the end
result of the proposed Institute’s activities would constitute incentive measures then an incentive measures
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legal base could be used to set the Institute up. While the Government does not accept either that an incentive
measures legal base should be used to establish an agency, or that in this case the proposed activities of the
Institute constitute incentive measures, the above points add up to a respectable opposing view on the principle
of an incentive measures legal base being used to set up an agency. I set out in previous correspondence the
arguments which could be made to categorise the activities of the Gender Institute as incentive measures. The
judgment of the ECJ in ENISA will probably bring some measure of clarification.

Therefore, while our view is that Article 13(1) EC is the most appropriate legal base for the Gender Institute,
we accept that there is a respectable argument in favour of Articles 13(2) and 141(3) EC instead. The same
general arguments can be applied in respect of the European Monitoring Centre for Drugs and Drug
Addiction (EMCDDA) and its proposed incentive measures legal base of Article 152.4(c). We understand that
the Department of Health will be responding to you on this issue. We do not believe that there is any significant
diVerence between the two Departments in the legal approach to identifying the most appropriate legal base.

In response to the second point raised in your letter of 1 December, we have considered carefully whether the
addition of Article 13(1) EC as a legal base, in addition to Articles 13(2) and 141(3) EC, is appropriate. Our
conclusion, having taken advice from Cabinet OYce Legal Advisers, is that Article 13(2) EC does not depend
upon Article 13(1) EC in order to have eVect as a legal base. If a proposal satisfies the requirements of Article
13(2) EC in terms of subject matter then no reference to Article 13(l) EC is required. If the contrary had been
intended then it would not have been necessary to include a new paragraph (2) to Article 13 EC with a separate
voting rule and legislative procedure and introductory words explaining that the paragraph operated
independently of paragraph (1) in the case of proposals which met particular conditions. A similar position
can be seen with the relationship between Articles 94 and 95(1) EC.

I would also like to take this opportunity to provide you with the proposed breakdown of costs which you
requested at the Committee’s meeting on 24 November. The original proposal outlines that the annual budget
for 2007 is envisaged to be about 4.5 million euros, rising to 8.5 million euros by 2013 once the institute has
reached its full complement of 30 staV.

Below are the proposed costs, broken down into three categories for the next five years: staV (salaries, rent,
IT etc), administration (Management Board, visits, and other meetings, interpreting and translation plus other
admin costs) and operations (research and publications).

Year 1
StaV (10) ƒ1.080m
Admin ƒ1.23m
Operations $2.19m

Year 2
StaV (17.5) ƒ1.925m
Admin ƒ1m
Operations ƒ3.5m

Year 3
StaV (23) ƒ2.576m
Admin ƒ0.999m
Operations ƒ3.625m

Year 4
StaV (25) ƒ2.875m
Admin ƒ1m
Operations ƒ3.625m

Year 5
StaV (27) ƒ3.159m
Admin ƒ1m
Operations ƒ3.741m

These figures support the original Commission proposal and will change according to the final shape and
function of the Institute, and the Financial Perspective as concluded. The annual amounts are purely
indicative.

3 January 2006
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EUROPEAN MEDICINES AGENCY (7798/05)

Letter from the Chairman to Rt Hon Jane Kennedy MP, Minister of State, Department of Health

Your Explanatory Memorandum (EM) dated 20 May was considered by Sub-Committee G on 29 June.

We are holding this proposal under scrutiny pending production of the partial Regulatory Impact Assessment
promised in your EM, at which time it will be examined in greater detail.

We are sorry to see, however, that the Commission has so far only been able to produce a very rough estimate
of the likely eVect of the proposed increase and trust that they will be able to produce a more precise analysis
before a decision is needed on the proposal.

We are also sorry that your EM does no more than summarise the Commission’s proposals, without taking
a view on whether they are considered to be reasonable and giving us no background information on the work
of the EMEA. We need to know what it is supposed to do and whether the Government and those in the UK
who regularly use its services consider it to be a worthwhile organisation, providing a useful and eYcient
service and good value for money. We would be glad if all these points could be covered when you submit the
partial Regulatory Impact Assessment.

4 July 2005

Letter from Rt Hon Jane Kennedy MP to the Chairman

I am writing further to your letter of 4 July 2005.

You asked for some additional information in relation to the proposal for a Council regulation on fees payable
to the European Medicines Agency (EMEA).

The European Medicines Agency (EMEA) is a decentralised body of the European Union with headquarters
in London. Its main responsibility is the protection and promotion of public and animal health, through the
evaluation and supervision of medicines for human and veterinary use. The EMEA coordinates the evaluation
and supervision of medicinal products throughout the European Union. The Agency brings together the
scientific resources of the 25 EU Member States in a network of 42 national competent authorities. It
cooperates closely with international partners, reinforcing the EU contribution to global harmonisation.

The EMEA is headed by the Executive Director and had a secretariat of about 360 staV members in 2004. The
Management Board is the supervisory body of the EMEA, responsible, in particular, for budgetary matters.
Moreover, the EMEA began its activities in 1995, when the European system for authorising medicinal
products was introduced, providing for a centralised and a mutual recognition procedure. The EMEA has a
role in both, but is primarily involved in the centralised procedure. Where the centralised procedure is used,
companies submit one single marketing authorisation application to the EMEA. A single evaluation is carried
out through the Committee for Medicinal Products for Human Use (CHMP) or Committee for Medicinal
Products for Veterinary Use (CVMP). If the relevant Committee concludes that quality, safety and eYcacy of
the medicinal product is suYciently proven, it adopts a positive opinion. This is sent to the Commission to be
transformed into a single market authorisation valid for the whole of the European Union.

In 2001, the Committee on Orphan Medicinal Products (COMP) was established, charged with reviewing
designation applications from persons or companies who intend to develop medicines for rare diseases (so-
called “orphan drugs”). The Committee on. Herbal Medicinal Products (HMPC) was established in 2004 and
provides scientific opinions on traditional herbal medicines. A network of some 3,500 European experts
underpins the scientific work of the EMEA and its committees.

The UK Government considers the regulation, and the fees proposed by it, reasonable for a number of
reasons. These include:

— We recognise that the EMEA plays an increasingly important role in EU medicines regulation.

— The UK was a key player throughout the EU review of the pharmaceutical legislation negotiations
and we recognise that new tasks and responsibilities have been conferred to the European Medicines
Agency (EMEA).

— In the context of the “new” EU pharmaceutical legislation new tasks and responsibilities have been
assigned to the European Medicines Agency (EMEA). It is acknowledged that the current fee
scheme, as laid down in Council Regulation (EC) No 297/95 on fees payable to the EMEA, takes
into account neither the new tasks of the Agency, nor the modifications of existing tasks, introduced
by the revised legislation. We therefore believe it is therefore necessary to amend it.
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— We support the proposal put forward by the Commission. We welcome the recognition that the
eVort required for licensing is not the same for all products, and that the draft regulation will
introduce proportionality to the fees reflecting this.

The MHRA and VMD have regular and direct dealings with the EMEA and consider the organisation to be
a worthwhile organisation, which provides a useful and eYcient service and good value for money. The
MHRA is entitled to a portion of any annual fees (for pharmacovigilance activity) charged by the EMEA, the
MHRA stands to benefit from the proposed increases. Based on the assumption that the EMEA increases the
fee it pays to the MHRA by a corresponding 10 per cent, we estimate that the MHRA could benefit to the
extent of an additional ƒ50,000 per annum and the VMD by some ƒ4,000, as a result of the proposed annual
fee increase.

Good progress has been made on this proposal during a series of Working Group meetings, which took place
from April 2005 onwards to discuss this proposal. The UK, in common with most Member States, wishes to
see this getting agreement as soon as possible. We have also consulted with the industry who support this
proposal. A Full, rather than a partial, Final Regulatory Impact Assessment (RIA) accompanies this covering
letter since there are no further foreseeable changes in relation to the ground the RIA covers or in relation to
the proposed fees.

13 July 2005

FULL FINAL REGULATORY IMPACT ASSESSMENT

1. Title of Proposal

Proposal for a Council Regulation amending Regulation (EC) No 297/05 on fees payable to the European
Medicines Agency and Commission StaV Working Paper on Impact Assessment.

2. Purpose and Intended Effect of Measure

(i) The objective

In the context of the “new” EU pharmaceutical legislation new tasks and responsibilities have been assigned
to the European Medicines Agency (EMEA). It is therefore necessary to amend the current legal framework
on the fees payable to the EMEA in order to appropriately cover the costs incurred by the EMEA. Three major
objectives have been pursued by the Commission in its proposal which are in line with the three strategic goals
of the Community framework: (a) to adapt the existing fee scheme to the revised pharmaceutical legislation,
(b) to ensure proportionality between the amount of the fees and the nature of the service actually provided
by the Agency and (c) to alleviate the financial pressure put on applicants, without undermining the Agency’s
ability to perform its tasks.

(ii) The background

The pharmaceutical legislation has recently been revised. In this context, Regulation (EC) No 726/2004 of the
European Parliament and of the Council of 31 March 2004 laying down Community procedures for the
authorisation, supervision and surveillance of medicinal products for human and veterinary use and
establishing a European Medicines Agency (EMEA) has been adopted by the Council and the European
Parliament. It repeals Regulation (EEC) No 2309/93/EC.

As laid down in Article 67(3) of the Regulation, the Agency’s revenue shall consist of a contribution from the
Community and fees paid by undertakings for obtaining and maintaining Community marketing
authorisations and for other services provided by the Agency. It is acknowledged that the current fee scheme,
as laid down in Council Regulation (EC) No 297/95 on fees payable to the EMEA, does neither take into
account the new tasks of the Agency, nor the modifications of existing tasks introduced by the revised
legislation. It is therefore necessary to amend it.

(iii) The proposal

The proposal elucidates the new tasks and responsibilities conferred to the European Medicines Agency, in
the context of the recently revised EU pharmaceutical legislation. Since already existing tasks have also been
revised, it is therefore necessary to amend the current legal framework on the fees payable to the EMEA, as
laid down in Council Regulation (EC) No 297/95, so as to reflect these modifications. Without such a revision,
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the existing fee scheme would not be adequate to properly cover the costs incurred by the EMEA in the context
of the “new” pharmaceutical legislation.

Some of the provisions will carry a cost for the industry, ie applicants requesting the scientific services of the
EMEA, and the Agency itself, whose revenues are directly dependent on the fees amounts. The proposal’s core
suggestion is to increase the annual fee, both in the human and veterinary sectors, by 10 per cent. The general
structure of the fees and the underlying principles has not been changed. Given the increase that was already
applied in March 2003, most of the fees have been kept to the same level, or slightly reduced. In view of the
experience gained since 1995, it is appropriate to maintain the general principles and overall structure of the
fees, as well as the main operational and procedural provisions established by Regulation (EC) No 297/95; in
particular, the calculation of the level of fees charged by the Agency should be based on the principle of the
service actually provided and should be related to specific medicinal products. The key suggestions contained
in the proposal are:

1. Annual fee

While it is required by law that activities relating to pharmacovigilance and to market surveillance shall receive
ample public funding commensurate with the tasks conferred, such funding alone may not be suYcient to fully
cover administrative costs eg maintaining up-to-date marketing authorisation dossiers and the various
databases. Costs related to post-authorisation activities are, at present, not appropriately covered. If no action
is taken, this discrepancy could increase with the entering into force of the revised legislation and the new
responsibilities of the Agency. The EMEA’s financial stability is aVected by its reliance on initial fees linked
to new applications. For these reasons, it is hence proposed to increase the annual fee, both in the human and
veterinary sectors, by 10 per cent.

2. Medicinal products for human use

Most of the fees for services related to medicinal products for human use have not been changed and kept to
the same level. Specifically, it is suggested (a) to reduce the fee for generic medicinal products, in order to better
reflect the actual cost of the evaluation of the marketing authorisation application, (b) to harmonise extension
fees, Type II variation fees, and fees associated with the submission of additional presentations of a given
medicinal product and (c) to reduce the fee for Type IA variations, so as to better reflect the administrative
nature of the service provided.

3. Veterinary medicinal products

It is proposed to keep all fees related to veterinary medicinal products to the same level, apart from the annual
fee as mentioned above, and the fee for Type IA variations, which has been reduced for the reason outlined
above.

4. Scientific services

New types of fees have been defined for a wide range of scientific services provided by the EMEA. Based on
previous knowledge gained by the EMEA on these services they can lead to the mobilisation of significant
scientific, administrative and financial resources. These services refer to:

— Opinions on traditional herbal medicinal products;

— Assessment of applications for medicinal products intended exclusively for markets outside the
Community, in the context of cooperation with the World Health Organisation.

— Consultation of the Committees on ancillary substances, including blood derivatives, incorporated
in medical devices;

— Evaluation and certification of plasma master files and vaccine antigen master files.

5. Other provisions

Considerable flexibility has been given to the Management Board and the Executive Director of the EMEA
for the practical implementation of this Regulation. In particular, the option to draw-up detailed lists of
reduced fees for certain services, under well-defined conditions, has been extended to other fee categories.
Specifically:
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— A specific fee has been defined for similar biological medicinal products. The calculation of the fee
is based on the complex nature of these medicines, the expected costs for the dossier evaluation, and
the particular status of this emerging and fast-growing market.

— The time period within which fees shall be payable has been extended from 30 to 45 days.

— A special deferral rule has been proposed for applications concerning medicines to be used in human
pandemic situations (such as pandemic influenza vaccines).

— An indexation clause has been introduced, in order to adapt the fees to inflation variations.

3. Options

(i) Continue to rely on existing arrangements. The current situation demonstrates that the current fee scheme
does neither take into account the new tasks of the Agency, nor the modifications of existing tasks introduced
by the revised legislation. If the fees remain at the same level they may not be suYcient to fully cover other
post-authorisation administrative costs, eg maintaining up-to-date marketing authorisation dossiers and the
various databases managed by the Agency. Moreover, public funding would not be suYcient to reduce the
Agency’s financial dependence on new applications. To do nothing would risk incurring infraction
proceedings from the European Commission.

(ii) Introduce the Commission’s proposal. The EMEA’s revenue is made up from a contribution from the
Community and fees, paid by undertakings for obtaining and maintaining Community marketing
authorisations and for other services provided by the EMEA. Within this structure, the main policy options,
which are not mutually exclusive, are: (a) to increase/decrease the levels of existing fees, (b) to create new
categories of fees, and (c) to extend/reduce the flexibility conferred to the Management Board and to the
Executive Director of the EMEA to adapt certain fees, under certain conditions, to the particular situation of
the application and the related product. This is especially relevant for innovative medicines, which constitute
the “core business” of the Agency, and which often require special risk management strategies as well as tailor-
made pharmacovigilance programmes. Such costs are not adequately covered by the corresponding fees, like
the annual fee. In addition, the Agency’s revenues heavily depend on the payment of initial fees related to new
applications.

Despite the introduction of the annual fee in 1998, such dependence is still significant, and may hamper the
EMEA’s capability to perform long-term, multi-annual tasks, by aVecting its financial stability. We are
looking carefully at the proposed provisions to ensure that the modifications are adequate to allow the EMEA
to perform their duties and can operate eVectively following the EU enlargement and the recently revised
pharmaceutical legislation.

4. Costs and Benefits
(i) Sectors and groups affected

The two main parties aVected are (i) the industry, ie applicants requesting the scientific services of the EMEA,
and (ii) the Agency itself, whose revenues are directly dependent on the fees amounts.

(ii) Analysis of costs and benefits

— Option 1: Continue to rely on existing arrangements

Under this Option the current fee structure is highly likely to create administrative financial and scientific
delays and experience to date shows that this will not result in any significant health benefits but may hamper
the EMEA’s capability to perform long-term, multi-annual tasks, by aVecting its financial stability. Table 1
and 2 show the current fee structure for both veterinary and for human use medicinal products. Based on the
above assumptions there is no evidence that there is any clear benefit to neither the EMEA nor the industry
if the fees remain unchanged.

Table 1

CURRENT EMEA FEES STRUCTURE (MEDICINAL PRODUCTS FOR HUMAN USE)

Human Current(ƒ)

Full fee base 232,000
addit strength/form 23,200
addit presentation 5,800
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Human Current(ƒ)

Reduced fee base 116,000
addit strength/form 23,200
addit presentation 5,800

Extension fee new strength/form etc 58,000
new presentation 11,600

Type I variation 5,800

Type II variation 69,600
Renewal 11,600
Inspection 17,400
Transfer 5,800
Annual fee 75,600
Referral 58,000

Scientific advice 69,600
Scientific services 232,000
Administrative services 5,800

Table 2

CURRENT EMEA FEES STRUCTURE (VETERINARY MEDICINAL PRODUCTS)

Veterinary Current(ƒ)

Full fee base 116,000
addit strength/form 11,600
addit presentation 5,800

Full fee vaccines vaccines 58,000
addit strength/form/pres 5,800

Reduced fee base 58,000
addit strength/form 11,600
addit presentation 5,800

Reduced fee vaccines vaccines 29,000
addit strength/form/pres 5,800

Extension fee new strength/form etc 29,000
new presentation 5,800
vaccines 5,800

Type I variation 5,800
Type II variation 34,800

vaccines 5,800
Renewal 5,800
Inspection 17,400
Transfer 5,800
Annual fee 25,200
Referral 34,800
MRL fee base 58,000

amend/extend existing MRL 17,400
clinical trials 17,400

Scientific Advice 34,800
Scientific services 116,000
Administrative services 5,800

— Option 2: Introduce the Commission’s Proposal

Option 2 would introduce new costs for industry but it will ensure that the EMEA can operate eVectively.
As mentioned above within this framework, there are three main Commission policy options, which are
not mutually exclusive. The fees proposed are maximum amounts, rather than absolute. Tables 3 and 4
summarise the abovementioned suggestions. The majority of the fees except the ones described in Table
3 and 4 stay at the same level. Furthermore, the industry and Member States including the UK welcomed
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the proposal to extend/reduce the flexibility conferred to the Management Board and to the Executive
Director of the EMEA to adapt certain fees, under certain conditions, to the particular situation of the
application and the related product. The use of graduated fees better reflects the actual level of scientific
input and service provided therefore in the light of the abovementioned principle of proportionality, such
flexibility could be further extended to other types of fees. This cannot be numerically explained here due
to its nature.

Table 3

INCREASE/DECREASE OF THE LEVELS OF EXISTING FEES

Current(ƒ) Proposal(ƒ) Dif

Human
Reduced fee base 116,000 generic 90,000 "22%

addit strength/form 23,200 9,000 "61%

Extension fee new strength/form etc 58,000 max 69,600 20%
new presentation 11,600 5,800 "50%

Type I variation 5,800 IA 2,500 "57%
Annual fee 75,600 max 83,200 10%

Veterinary
Type I variation 5,800 IA 2,500 "57%

Annual fee 25,200 max 27,700 10%

The EMEA’s financial stability is aVected by its reliance on initial fees linked to new applications.
For these reasons, it is hence proposed to increase the annual fee, both in the human and veterinary sectors,
by 10 per cent.

Table 4

CREATION OF NEW CATEGORIES OF FEES

Current(ƒ) Proposal(ƒ) Dif

Human
Bio-similar 150,000 NEW

Scientific services max 232,000 NEW

Veterinary
Bio-similar 98,000 NEW

Scientific services max 116,000 NEW

It should be noted that the proposed level of the annual fee (83,200 Euros for medicinal products for human
use, 27,700 Euros for veterinary medicinal products) is relatively low compared to the typical annual turnover
for a medicinal product authorised through the centralised procedure. In addition, this level is a maximum:
as specified in the proposal, a reduced annual fee will apply for certain types of medicinal products. As a result,
it can be expected that the impact of this fee increase will be moderate.

Financial Impact

For the fees where changes are introduced, the numbers of corresponding applications have been estimated,
in collaboration with the EMEA, for the 2006–10 time period. This enables a forecast of the financial impact
of the fees changes over that period, and comparison with the Agency’s total revenues forecast, as provided
by the EMEA. The relative impact of the total EMEA Revenues from fees for both veterinary and for human
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use medicinal products between 2004 and 2010 is estimated to be around 11.4 per cent and relative impact of
the total EMEA Revenues from fees and community contribution is approximately 15.8 per cent. Please see
table 5 below.

Table 5

TOTAL IMPACT OF THE FEES CHANGES FROM 2004 TO 2010

Current Proposal 2004–06 2007 2008 2009 2010

Human
Reduced fee generic 116,000 90,000 financial financial financial financial financial

impact impact impact impact impact
biosimilar — 150,000 "78,000 "156,000 "208,000 "260,000 "312,000

addit strength/ 23,200 9,000 450,000 750,000 900,000 900,000 1,050,000
form

0 "14,200 "14,200 "28,400 "42,600
Extension fee new strength/ 58,000 69,600

form etc
new presentation 11,600 5,800 116,000 139,200 162,400 197,200 220,400

Type I variation Type IA 5,800 2,500 "29,000 "34,800 "40,600 "46,400 "52,200
Annual fee 75,600 83,200 "1,089,000 "1,171,500 "1,254,000 "1,353,000 "1,485,000
Scientific services Maximum — 232,000 2,006,400 2,128,000 2,333,200 2,546,000 2,736,000

VAMF/PMF — 30,000
Other — 150,000 450,000 600,000 540,000 600,000 570,000

45,0000 750,000 750,000 1,050,000 1,200,000

Veterinary
Reduced fee biosimilar — 98,000
Type I variation Type IA 5,800 2,500 0 0 0 98,000 98,000
Annual fee 25,200 27,700 "115,500 "132,000 "151,800 "165,000 "191,400
Scientific services — 116,000 105,000 117,500 132,500 142,500 155,000

Total Impact 2,265,900 2,976,200 3,149,500 3,680,900 3,946,200
Total EMEA Revenues from fees 80,397,000 90,416,000 99,518,000 110,780,000 121,455,000
Relative Impact (%) 2.8% 3.3% 3.2% 3.3% 3.2%
Total EMEA Revenue 117,615,000 128,567,000 138,446,000 149,493,000 161,145,000
(fees!Community contribution)
Relative Impact (%) 1.9% 2.3% 2.3% 2.5% 2.4%

Benefits for industry

One of the two main parties aVected is the industry, since they are the applicants requesting the scientific
services of the EMEA therefore these amendments and modifications should have a positive impact on the
services they receive by the EMEA.

In the context of the new legislation and the enlargement of the EU these amendments and modifications will
ensure that both multinational companies and small and medium sized companies have access to timely and
professional services without delays and discrepancies.

5. Business Sectors Affected

All sectors of the pharmaceutical industry will be aVected, including the innovative and generics sectors.

6. Costs

Costs to the EMEA

In the context of the “new” EU pharmaceutical legislation It is necessary to amend the current legal
framework on the fees payable to the EMEA in order to appropriately cover the costs incurred by the EMEA.
It seems necessary to reduce the Agency’s dependence on fees related to new applications therefore the annual
fee should be increased by 10 per cent to accommodate those changes. The overall impact on revenues has
been calculated for 2005–10 and indicates a rough increase of the gross revenues of the Agency from two to
four million euro per year which will assist the Agency to cope with the new demands of the new
pharmaceutical legislation.
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Costs to the pharmaceutical industry

The fees payable to the EMEA mainly derive from payments made to the EMEA for the processing of
applications and other similar duties from the pharmaceutical industry. The EMEA’s dependence on the
annual fees, despite the introduction of the annual fee in 1998, is still significant, and may hinder the EMEA’s
capability to perform long-term, multi-annual tasks, by aVecting its financial stability. Based on estimates for
year 2004 the forecast shows that the overall impact of the fees changes represent:

— 2.8 to 3.3 per cent of the Agency’s annual revenues come from industry fees;

— 1.9 to 2.5 per cent of the Agency’s total annual revenues (fees ! Community contribution).

Given that the error margin for the revenues forecasts is about 5–10 per cent, and that the calculation does
not take into account inflation, which at present is around 2.1 per cent in the EU, the overall impact of the
fees changes, compared to the Agency’s total revenues, is relatively moderate (less than 2.5 per cent). The
overall impact on revenues has been calculated for 2005–10 and indicates a rough increase of the gross
revenues of the Agency from two to four million euro per year, which will be mainly deriving from the
pharmaceutical industry.

Costs to the generics sector

In the field of generics and similar biological medicinal products, there has been a substantial decrease of the
fee for a generic marketing authorisation application from ƒ116,000 to ƒ90,000 ("22 per cent).

7. Equity and Fairness

The proposal will provide reassurance that the EMEA will have the necessary capability to perform long-term,
multi-annual tasks, which will ensure its financial stability. Medicines used in adults and animals will be
authorised within the necessary timeframe and will continue to be safe, eVective and of high quality by laying
down specific requirements to:

— Protecting public health across the Community;

— Maintaining a reliable and independent source of scientific advice and information on medicinal
products;

— Supporting the achievement of the internal market for the pharmaceutical sector.

This will address an imbalance, which could be caused if the fees remain at the same level. In addition,
introducing an amendment to the current EMEA fees will ensure fairness for companies by ensuring that the
standards and procedures applied in the UK are the same as in the rest of the Community.

8. Consultation with Small Business: The Small Firms’ Impact Test

We have consulted with the pharmaceutical industry, including with small businesses. The situation of small
and medium-sized enterprises (SMEs) has been considered separately, outside the scope of the present
proposal because the SMEs may be more easily aVected by these fees changes than bigger pharmaceutical
companies. In that respect, Article 70(2) of Regulation (EC) No 726/2004 foresees that provisions shall be
adopted by the Commission, establishing the circumstances in which SMEs may pay reduced fees, defer
payment of the fee, or receive administrative assistance. A joint (human and veterinary) Standing Committee
took place on 27 June which discussed this matter together with three other items. Overall, there was a vote—
247 (human sector) 281 (vet sector) in favour of adopting the regulation.

9. Enforcement and Sanctions

All aspects of the regulation will be operated primarily by the EMEA.

10. Monitoring and Review

It is anticipated that within five years of the entry into force of the Regulation, the Commission will present
a report on its implementation. Future reviews will be based on an evaluation of the Agency’s costs and on
the basis of the related costs of the services provided for by the Member States, and calculated in accordance
with generally accepted international costing methods. In addition, the Agency will provide annually an
extensive analysis of the application of this Regulation, through its Annual Report.
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11. Consultation

(i) Within government

The Department of Health is leading in negotiations on the proposal. The UK Government supports the
objectives of the Commission’s proposal, and would like to see it getting agreement as soon as possible. The
Department for Environment, Food and Rural AVairs, the Department of Trade and Industry, MHRA and
the devolved administrations all have an interest in the proposal and we have worked together to develop the
UK’s negotiating strategy. Specifically, on the assumption that the EMEA increases the fee it pays to the
MHRA by a corresponding 10 per cent, we estimate that the MHRA could benefit to the extent of an
additional ƒ50,000 per annum and the VMD by ƒ4,000, as a result of the proposed annual fee increase.

(ii) Public consultation

We have consulted the relevant interested parties, in particular the pharmaceutical industry. The industry
supports the development of the EMEA and the means necessary to ensure improvement and eYciency in the
Agency’s activities. Industry recognises that a one oV adjustment in fees may be necessary at this time point
to ensure that the EMEA can operate eVectively following EU enlargement and can undertake the new tasks
set out in regulation (EC) No 726/2004.

In addition, in July 2004, the Commission launched an external consultation on its draft proposal, and
received contributions from industry associations, regulators, and individual companies. The vast majority of
respondents welcomed the proposal, in particular, the principle of proportionality between the fees, the
corresponding services, and the related costs, was strongly emphasised.

12. Implementation

The European Parliament (EP) would vote on its opinion on the Regulation at its mini-plenary in Brussels on
13 October. The regulation will apply from 20 November 2005. This Regulation will be binding in its entirety
and directly applicable in all Member States.

13. Summary and Recommendation

Summary of costs and benefits

The estimates set out in this document are EU estimates produced by the Commission. It is not possible to
analyse or gauge the impact of the proposal for the UK as this is an EMEA matter. In order to compare costs
and benefits we compared the current fees with the proposed. In the context of the “new” EU pharmaceutical
legislation new tasks and responsibilities have been assigned to the EMEA therefore we believe the proposed
fees are justfiable in order to appropriately cover the costs incurred by the EMEA.

The benefits of the proposed fees would protect public health across the Community, maintain a reliable and
independent source of scientific advice and information on medicinal products and support the achievement
of the internal market for the pharmaceutical sector.

Table 6

SUMMARY OF TOTAL IMPACT OF THE EMEA FEES

2004–06 2007 2008 2009 2010

Total Impact 2,265,900 2,976,200 3,149,500 3,680,900 3,946,200

Total EMEA Revenues from fees 80,397,000 90,416,000 99,518,000 110,780,000 121,455,000

Relative Impact (%) 2.8% 3.3% 3.2% 3.3% 3.2%

Total EMEA Revenue (fees! 11,761,500 128,567,000 138,446,000 149,493,000 161,145,000
Community contribution) 0

Relative Impact (%) 1.9% 2.3% 2.3% 2.5% 2.4%

(i) We recognise that the EMEA plays an increasingly important role in the EU medicines regulation
and that since this has recently been revised and in this context, new tasks and responsibilities have
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been conferred to the European Medicines Agency (EMEA) so we therefore recommend that these
changes are encompassed. In common with other Member States we support the proposal put
forward by the Commission and we would like to see it getting agreement as soon as possible. We
also welcome the recognition that the eVort required for licensing all products is not the same, and
introducing proportionality to the fees will now reflect this.

(ii) The costs and the benefits cannot be attributed to individual Member States. For example, the
EMEA costs will be borne by the European pharmaceutical companies and, though ultimately may
impact on the UK, the UK share cannot be readily estimated. Also, costs and benefits to the industry
are also diYcult to attribute to Member States as these will be borne by multi-national companies,
and we have little idea of what the UK share would be. For this reason, the table above focuses on
costs and benefits at the EU level.

14. Declaration

I have read the regulatory impact assessment and I am satisfied that the benefits justify the costs.

Janet Kennedy,
Minister of State
Department of Health

13 July 2005

Letter from the Chairman to Rt Hon Jane Kennedy MP

Thank you for your letter dated 13 July which was considered by Sub-Committee G on 20 July.

We are grateful to you for providing the helpful background information about the EMEA which was lacking
in your previous EM. We note that the Government, UK agencies and British industry all value the work of
the EMEA and that the Government believes the proposal to be reasonable. We are also grateful for the very
thorough analysis in your full RIA, the conclusions of which appear to be generally positive.

We also note that the Government and other Member States are keen to secure agreement on the proposal as
soon as possible and we are willing to release it from scrutiny. Please let us know if the proposal is approved
by the Council.

21 July 2005

EUROPEAN QUALIFICATIONS FRAMEWORK FOR LIFE-LONG LEARNING (11189/05)

Letter from the Chairman to Bill Rammell MP, Minister for Life-long Learning, Further and Higher
Education, Department for Education and Skills

Your Explanatory Memorandum dated 4 October was considered by Sub-Committee G on 3 November.

We acknowledge the potential significance of this initiative, which is very relevant to many of the issues which
were examined in our Inquiry Report on the Proposed EU Integrated Action Programme for Life-long
Learning.

We therefore propose to retain the document under scrutiny and would be grateful if you could send us a copy
of the Government’s response to the Commission’s consultation as soon as it is available.

4 November 2005

EUROPEAN QUALITY CHARTER FOR MOBILITY (12639/05)

Letter from the Chairman to Bill Rammell MP, Minister for Life-long Learning, Further and Higher
Education, Department for Education and Skills

Your Explanatory Memorandum dated 11 October was considered by Sub-Committee G on 3 November.

We regard this as a potentially valuable initiative, especially as the removal of barriers to mobility in education
and training is very much in-line with the Conclusions and Recommendations of our Inquiry Report on the
Proposed EU Integrated Action Programme for Life-long Learning. We agree that this could make a positive
contribution to Lisbon and Barcelona objectives.
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Although we support the voluntary approach proposed, we believe that the Charter guidelines will need to be
clearly understandable, realistic and flexible if they are to gain the necessary wide acceptance. We agree with
you that they should not create expectations that might impose inappropriate burdens or duplicate existing
arrangements, and that unnecessary and potentially counter-productive bureaucracy should be avoided.
Common sense and, as you say, a light touch will certainly be needed.

We also note your particular concern that the proposed guidelines about linguistic preparations and support,
although inherently reasonable, do not apparently fall within the scope of Articles 149 and 150 Treaty. We
would be glad to know what you propose to do about that.

Similarly, we note your concerns over the risk of creating expectations of favourable entitlements to residence
or work permits or social security benefits and that the relevant guideline is also not covered by Articles 149
and 150.

We also agree with you that this exercise must not become over-prescriptive. We see some risk that this might
happen through the adoption of the Recommendations, as envisaged by the Commission, which could erode
the voluntary basis of the Charter and lead to a creeping extension of the Commission’s powers. We would
welcome your views on that possibility and ask you to bear it in mind as negotiations on the text proceed.

We were also rather surprised that the Commission should have developed these proposals through an expert
Working Group, without apparently consulting more widely, and wonder whether you are content with that.

We are glad that the Department has consulted with the Devolved Administrations, other Government
Departments and relevant expert bodies, and will be carrying out more consultations through the DIES
stakeholder group. We hope those consultations will contribute positively to the Working Group examination
being carried out under the UK Presidency and look forward to a further progress report well before Council
decisions are needed.

In the meantime, we will continue to hold the document under scrutiny.

4 November 2005

EUROPEAN SCHOOLS SYSTEM (6603/05)

Letter from Bill Rammell MP, Minister of State for Life-long Learning, Further and Higher Education,
Department for Education and Skills

On 8 March 2005 the Department for Education and Skills (DfES) submitted an Explanatory Memorandum
(EM) (6603/05) covering a communication from the European Commission to the Council and the European
Parliament about a Consultation on Options for Developing the European Schools System. The EM was
cleared by the European Scrutiny Committee in the House of Lords but not by the House of Commons, who
asked to see a copy of the UK’s response to the communication. This is now enclosed (not printed).

In summary, the Department is generally in favour of the European Commission’s proposals, the most
significant of which are:

— reducing the role of the international governing body by devolving decision-making to schools;

— achieving a more equitable distribution of costs among Member States;

— widening the curriculum as far as is reasonably possible to provide teaching in more technical and
vocational subjects and making more provision for SEN and learning support; and

— by implication, the establishment of the European Schools as an EU institution to be funded via the
EU budget with the abolition of the direct budget contribution made at present by member states.

7 September 2005

EUROPEAN YEAR OF EQUAL OPPORTUNITIES FOR ALL 2007—TOWARDS A JUST SOCIETY
(9883/05)

Letter from the Chairman to Meg Munn MP, Parliamentary Under-Secretary for Women and Equality,
Department of Trade and Industry

Thank you for your Explanatory Memorandum (EM) dated 29 June 2005 which was considered by Sub-
Committee G on 20 July.

We have decided to hold the document under scrutiny because the Government’s view of this interesting and
potentially important proposal is not suYciently clear from your EM.
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It would help us to give the proposal the careful consideration it deserves if the Government’s view could be
more fully explained. In particular, we would be grateful if the explanation could include answers to the
following questions:

— Does the Government consider that the Commission’s proposal to make 2007 the Year of Equal
Opportunities will achieve the Commission’s stated objectives and add value?

— What analysis has been made of the lasting success of similar previous initiatives such as the 1997
Year Against Racism and the 2003 Year of People with Disabilities?

— How much does the Government estimate the UK human resource and funding implications of this
proposal will be in both 2006 and 2007?

— How much of the estimated cost is the Government willing to fund and what other sources of UK
funding would be expected to contribute?

— How are the proposals expected to be put into practice in the UK and which Department or agency
would have overall responsibility for co-ordinating and implementing action?

— Which specific issues of competence does the Government wish to ensure are discussed fully in the
Council Working Groups?

— What timescale for Council decision is envisaged?

We look forward to receiving your reply and trust that you will keep us informed of the progress of
negotiations.

21 July 2005

Letter from Megg Munn MP to the Chairman

Thank you for your letter of 21 July on the Proposal for a Decision on the European Year of Equal
Opportunities (2007).

I believe the United Kingdom should support this Proposal, for a number of reasons: it is an example we wish
to encourage of the European Commission tackling all equality strands together, including gender; it supports
the UK position that awareness raising and sharing good practice is useful and a better alternative to more
European legislation; we are seen as good exemplars ourselves in this area; and the European Year would be a
significant success for the UK Presidency serving to highlight UK initiatives towards equality of opportunity.

In the UK Government’s response to the European Commission’s Green Paper on Equality and non-
discrimination in an enlarged Europe in 2004, the Government welcomed the opportunity, provided by the
enlargement of the European Union, to learn about other initiatives to combat discrimination that are being
used in the new Member States, and for networking between groups. We also highlighted the lack of
information about rights and obligations under anti-discrimination legislation as one of the main obstacles to
eVective implementation of European legislation as well as a priority for EU funding. We are satisfied that the
Commission’s proposal for the Year will aim to tackle this. We welcome therefore the Communication on
Non-Discrimination and Equal Opportunities for All which recognises that evaluation of the existing
legislation is needed before further legislation based on Article 13 is considered.

The Year encourages Member States to tackle multiple discrimination. This is important; those who are
disadvantaged in society are often discriminated against in more than one way. For example, research has
shown that disabled women are more likely to be disadvantaged both by comparison with other women and
with disabled men.

Previous Years, including the 1997 Year against Racism and the 2003 Year of People with Disabilities, have
been evaluated and the reports are on the Employment; Social AVairs and Equal Opportunities website:
(http)://europa.eu.int/comm/employment–social/evaluation/inclusive–en.html)

The European Commission’s ex-ante evaluation and impact assessment for the Year of Equal Opportunities
concludes that European Years have proven to be an eYcient instrument in putting issues at the top of the EU
agenda and in ensuring political commitment from the various EU actors, such as EU institutions, Member
States, regional and local bodies, social partners and civil society. The evaluations conclude that European
Years have laid important groundwork for sustainable change, whether legal or policy commitments (for
example, the Disability Action Plan and Resolutions adopted by the EU Council and Parliament) or the
creation of networks such as the establishment of the European Network against Racism.

An independent evaluation of the UK’s programme of activities to support the European Year of Disabled
People (EYDP) was commissioned in Autumn 2002. The evaluation found that the EYDP in the UK was run
eYciently and well, that the projects had a real impact in involving organisations that had not previously
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accessed national funding, and that disabled people were actively involved in all aspects of the planning and
implementation of the EYDP.

In terms of the costs for funding of the Year of Equal Opportunities, the European Commission has not
revealed the precise details of how they intend to allocate the budget amongst each Member State, as this is
reliant on the Financial Perspectives for 2007–13 being agreed. The Commission will produce operational
guidelines in early 2006 which will specify the exact amount that each Member State will receive. However, as
outlined in the proposal the cost to the Commission of the Year, at EU and national level, is likely to be 13.6
EUR million, paying up to 80 per cent of EU wide activity and up to 50 per cent of Member State level activity
(which will be divided pro rata to population size).

The UK Government expects that there will be some financial implications for the Year both in human
resources and in funding, but with the launch of the UK Commission for Equality and Human Rights (CEHR)
the Year provides an ideal opportunity to showcase the way in which we have brought the strands of equality
together alongside human rights. Our preparations for the Year are at a very early stage, as they are reliant
on the outcome of EU discussions. Therefore we cannot yet estimate the exact resource implications.

The Government will be looking at all Article 13 discrimination strands and has supported the Commission’s
proposal that they should be treated equally. It is envisaged that the DTI will lead the implementation but a
number of other departments and the devolved administrations will be heavily involved.

Negotiations on these proposals began in early July under the UK Presidency. As President we are seeking a
consensus within Council that will lead to a political agreement rather than advocating a strong UK position.

The aim of the UK Presidency is to reach an agreement by early 2006 so as to allow Member States necessary
time for planning their programme of activity. There have been four working groups thus far to discuss the
proposal and the UK, with the help of the Commission, has made early contact with the European Parliament
Civil Liberties (LIBE) Committee with a view to a first reading deal with the European Parliament. A Council
Working Group on 5 October will aim to agree in outline a consolidated European Parliament and Council
text. The European Parliament Committee will aim to vote on 22 November and a Plenary will aim to vote
on 13–14 December.

10 October 2005

Letter from the Chairman to Meg Munn MP

Thank you for your letter dated 10 October which was considered by Sub-Committee G on 27 October.

We note your wish to support this Proposal because you hope it will encourage a more coherent EU approach
to equality and anti-discrimination, particularly in new Member States, and because it is consistent with the
UK position that awareness-raising and sharing good practice is useful and a better alternative to more
European legislation. You also hope that it will draw positive attention to the UK’s good record in this field,
especially because it will coincide with the launch of the proposed UK Commission for Equality and Human
Rights. We agree that these are inherently laudable objectives which we would wish to endorse.

Thank you for reporting, in response to my letter dated 21 July, on the relative success of similar previous
European Years. But, although this is encouraging, it does not necessarily mean that the new proposal will be
equally successful.

In our view, everything will depend on how well thought-through the programme’s objectives are, and whether
workable mechanisms are devised for seeing that those objectives are achieved across the EU. We think it is
also important to ensure a sensible balance between Commission oversight, including the need for proper
accountability for Commission funds, and giving due scope for national initiative.

We are not sure what you mean by saying that the lack of information about rights and obligations under anti-
discrimination law is not only one of the main obstacles to eVective implementation of European legislation
but also “a priority for EU funding”. Does this mean that attention to the lack of information is, or should
be in your view, a priority for EU funding and, if so, a priority in relation to what?

Your letter has not answered my question about which specific issues of competence the Government wishes to
ensure will be fully discussed in Council Working Groups we would be grateful, if you could clarify that point.

Your letter says you hope that the European Year will be seen as a significant success for the UK Presidency.
But it also says that you are not expecting to reach agreement before early 2006. As that will, of course, be
under the next Presidency, we wonder to what extent agreement on the Year can be counted as a UK
achievement.
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It would be useful to know how much more progress you expect to make in Council Working Groups, as well
as in negotiations with European Parliament, in clarifying the Commission’s plans before Council decisions
are needed.

We appreciate that decisions on the programme budget will have to await the settlement of the Financial
Perspective, and that it will not be possible to estimate the precise financial and other resource implications
for the UK in the meantime. But we will want to look very closely at the budget proposals once the Financial
Perspective has been settled to ensure that they are reasonable and likely to give good value for money and to
know what the financial and other resource consequences are likely to be for the UK.

All in all, we would still like to have a clearer idea than we have seen so far of what this initiative is likely to
involve, and whether it is likely to add significantly to the objectives you have identified. We will continue to
hold the proposal under scrutiny and look forward to your further report on progress made, as well as your
comments on the points outlined above.

31 October 2005

Letter from Meg Munn MP to the Chairman

Thank you for your letter of 31 October, concerning the Year of Equal Opportunities. I apologise for the delay
in responding to your reply, but my attention, and that of my oYcials, has been on UK Presidency events and
on providing your Committee with evidence on the European Institute for Gender Equality.

May I begin by updating you on progress made thus far on the negotiations for the Year of Equal
Opportunities under the UK Presidency. As I mentioned in my previous letter, five working groups have been
held and Council reached a common position in the last meeting on 5 October. The Chair, with the
Commission, has since been working with the European Parliament Civil Liberties (LIBE) Committee to
reach a first reading deal. Coreper, on 30 November, gave the Presidency a mandate, by qualified majority,
to write to the European Parliament to say that if Plenary follows the Committee vote, Council will accept the
EP First Reading. The Plenary will vote on 13 December. The decision is then likely to go to a Council in
January for agreement as an A point.

I agree with you that success of the Year will be dependent on the programme’s objectives and how they are
achieved. The exact mechanisms for this have not been determined yet and will of course be built upon once we
have a decision that sets up the Year. We look forward to receiving the European Commission’s operational
guidelines early next year, which will assist Member States in implementing the Year.

However, we will of course work with our key stakeholders to ensure that they are engaged and involved in
the Year. With the establishment of the Commission for Equality and Human Rights (CEHR) the UK should
be in a good position to use existing networks. The UK can also build upon the EU Stop Discrimination
national working group, (which includes DWP and a wide range of voluntary sector bodies), which eVectively
advises the EC on how to raise the profile of the issue of equality. Quarterly working group meetings have
given way to contributing to draft informational materials and shaping the UK Action Plan.

Our thinking thus far, using the good example of implementation of the Year of People with Disability, is that
the Year of Equal Opportunities could include a small number of large projects, which tackle three or more
diversity strands and have a, county or national reach and a larger number of smaller projects, which are grass
roots based. These projects must be spread throughout the UK. They would need to be selected carefully and,
where possible, they should deliver at diVerent times during 2007, to maximise the publicity value of each.
Scoping of implementation of the Year is obviously and necessarily at a very early stage.

Although the decision should be agreed in January under the Austrian Presidency, agreement on the Year will
still be counted as a UK achievement as all negotiations will have been handled during the last six months and
cooperation with the European Parliament will have been handled by the UK Presidency.

To clarify the point about lack of information on anti-discrimination being a priority for EU funding,
information and awareness raising activities of anti-discrimination is one of the priorities for the UK
Government in ensuring full use of EU funding in tackling discrimination.

On the issue of competence, the UK Presidency sought to ensure that all six strands of Article 13 were covered
adequately in the decision and that when implementing the Year, all Member States must provide projects to
cover all six. The UK will also ensure that there is a fair spread of projects covering each strand when
implementation plans are finalised.
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As I mentioned previously, we hope that the decision will be agreed in January in order to allow Member States
enough preparation time for the Year to be implemented in 2007. I therefore hope you are able to give your
early approval to the Proposal.

8 December 2005

EUROPEAN YEAR OF INTERCULTURAL DIALOGUE (13094/05)

Letter from the Chairman to David Lammy MP, Minister for Culture,
Department for Culture, Media and Sport

Your Explanatory Memorandum dated 25 October was considered by Sub-Committee G on 17 November.

We support the general objectives of this programme but have a good deal of sympathy with those Member
States who have asked for more clarity about the proposals and to know how the budget will be distributed
between Member States. This may become clearer as the negotiations proceed, but the Commission document
is couched in terms that do not make it easy to understand precisely what is intended by this initiative or what
it might be expected to achieve in practical terms.

With so much cultural interchange already taking place between Member States, and so many new
Commission-funded cultural programmes in the pipeline, we also wonder how the Year will add significant
value.

It would also be interesting to know what activities the Government propose to promote the Year in the UK.

We are therefore holding this document under scrutiny and would welcome a further report in due course.

22 November 2005

EUROPEAN YOUTH POLICY (11586/04, 13856/04)

Letter from Kim Howells MP, Minister of State for Life-long Learning, Further and Higher Education,
Department for Education and Skills to the Chairman

13856/04: European Youth Policy: Follow up to White Paper on a New Impetus for European Youth

11586/04: Proposal for a Decision of the European Parliament and of the Council creating a “Youth in
Action” programme for the period 2007–13

I thought this might be an appropriate point at which to update your Committee on the most recent
developments in the European youth policy area.

Firstly, I enclose copies of Presidency Resolutions (not printed) which have been discussed in Youth Working
Party. These have direct links to the White Paper on a New Impetus for European Youth. They are the
Luxembourg Presidency’s attempt to provide more focus for policy exchange on these topics. The Resolutions
are likely to appear for adoption on the Education and Youth Council Agenda on 23–24 May 2005.

Secondly, I note your concern about aspects of the “Youth in Action” programme proposal and your request
for a new EM when a new text emerges and before the proposal is due for adoption. However, I thought you
might welcome a short update on the issues you raise in your letter of 28 February.8

The proposal has returned to Youth Working Party, although there is no sign of the European Parliament’s
first reading opinion. My oYcials are continuing to argue for the age range to be 15–25, as it is in the current
Youth programme. The UK has proposed new text for the aims and objectives of the programme to enable
a more thorough and meaningful evaluation of the programme to be undertaken at the mid-term point. We
are also pressing for the anomalies in the wording of this proposal on immigration, health and social security
and the current acquis on the subject to be removed by a redrafting of Article 6 in this proposal.

6 April 2005

Letter from Bill Rammell MP, Minister of State for Life-long Learning, Further and Higher Education,
Department for Education and Skills

I am writing to update your Committee on further progress on the “Youth in Action” programme during the
UK Presidency and attach the latest consolidated text for the programme. This incorporates changes made at
the Youth Working Group meeting on 29 September 2005 and will be discussed further at meetings in October.
8 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, p 405.
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I hope that this correspondence will outline the key developments since the earlier proposal, as what we are
seeking at this stage is short of full adoption. However, I am happy to provide a further EM on the latest text
if that would be helpful.

The UK Presidency hopes to reach a partial political agreement on the content of the “Youth in Action”
programme at the Education and Youth Council meeting on 15 November 2005.

Partial Political Agreement (PPA) is a way of securing Council agreement on the non-budgetary elements of
the proposal, while leaving aside those articles which concern the budgetary amounts, or which are directly
related to the budgetary amount. As adjustments to parts of the programmes might be necessary once the
budgetary amounts are known it would be possible to reopen parts of the text again once the overall
programme budget has been decided.

It should be noted that all areas of the proposal that are aVected by the financial perspective will be left open
until the financial provisions are agreed and have been exempt from negotiations. This includes the age range
for the programme which will be agreed once the budget has been determined. However, during the course of
negotiations the Council has made a number of changes to the rest of the programme which are expected to
be agreed at the November Council. These changes answer some of the concerns that you raised in previous
correspondence and include:

— Drafting changes—minor alterations have been made to correct translation errors and ensure that
the wording is applicable to all Member States.

— Monitoring and evaluation—Following UK pressure the text has been redrafted to enable the
programme to be better monitored and evaluated against its objectives. For example, the recitals
have been altered to refer to monitoring and evaluation that includes measurable relevant objectives
and indicators.

— Immigration and visa procedures—the proposal requiring Member States to take appropriate
measures to ensure that beneficiaries from third countries are admitted to their territory has been
deleted. The programme is also now in line with the wording of the current programme and the UK
position on health and social security issues.

There is widespread support in the Council for the substance and composition of the proposed Youth in
Action programme. There are a few minor outstanding issues which aVect certain Member States and need
to be resolved before the November Council meeting. The main issues include whether a ministry can be
appointed as the national agency in smaller countries, how to validate and recognise informal learning and
whether reference should be made to civic and voluntary services at national level. None of the outstanding
concerns are contentious issues for the UK and it is likely that these will be resolved by the November Council
meeting.

I am also writing to inform you of the outcome of the European Parliament Committee vote on the “Youth
in Action” programme which took place on 12 September and to forward you a copy of the amendments
adopted by the European Parliament Committee.

In general, the amendments are of a minor nature and are unlikely to cause other Member States any major
problems in order to reach a partial political agreement at the Education, Youth and Culture Council meeting
in November.

Substantial amendments are proposed to the financial framework, in particular proposing the weighting of
funding for individual actions and an increase in funding for the European Youth Forum. The European
Parliament also proposes an increase in the overall budget for the Youth in Action programme. However,
these amendments will be out of the scope of the partial political agreement until the financial perspective is
agreed.

Additional amendments include textual alterations to include reference to linguistic diversity and promoting
tolerance and equality. It is unlikely that these will be rejected by the Member States as a number of similar
drafting changes have already been accepted by the Council.

Similarly, amendments to ensure that young people with disadvantages can participate in the programme on
equal terms are likely to be in line with the Council’s position. The same is also true of proposals for youth
seminars and setting a minimum period for European Voluntary Service.

I will of course continue to keep you and your committee fully informed of progress and I will write again to
inform you of the EP plenary opinion once it has had its vote on 25 October.

I hope this is a helpful clarification of where things stand in the Council negotiations and how the EP
Committee amendments are likely to be taken forward.

12 October 2005
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Letter from the Chairman to Bill Rammell MP

Thank you for your letter dated 12 October which was considered by Sub-Committee G on 27 October.

We are glad to know that further progress has been made by the Council and note that the Government is
hoping to secure partial political agreement, apart from the budgetary aspects, at the Education and Youth
Council meeting on 15 November.

The changes detailed in your letter seem to be broadly satisfactory and consistent with the points raised in our
earlier correspondence, notably in my letters dated 21 October 2004 and 28 February 2005 to your predecessor
Kim Howells. We are glad to note that these changes include improvements in the requirements for monitoring
and evaluation against objectives and regarding immigration and visa procedures.

You will see that my earlier correspondence supported Kim Howell’s views on the need for the new procedures
to be simpler and easier to follow, and to lead to greater decentralisation, so long as proper accountability
could be assured. You have not commented specifically on that aspect in your letter and we would be glad if
you would do so. But, provided that you are satisfied that the new text also incorporates improvements to
that end, we are willing to release the present document from scrutiny to enable the proposed partial political
agreement to be secured at the Council meeting.

This must, of course, be on the understanding that we will want to examine the financial aspects of the
programme very carefully once they are submitted for scrutiny following the settlement of the Financial
Perspective. We will expect the proposed overall increase in the budget to be fully justified and every eVort
made to ensure that the new programme achieves good value for money.

We note that you do not expect the question of age ranges, which was also raised in earlier correspondence,
to be settled until the budget has been agreed. We hope that you will also be able to achieve a satisfactory
outcome on that.

We look forward to receiving your report on the Council meeting in due course.

31 October 2005

EVALUATION OF COMMUNITY ACTIVITIES 2002–03 IN FAVOUR OF CONSUMERS (12805/05)

Letter from the Chairman to Gerry Sutcliffe MP, Minister for Employment Relations, Consumers and
Postal Services, Department of Trade and Industry

Thank you for your Explanatory Memorandum which was considered by Sub-Committee G (Social Policy
and Consumer AVairs) on 24 November 2005.

We are content to clear this document from scrutiny as it relates to initiatives funded in 2002 and 2003. But
Members considered that the report provided very little substantive evaluation of whether the consumer
protection initiatives financed by the Commission achieved any clear output and added value to consumer
protection initiatives at national level.

The Sub-Committee will be taking this issue up with the Commission in due course. But you should bear in
mind that this Evaluation Report does not convince us of the need for a substantial increase in budget for
Consumer Protection initiatives, as is proposed by the Commission in its Joint Health and Consumer
Protection Strategy for the period of the next Financial Perspective (EM 8064/05). Therefore we urge you to
ensure that negotiation of the Commission’s 2007–13 proposal is realistic about what can be achieved at EU
level. We also support you in your resolve to encourage more comprehensive evaluation of Community
activities.

24 November 2005

FOOD ADDITIVES (13489/04)

Letter from Caroline Flint MP, Parliamentary Under-Secretary of State for Public Health, Department
of Health to the Chairman

I am writing to update you on developments with this proposed Directive, which has been retained under
scrutiny by the House.

The Food Standards Agency carried out an initial consultation in October 2004 to inform the UK position in
preparation for the commencement of EU negotiations on the above proposal. This was subject to separate
consultations in England, Scotland, Wales and Northern Ireland. This consultation resulted in comments of
substance only from the meat products industry, who generally welcomed the derogation for nitrites and
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nitrates in traditional UK meat products which had been based on their requests to the European
Commission, but suggested certain amendments to more fully meet their technological needs.

The Luxembourg Presidency has convened four meetings at oYcial level. Whilst all Member States generally
supported the Commission’s proposal, discussions have focussed heavily on the entries that would permit
certain traditional UK and Irish bacon and ham products to be exempted from the new provisions on nitrites
and nitrates in the proposal. After initial queries from a number of Member States on the technological
validity and the remit of the UK entries, at the most recent meeting it became clear that, with the exception
of Denmark, there is general support for the concept of including derogations which would satisfy the
requirements of traditional meat products in individual Member States. The UK has been asked to take
forward this issue during its Presidency.

Extensive discussions have also taken place on the new additive soybean hemicellulose, with a number of
Member States continuing to oppose its use in products such as rice, noodles and fine bakery wares because
of its allergenic potential. A number of proposed new entries have also been discussed, with the Commission
supporting a UK proposal for sulphites at levels below 10 mg/kg to be permitted in table grapes.

The Luxembourg Presidency will prepare an updated proposal for further discussion at the next working
group meeting, which will be chaired by the UK Presidency and take place on 8 July. The European
Parliament’s Committee for Environment, Public Health and Food Safety discussed first reading amendments
on the Commission’s proposal on 14 June, and a Plenary vote is expected either in July or September.

21 June 2005

Letter from the Chairman to Caroline Flint MP

Your letter dated 21 June was considered by Sub-Committee G on 6 July.

We are grateful to you for reporting on the results of the Food Standards Agency’s initial consultation and
on the initial Working Group meetings held under the Luxembourg Presidency. We note that the outcome of
the initial consultation appears to have been broadly satisfactory, at least so far as the UK meat products
industry is concerned although they have suggested certain changes. We wonder why other industries did not
respond.

We also note all Member States except Denmark now apparently support the concept of including national
derogations for traditional meat products and hope that it will be possible to secure agreement on that during
the UK Presidency.

We also note that various other changes have been proposed during Working Group discussion, from which
the Luxembourg Presidency was due to prepare an updated proposal. We would be glad to know whether that
updated proposal has been produced and how you plan to deal with this matter during the UK Presidency.

We propose to continue to retain this document under scrutiny pending your reply.

8 July 2005

Letter from Caroline Flint MP to the Chairman

As requested in your letter of 8 July, I am writing to update you on developments with this proposed Directive,
which has been retained under scrutiny by the House.

A further Council Working Group meeting was convened by the UK Presidency on 8 July, during which good
progress was made on achieving consensus on this dossier. The European Parliament’s Committee for
Environment, Public Health and Food Safety adopted certain amendments to the Commission’s proposal on
14 June, and the majority of these were considered acceptable by the Council Working Group.

On the issue of the derogation for nitrites/nitrates in meat products, the Presidency has provided, on the basis
of information supplied by Member States, a comprehensive list of national products where the general rules
on nitrites/nitrates in the Commission’s proposal cannot be adhered to because of specific technological needs.
This proposal was well received by Member States at the Working Group meeting and is in line with the view
of the European Parliament’s Committee for Environment, Public Health and Food Safety. It will also enable
the requirements of the UK and Irish meat products industries to be met, whilst protecting the health of
consumers. An alternative proposal by the Belgian authorities to list traditional technological processes rather
than products was supported by many Member States. The Commission considered this proposal out of line
with the opinion of the European Food Safety Authority, and the European Court of Justice, and may attract
further legal challenge. It would also likely to be opposed by the European Parliament. In the light of this,
the UK Presidency proposed a compromise with the approach of granting derogations for specific national
products.
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Further discussions also took place on the new additive, soybean hemicellulose. Most Member States agreed
with the Presidency’s compromise proposal to restrict its use in rice, noodles and fine bakery wares to those
that are pre-packaged intended for retail sale, to address concerns raised regarding its allergenic potential. A
few Member States continued, however, to express concern at the use of this additive in processed potato and
rice products, and in egg products.

A number of proposed new entries were also discussed, with most Member States opposing the inclusion of
two new additives, tertiary-butyl hydroquinone (TBHQ) and Starch Aluminium Octenyl Succinate (SAOS),
which had been proposed by the European Parliament, pending further discussions at oYcial level on the need
for their technological use. Agreement was reached on the UK’s request for sulphites at levels below 10 mg/
kg to be permitted in table grapes and the edible parts of fresh lychees.

With the exception of the entries on nitrites and nitrates in meat products, other entries in the Commission’s
original proposal attracted few comments from industry. The Food and Drink Federation (FDF) were
generally supportive of the proposal and requested three new entries on behalf of their members. The Agency
was unable to take forward two of these requests, which were received too late to be presented to the
Luxembourg Presidency. The other earlier request was raised at Council Working Group by the Agency but
received no support from other Member States. The Agency has reported the outcome to the FDF who have
not pursued this any further.

The Presidency met with the Rapporteur of the European Parliament’s Committee for Environment, Public
Health and Food Safety on 13 July and discussed the possibility of a first reading agreement on this dossier.
The Committee agreed to move its Plenary vote until the end of October to allow suYcient time to achieve
first reading agreement and was receptive to working towards this.

21 July 2005

Letter from Caroline Flint MP to the Chairman

I am writing to inform your Committee that, following informal discussions between the UK Presidency, the
European Commission, and the European Parliament’s Committee for Environment, Public Health and Food
Safety, a First Reading agreement was reached on the above proposal at the European Parliament’s Plenary
meeting on 26 October 2005. The formal adoption of the proposal will take place at a future meeting of the
Council of the European Union.

A satisfactory conclusion was reached on several outstanding items. In particular, agreement was obtained
from Member States on the use of nitrites and nitrates in meat products to take account of advice from the
European Food Safety Authority to reduce levels of these additives, whilst recognising their use in certain
traditional products in Member States. Exemptions were agreed to allow specialist meat products to remain
on the market in Member States, including, for example, Wiltshire ham and other traditional meat products
in the UK. Agreement was also reached on the UK’s request for sulphites at levels below 10 mg/kg to be
permitted in table grapes and the edible parts of fresh lychees.

In addition, agreement was reached on the inclusion of a number of new additives in the proposal, including
tertiary-butyl hydroquinone (TBHQ) and Starch Aluminium Octenyl Succinate (SAOS) which had been
proposed by the European Parliament. The Presidency’s compromise proposal to restrict the use of soybean
hemicellulose in rice, noodles, fine bakery wares and processed potato and rice products to those that are pre-
packaged and intended for retail sale, to address concerns raised regarding its allergenic potential, was also
agreed.

30 November 2005

Letter from the Chairman to Caroline Flint MP

Thank you for your letter dated 30 November which was considered by Sub-Committee G on 15 December.

As you know, this Proposal was cleared from scrutiny by the Sub-Committee on 3 October in the expectation
that a proposed First Reading agreement would be endorsed by COREPER on 5 October.

We note that the First Reading agreement was reached at a plenary meeting of the European Parliament on
26 October and that formal adoption of the Proposal is due to take place at a future meeting of the Council.

We are glad to see that a satisfactory conclusion was reached on some outstanding items of importance to the
UK, including allowing specialist meat products such as Wiltshire ham to remain on the EU market.

15 December 2005
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GENETICALLY MODIFIED MAIZE (13042/05)

Letter from the Chairman to Caroline Flint MP, Parliamentary Under-Secretary of State for
Public Health, Department of Health

Your Explanatory Memorandum dated 13 October, submitted on behalf of the Food Standards Agency, was
considered by Sub-Committee G on 3 November.

Although this is the first application to be submitted for scrutiny under the GM food and feed Regulation
(EC) No 1829/2003, we note that the circumstances are identical with four applications previously cleared by
the Sub-Committee under the former Regulation (Bt11 sweetcorn—5916/04—NK603 maize—11068/04,
GA21 maize—11928/05 and MON863 maize—12197/05).

We are prepared to lift scrutiny on the same understanding that, as stated in your Memorandum, the proposal
does not involve permission for growing genetically-modified maize line 1507 in the EU, but only the
marketing of products derived from it, and that the Food Standards Agency has advised Ministers that
genetically-modified maize line 1507 meets the necessary requirements for authorisation.

We note that the application is likely to be considered by the Agriculture and Fisheries Council meeting on
either 22–24 November or 19–21 December. We would be grateful if you could report on the results in due
course.

4 November 2005

GENETICALLY MODIFIED MAIZE (14425/05)

Letter from Elliot Morley MP, Minister of State for Climate Change and Environment,
Department for Environment Food and Rural Affairs to the Chairman

I am writing to inform you of a proposal to approve the placing on the market of a GM maize product
(MON 863 # MON 810) which is on the agenda for the 2 December Environment. Council as a “B” point.

The proposal is part of the routine process for dealing with applications to place GM products on the market.
An Explanatory Memorandum was prepared and submitted on 22 November 2005. The UK voting position
on this dossier was agreed by Cabinet Committee correspondence prior to oYcials voting on this dossier at
200l/18 Regulatory Committee stage. I wrote to you in July oVering to provide the Explanatory Memorandum
following the discussion at the 2001/18 Regulatory Committee, in the hope that this would enable your
Committee to give the matter its consideration before the dossier was discussed at Council. Unfortunately,
however, this proposal has been processed very quickly and will come to an Environment Council vote within
three months of the vote at Regulatory Committee stage instead of the five to seven months that it has taken
on previous proposals. Additionally the draft proposal had to be re-drafted following the Regulatory
Committee so a definitive text upon which to base the memorandum was not available until 14 November. I
apologise that we have been unable, owing to these circumstances, to submit the EM in time for your Comittee
to clear this proposal before the Council vote. It is clearly unfortunate that scrutiny procedures cannot be
completed but I wish to inform the Committee of the Government’s decision to proceed.

30 November 2005

GM MAIZE LINE MON863 (12197/05)

Letter from the Chairman to Caroline Flint MP, Parliamentary Under-Secretary of State for
Public Health, Department of Health

Your Explanatory Memorandum dated 20 September was considered by Sub-Committee G on 20 October.

As with the parallel application for foods and food ingredients produced from genetically modified round-
up ready maize line GA21 (11928/05), on which I have written separately to you, we understand from your
Memorandum that this proposal does not involve permission for the growing of genetically-modified maize
line MON863 in the EU, but only the marketing of products derived from it.

Similarly, we also note that the Food Standards Agency has advised Ministers that MON863 meets the
necessary requirements for authorisation.
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We are therefore prepared to lift scrutiny. Here, too, we see that this item is also on the agenda of the
Agriculture and Fisheries Council on 24–25 October and would be grateful if you could report on the outcome
of the Council meeting in due course.

20 October 2005

Letter from Caroline Flint MP to the Chairman

In your letter of 20 October you requested that I report on the outcome of the 24–25 October Agriculture and
Fisheries Council meeting, at which a vote was to be taken on the authorisation of foods and food ingredients
produced from MON863 maize. My Rt Hon Friend, the Secretary of State for Environment, Food and
Rural AVairs, has already provided Parliament with a Written Statement, which appeared in Hansard on
1 November.

In the absence of a qualified majority, the Council was unable to reach a decision on the Commission’s
proposal for authorisation of the use of MON863 maize in food. The Commission is therefore free to
implement its proposal under its own competence.

The House of Commons European Standing Committee debated this proposal on 14 November. The proposal
cleared Parliamentary scrutiny in the House of Commons following a deferred division on 16 November.

2 December 2005

GM ROUNDUP READY MAIZE LINE GA21 (11928/05)

Letter from the Chairman to Caroline Flint MP, Parliamentary Under-Secretary of State for
Public Health, Department of Health

Your Explanatory Memorandum dated 15 July, submitted on behalf of the Food Standards Agency, could
not be considered before Parliament rose for the Summer Recess because the oYcial text of the Commission
Proposal had not been received at that time. We have since received the oYcial text dated 5 September and a
letter dated 12 October from the Food Standards Agency to the Clerk of Sub-Committee G about it. These
documents were considered by Sub-Committee G on 20 October.

We note that an urgent decision is required because this Proposal has been placed on the Agenda of the
Agriculture and Fisheries Council meeting on 24–25 October.

We understand from your Memorandum that:

— the Proposal does not involve permission for the growing of genetically-modified GA21 maize in the
EU; but the marketing of products derived from it; and that

— the Food Standards Agency has advised Ministers that GA21 maize meets the necessary
requirements for authorisation.

We also note that the application is similar to earlier applications for authorisation for the marketing of
sweetcorn derived from Bt11 genetically-modified maize (5916/04) and of genetically-modified Maize Line
NK603 (11068/04), which were cleared from scrutiny by the Committee on the same grounds.

We are therefore prepared to lift scrutiny, but would be grateful if you could report on the outcome of the
Agriculture and Fisheries Council meeting in due course.

20 October 2005

Letter from Caroline Flint MP to the Chairman

In your letter of 20 October you requested that I report on the outcome of the 24–25 October Agriculture and
Fisheries Council meeting, at which a vote was to be taken on the authorisation of foods and food ingredients
produced from GA21 maize. My Rt Hon Friend, the Secretary of State for Environment, Food and
Rural AVairs, has already provided Parliament with a Written Statement, which appeared in Hansard on
1 November.

In the absence of a qualified majority, the Council was unable to reach a decision on the Commission’s
proposal for authorisation of the use of GA21 maize in food. The Commission is therefore free to implement
its proposal under its own competence.

The House of Commons European Standing Committee debated this proposal on 17 October. The proposal
cleared Parliamentary scrutiny following a deferred division in the House of Commons on 19 October.

2 December 2005
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HEALTH AND CONSUMER PROTECTION STRATEGY (8064/05)

Letter from Patricia Hewitt MP, Secretary of State for Health, Department of Health

I am writing about the above proposal on a programme of community action in the field of health and
consumer protection which is on the agenda for the Health Council on 3 June 2005. At this stage only part of
the proposal is available in English and the full version is needed to form a proper view of the impact of the
proposals. The Government will submit an Explanatory Memorandum to the Committees when a full
translation of the text is available. It is unclear what the timetable will be for full translation.

Unfortunately the timing of the Health Council on 3 June means that there will not be an opportunity for
scrutiny procedures to be completed and for the Government to get the Committees’ views before the meeting
takes place. However, the Government is conscious of the Committee’s function and for it to make its views
known on proposals for eVective scrutiny to take place. The debate at Council will be an initial discussion and
we expect negotiations to continue into 2006.

I will write to you again when further information is available and a Government view is formulated on the
proposals.

27 May 2005

Letter from the Chairman to Lord Warner, Minister of State, Department of Health to the Chairman

Thank you for your Explanatory Memorandum which was considered by Sub-Committee G (Social AVairs
and Consumer Protection) on 27 October 2005.

The Commission’s proposal for a Health and Consumer Protection Strategy 2007–13 is ambitious and appears
to be stretching the Treaty Provision for Community Action in these areas. This is particularly true for the
health policy actions which the Commission is proposing. We therefore, support the Government in its resolve
to ensure that all elements of the programme fall fully within the competence provided by Article 152. We
would be grateful if you could send a full analysis of the Commission objectives and actions that the
Government believe lie outside Community competence and the reasons why this is so.

We also believe strongly that any extension of the present EU programmes for Health and Consumer
Protection must be based on clear evidence that Community action so far has added value and has shown
progress towards reaching the stated goals. We would therefore urge the Government to support those
Member States that have argued in the Council Working Groups that the current EU awareness-raising
campaigns for public health and disease prevention must be evaluated before the Commission develops
new ones.

This leads us to the issue of the Commission’s proposed increase in financial allocation for the new joint
programme. Does the Government believe the ƒ1.2 billion over seven years can be used eVectively? Surely
any increase in budgetary allocations can only be proposed after the mid-term review of the present health
programme has been published.

We acknowledge that the EU has a role in dealing with health threats that transcend national borders, such
as avian flu and HIV/AIDS, and in the area of consumer protection, but until we have received more
information on the issues raised above, we have decided to hold the document under scrutiny.

31 October 2005

HEALTH AND LONG TERM CARE: OPEN METHOD OF CO-ORDINATION (8131/04)

Letter from Rt Hon John Hutton MP, Minister of State, Department of Health to the Chairman

I am writing further to your letter of 21 October 2004,9 which asked that the Committee be kept informed of
significant developments and requested a copy of the policy note the Government is submitting this year.
There have been no further significant developments as the social committee has not met to discuss these issues
since my last letter to you. However, the oral evidence session requested by the other Committee was
postponed at the Commons’ request from December to 23 February 2005. I am now able to report the
Commons Committee cleared this proposal from scrutiny at their meeting on 15 March, asking to receive
further progress reports. I will send a copy of the policy note to both Committees. This is due to be sent at the
end of April.

24 March 2005
9 Correspondence with Ministers, 4th Report of Session, 2005–06, HL Paper 16, pp 375–377.
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Letter from the Chairman to Rt Hon John Hutton MP

Your letter dated 24 March was considered by Sub-Committee G on 6 April.

We are grateful to you for this interim report. We note that no significant developments have taken place at
an EU level on this matter since your letter to me dated 20 September 2004, although you gave oral evidence
about it to the Commons Committee on 23 February.

We also note that the policy note which the Government are contributing to this exercise is due to be issued
at the end of April and that you will be sending copies to the Scrutiny Committees of both Houses.

In the circumstances, we are retaining this document under scrutiny pending consideration of your policy note.
We hope that this will reflect the views of the Committee as expressed in my letter to you dated 21 October
2004.

7 April 2005

Letter from Rosie Winterton MP, Minister of State, Department of Health to the Chairman

You will be aware of the ongoing European process of Open Method of Co-ordination on healthcare and long-
term care (OMC). My colleague, John Hutton, gave oral evidence on this topic to the House of Commons on
23 February 2005. The UK recently sent a national update on healthcare and long-term care to the European
Commission’s DG Employment, Social AVairs and Equal Opportunities (DG EMPL), a copy of which is
attached.

This national report is a preliminary report covering the challenges facing Member States’ healthcare systems,
current reforms and medium term policies. These reports were called for in the conclusions of the Health
Council in October 2004. They will contribute to the framing of the streamlined process in 2006, suggesting
possible future directions and approaches for OMC-based exchanges.

The UK report necessarily covers the regions of England, Scotland, Wales and Northern Ireland separately. A
common introduction on how OMC may develop in future is followed by the specifics of the structure, health
indicators, accessibility, quality and financial sustainability in each of the countries.

A substantive discussion will be held at the Social Protection Committee meeting on 14 July, when there will
be a review of possible lessons and consideration of likely common objectives. In November 2005 (date to be
confirmed), the Commission is due to present a Communication oVering policy orientations, including
common objectives and working methods, for the new streamlined process. We will ensure that you are kept
updated on this process.

1 July 2005

Annex C

UNITED KINGDOM NATIONAL REPORT FOR THE OPEN METHOD OF CO-ORDINATION ON
HEALTH CARE AND LONG-TERM CARE JUNE 2005

Introduction

In October 2004, the EU Health Council endorsed the Social Protection Committee’s proposal that Member
States should prepare preliminary reports covering “the challenges facing their healthcare systems, current
reforms and medium term policy”. The UK’s report is provided here, and contains the following information:

(a) The UK view of how the OMC in healthcare and long-term care can develop eVectively;

(b) Summary of the UK National Health Service;

(c) UK Health Indicators; and

(d) Access, Financial Sustainability, and Quality.

Due to the devolved nature of responsibility for health and long-term care systems within the component
countries of the UK, information is provided separately on health service provision within England, Scotland,
Wales and Northern Ireland.

The information in this report has been gathered from government White Papers and other relevant legislative
texts, which themselves have been subject to widespread public consultation. For example, the English “NHS
Improvement Plan” of June 2004 was consulted on widely by relevant organisations and the public in a
nationwide exercise. Further engagement with health stakeholders on the Open Method of Co-ordination in
healthcare and long-term care will take place as this process unfolds.
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A. The UK View of How the OMC in Healthcare and Long-Term Care Can Develop Effectively

As the current Treaty recognises, the UK is responsible for the organisation and delivery of healthcare
services. However, within this clear competence framework we recognise that there is room for significant co-
operation within European healthcare systems through a non-regulatory method such as the OMC. The
economic significance of health systems in the EU economies, and also the fact that patients move around
between systems makes this important.

All Member States do want to share experiences in the modernisation of their systems, apply best practice, and
avoid reinventing the wheel. The UK is keen to explore alternative avenues, as long as these are not intrusive.

For the OMC to be eVective it must recognise the need to be light touch, as ministers endorsed in the recent
SPC opinion on extending the OMC to healthcare and long-term care. The UK has made clear that this
process should not lead to new health indicators and that instead the process must use information that
Members States already provide in areas such as access, financial sustainability and quality.

Equally, to foster the climate of co-operation and learning, this process must focus on data that enables
Member States to learn lessons for their own systems as opposed to comparing performance between Member
States. There should be no league tables, or guidelines dictating when MS plan their priorities.

In addition, this process should focus its eVort on how best to extract value from EU learning on healthcare
issues. It may, for example, be appropriate for the Member States along with the Commission to identify key
macro health questions that Member States are keen to learn more about, within the three identified
objectives. Other Member States would then be invited to outline how they have tackled these issues and
Member States can then get added value from practical examples and solutions that are suggested. Of course,
one solution may work well in one Member State but not be suited to another. However, Member States will
be able to apply the practical lessons from these examples as they see appropriate in order to tackle the issue
identified.

It is also important to recap other work going on within other areas to ensure there is no overlap. The
Commission-led Group on patient mobility issues (High Level Group on Health Services and Medical Care)
will be helpful at tackling some very practical problems to make life easier and safer for the small number of
patients who move across borders. What kind of information do you need if you visit a hospital in another
country? Can it be made easier for people from smaller countries to find out about centres of excellence on
rare conditions in other countries, and so on.

The Council-led Group (Council High Level Health Group) will be a useful forum for tracking major
initiatives from across the Commission which could significantly impact on health, and providing a forum for
Member States to consider these from a health perspective.

In summary the OMC is an appropriate forum for Member States to have a look at macro issues in health
systems—how are we modernising them, how do we know what is working, how can we learn from each other,
in a structured way which, however, is not linked to any harmonising legislative activity or new indicators.
The UK is keen to engage in a process that encourages collaboration between Member States whilst being
clear about respective competencies.

B. Summary of the UK National Health Service

Overview

The Government is the dominant supplier of health care to the population of the UK, through the National
Health Service (NHS), which provides comprehensive and universal coverage. Visits to the doctor and
treatment in hospital are provided free of charge at the point of delivery. Since the NHS is funded by taxation
and National Insurance, enrolment is eVectively compulsory and based on residency in the UK. People can
choose private health care, with or without private insurance, without aVecting their access to NHS treatment.

Within government, responsibility for healthcare is devolved to the Component countries of the UK, with
England, Scotland, Northern Ireland and Wales each responsible in their respective areas.

The Department of Health (DH) in London is responsible for setting health and social care policy in England.
This Department, along with its counterparts in Scotland, Wales and Northern Ireland, agrees with the
Treasury how much money is to be allocated to the NHS on a three-or four-year cycle. The division of money
throughout the United Kingdom is partly constrained by a formula designed to improve the geographic
distribution of medical resources. Funding and decision-making are increasingly devolved to a local level.
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England

Structures:

Strategic Health Authorities: In England, 28 Strategic Health Authorities (SHAs) look after the healthcare of
their region, being responsible for the development of strategies for health services in their local area, ensuring
the quality and increasing the capacity of these services. SHAs are accountable to the Secretary of State for
Health, who is the Government minister responsible for the NHS in England and answerable to Parliament
for its work.

Primary care trusts: Health services are divided into “primary” and “secondary” care, and are provided by
smaller local NHS organisations called “trusts”. Trusts are purchasing bodies, receiving the majority of the
health budget directly, and employing most of the NHS workforce, including nurses, doctors, dentists, as well
as allied health workers.

The 303 Primary Care Trusts (PCTs) vary in size and population covered, and are responsible for the provision
and commissioning of services. PCTs work with local authorities and local health and social care agencies to
ensure the community’s health needs are met. They are also responsible for secondary planning,
commissioning hospital care, and deciding on the quantity and quality of services provided by hospitals,
dentists, patient transport and population screening.

PCTs handle 80 per cent of the total NHS budget, managing budgets for local services. A contracting
prospective payments system is being introduced, allowing money to follow patients, with PCTs paying
hospitals and other providers on the basis of the number of treatments they carry out.

NHS Trusts: NHS services are run and managed by NHS Trusts. There are three main types of trusts:

— 176 acute trusts, providing medical and surgical care and are usually centred on a teaching or district
general hospital; an acute trust may manage more than one hospital;

— 88 mental health trusts, either providing services in hospitals or in the community; and

— 31 ambulance trusts.

Acute Trusts also decide on a strategy for how the hospital will develop to achieve service improvement. SHA’s
manage their performance but Trusts are self-governing organisations. Trusts report directly to the Secretary
of State and are responsible for the service they provide to the public. They receive most of their income from
service level agreements from Primary Care Trusts to provide services. Trusts are also obliged to deliver
national priorities.

Foundation Trusts: Since April 2004, certain NHS trusts (the best performing hospitals with 3 star ratings)
have been allowed to receive foundation status. The Secretary of State no longer has any powers of direction
over Foundation Trusts as they will operate as not-for-profit Public Benefit Corporations. They have a
stakeholder board of Governors with a majority of members elected and receive most of their income from
legally binding contracts with Primary Care Trusts. Foundation hospitals have the power to manage their own
budgets. They are able to borrow money privately and set their own financial and operational priorities.

Foundation Trusts represent the Governments commitment to decentralising the control of public services
and are viewed as the way to improve service responsiveness and the standards of care in the NHS. With much
more financial and operational freedom than other NHS Trusts, they are tailored to the needs of local
populations and run by local managers, staV and members of the public.

Scotland

The first elections for the Scottish Parliament were held in May 1999. The Parliament and its Executive has
responsibility for health and social services in Scotland, among other public services, and can pass primary
legislation in these areas. The UK Parliament in Westminster retains control over a range of reserved issues,
including matters relating to the protection of a single UK market (eg the licensing of medicines).

Structures:

NHS Boards: Powers to provide comprehensive healthcare services are conferred by the Scottish Parliament
on Scottish Ministers who in turn delegate these functions to 15 area health boards, including three covering
small populations in the Islands areas. Ministers fund the health boards and appoint the members of health
boards. Boards employ all NHS staV. NHS Trusts ceased to exist in Scotland in 2004 and health boards now
carry out the full range of functions including planning and providing healthcare services, public health
services, and health improvement.
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Community Health Partnerships: In order to provide a clearer focus for integration between primary care,
specialist services and social care, NHS Boards are establishing Community Health Partnerships. These multi-
agency and multi-professional partnerships will be expected to reduce health inequalities for their local
communities and improve service outcomes, working in new ways with local service users, patients and
their carers.

Special Health Boards: Some national functions such as ambulance services, blood donation and product
manufacture, telephone health advice and the provision of secure accommodation for the mentally ill are
provided by eight special health boards which cover the whole of Scotland.

Wales

The first elections to the National Assembly for Wales were held in May 1999. The Assembly has a smaller
range of responsibilities than the Scottish Parliament; for example, the UK Parliament remains responsible
for the police and the legal system. The Assembly does not have the power to make primary legislation but
legislation specifically for Wales has been taken through the UK Parliament. The Assembly has responsibility
for health and the NHS in Wales, and has put in place its own structures, regulations and performance
management arrangements to suit the particular circumstances of Wales.

Structures:

NHS trusts: The main providers of hospital care in Wales are the 13 trusts. Between them, they manage 17
large acute hospitals plus a large number of community hospitals and other facilities. There is also an all-Wales
ambulance trust.

Primary care: Primary care in Wales is provided by family doctors (GPs), dentists, optometrists etc who, like
in England, are predominantly contractors rather than employees of the health service.

Local Health Boards: Local Health Boards (LHBs) were created in April 2003. The 22 LHBs share their
boundaries with Wales’s 22 unitary local authorities (ie the local government). LHBs and the local authorities
have a statutory duty to work in partnership to develop local Health, Well-being and Social care strategies.
Each LHB has a widely-representative board of 22 people including GPs and other health professionals,
members of the local authority, a patient, a carer and others. LHBs are responsible for determining the health
needs of their local population and commissioning services from trusts, primary care and others to meet these;
around three quarters of the budget is allocated directly to LHBs for this.

Regional OYces of the Assembly: The Assembly Government has set up three regional oYces to improve its
ability to support and manage the performance of the NHS across Wales.

Other organisations: There are a number of other NHS and related organisations, including Health
Commission Wales, which commissions specialist services for the whole of Wales, and the National Public
Health Service. The National Leadership and Innovation Agency for Healthcare is a national, strategic
resource for NHS Wales, aimed at building leadership capacity and capability to deliver continuous service
improvement, optimising technology, innovation and the implementation of leading-edge practice.
Community Health Councils inspect hospital premises and provide advocacy and support for patients with
grievances.

Northern Ireland

The Northern Ireland Assembly was set up in April 1998. It has similar executive and legislative powers to the
Scottish Parliament. The Assembly has been suspended on a number of occasions as a consequence of the
unstable political situation in Northern Ireland. During these periods direct rule from Westminster is
introduced.

Structures:

Health and social care in Northern Ireland (NI) is delivered on an integrated basis by the Health and Personal
Social Services (HPSS), which is accountable to the Department of Health, Social Services and Public Safety.

Health and Social Services (HSS) Boards: The four HSS boards commission health and personal social
services for their resident populations from a range of providers, including HSS Trusts, and voluntary and
private sector bodies. Each Board has a number of Local Health and Social Care Groups which operate as
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committees of the Boards. They are made up of primary care professionals and community representatives
and provide local input to the planning and design of services in their areas.

Health and Social Services Trusts: These are the main providers of health and personal social services and work
within the commissioning arrangements agreed with HSS Boards. Although managerially independent, Trusts
are accountable to the Minister. There are 19 HSS Trusts in Northern Ireland, some providing hospital
services only, some (uniquely in the UK) community and personal social services and some, both hospital and
community services.

Health and Social Services Councils: These are independent statutory bodies funded by the Department which
represent the interests of the public and users of health and social services.

NI Ambulance Service Trust: This provides ambulance services for the whole of Northern Ireland.

There are also nine agencies that provide specific regional services eg the Health Promotion Agency and the
NI Blood Transfusion Service Agency.

C. UK Health Indicators

All of the component countries in the UK have set targets on a number of indicators relating to health, long
term care and tackling poverty and social exclusion. These are collated in the UK National Action Plan on
Social Inclusion 2003–05i, and further detailed below.

England

The Dept of Health’s Public Service Agreementsii and the Dept for Work and Pensions “Opportunity for All”
strategyiii provide indicators covering key aspects of health, health inequalities and wider determinants, for
example:

— by 2010, increase life expectancy at birth in England to 78.6 years for men and to 82.5 years for
women;

— substantially reduce mortality rates by 2010, including:

— from heart disease and stroke and related diseases by at least 40 per cent in people under 75;

— from cancer by at least 20 per cent in people under 75;

— from suicide and undetermined injury by at least 20 per cent.

— reduce health inequalities by 10 per cent by 2010 as measured by infant mortality and life expectancy
at birth;

— reducing adult smoking rates to 21 per cent or less by 2010;

— halting the year-on-year rise in obesity among children under 11 by 2010;

— reducing the under-18 conception rate by 50 per cent by 2010.

The indicators are broadly based across demographic and socio-economic groups. For instance, the DH PSA
inequalities target on life expectancy is geographically based, while targets on infant mortality and smoking
in manual groups have a socio-economic focus. Other indicators such as teenage pregnancy, accidental injury
(among children) and care for the elderly have an age focus. The UK NAP addresses aspects of financial
exclusion.

Scotland

Scottish Ministers have set similar targets on a wide range of indicators relating to health and healthcare, in
the context of tackling health inequalitiesiv. The Health Improvement targets include:

— Achieve a 60 per cent reduction in deaths from CHD in people under 75 between 1995 and 2010.

— Achieve a 50 per cent reduction in deaths from cerebriovascular disease (stroke) in people under 75
between 1995.

— Achieve a 20 per cent reduction in death from cancer in people under 75 between 1995 and 2010.

— Improve Life Expectancy (LE) and Healthy Life Expectancy (HLE) for men and women.

— Reduce inequalities in LE, HLE for men and women.

— Address health inequalities by increasing by 15 per cent the rate of improvement for most deprived
populations in the areas of coronary heart disease, cancer, rate of adult smoking, smoking during
pregnancy, teenage (13–15 years) pregnancies, and suicides for 10–24 year olds.
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Wales

Wales has developed specific national health targets (health gain targets) and indicators for coronary heart
disease, cancer, mental health, the health of children and older people, which were published in 2004v. They
provide a long-term measure of health outcome and health inequalities 2002–12. These health outcome targets
will be underpinned by indicators covering the determinants of health to provide a short to medium term
measure of progress at the local and national levels for improving health and reducing health inequalities in
Wales.

Northern Ireland

An Inequalities Monitoring System was set up in 2003 in response to an action point in the Department of
Health, Social Services and Public Safety new Targeting Social Need Action Planvi. It comprises a basket of
indicators which monitor area diVerences in morbidity, utilisation and access to health and social care services
over time in the most deprived and rural areas across Northern Ireland. Indicators such as life expectancy,
teenage birth rates and hospital admissions due to major diseases are all included and reported on.

The baseline results covering 2001–02 were first presented in the report Equality and Inequalities in Health
and Social Care in Northern Ireland—A Statistical Overviewvii. The morbidity and utilisation data was later
updated to cover results from 2002–03 in an update Bulletin in 2004viii and further update reports will be
produced periodically.

D. Access, Financial Sustainability, and Quality

Details are provided below on the three broad principles of access, quality, and financial sustainability of
healthcare services. Due to the devolved responsibility for healthcare systems within the component countries
of the UK, information is provided separately for England, Scotland, Wales and Northern Ireland.

England

Ensuring access to care: One of the fundamental principles of the NHS is that there should be equal access to
treatment for all, based on clinical need and regardless of the patient’s ability to pay. The recent combination
of investment and reform is now beginning to make a real diVerence, with patients having faster access to the
care they need. Since 1997:

— The maximum waiting time for an operation has fallen from 18 months to less than nine months;

— The maximum waiting time for an outpatient appointment has fallen from 26 weeks to 17 weeks; and

— 98 per cent of patients are seen, diagnosed and treated within four hours of arrival at accident and
emergency.

When the current programme has been delivered by 2008, the 1997 maximum wait of 18 months for only part
of patients’ treatment will have been reduced to 18 weeks for the whole journey.

This investment is also resulting in recruitment and retention of the workforce required to tackle these issues.
There are 1,331,087 staV in NHS England, either directly employed or under contract. Of these, 34,855 are
general medical practitioners; 82,951 are hospital doctors, 397,515 are qualified nurses. There are 128,833
qualified scientific, therapeutic and technical staV and 17,272 qualified ambulance staV, and 90,110 practice
staV other than nurses. There are 368,285 clinical support staV and 211,489 NHS Infrastructure support staV,
which includes managers, administrative, estates.

From the end of 2005, patients will have the right to choose from at least four to five diVerent healthcare
providers, including Independent Treatment Centre providers, with the NHS paying for this treatment. In
2008, patients may choose from any provider (NHS or independent sector), provided they meet NHS
standards and treat within the national maximum NHS price. Patients will have access to their personal
HealthSpace on the internet, where they can see their care records and note their individual preferences. By
the end of 2005 electronic booking and electronic prescribing services will be available.

The UK has had considerable experience in relation to patient mobility both in terms of sending patients
overseas for treatment and in providing treatment to overseas patients mainly from the European Economic
Area. We have provided information to the Cross Border working group on the UK experience to date.
Patients are referred for treatment under EU secondary legislation regulation 1408/71 (the E112
arrangements) but also through direct referrals set up by Dept of Health and managed by the NHS. Legal
obstacles to PCTs referring patients on their own initiative have been removed (following ECJ judgements in
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this area). There are likely to be further legal developments following the UK Watts case currently before the
ECJ. Nevertheless, there are major programmes in progress within England to increase significantly the level
of capacity available to meet the needs of NHS patients in the main General and Acute elective specialties
towards the 18-week waiting target from 2008.

Promoting High-Quality Care: There have been improvements in the quality of care, achieved through the
development and delivery of National Service Frameworks. More treatment and care are also available closer
to home. There has been clear progress in tackling the country’s biggest killer diseases, with premature deaths
from cancers and heart disease falling at the fastest rate of any European country. Patient choice has begun
to have an impact on the way in which the NHS works: in future, with waiting times no longer the main issue,
the NHS will be able to concentrate more on helping patients to decide on the time and place of their care.
The NHS will provide better support to people with illnesses or medical conditions that they will have for the
rest of their lives, such as diabetes, asthma, and some mental illnesses. Prevention of disease and tackling
inequalities in health will also assume a greater priority in the NHS.

In national surveys, patients are increasingly positive about the quality of their care. By 2008, the Healthcare
Commission will inspect all providers, whether in the NHS or in the independent sector. This independent
health inspectorate is responsible for inspecting the quality of hospitals and other NHS organisations. Star
ratings are awarded depending on how a Trust has performed against a set of performance indicators set by
the Healthcare Commission. Hospitals are rated as having zero to three stars—the more stars the better.

To deliver this vision, investment in the NHS will rise to £90 billion by the year 2007–08. In return for this
investment the NHS will oVer the following:

— Patients will be treated within a maximum of 18 weeks from referral by their GP, and those with
urgent conditions will be treated much faster;

— Patients will be able to choose between a range of providers, including NHS Foundation Trusts and
Independent sector providers;

— Patients will be able to be treated at any facility that meets NHS standards, within the national
maximum price that the NHS pays for the treatment they need;

— Patients will have access to a wider range of services in primary care, including access to services
nearer their workplace;

— Electronic prescribing will improve the eYciency and quality of prescribing;

— Users of social care will be empowered through the expansion of direct payments;

— In every care setting the quality of care will continue to improve, with the Healthcare Commission
providing an independent assurance of standards, and patient safety being a top priority;

— People with complex long-term conditions will be supported locally by a new type of clinical
specialist, to be known as community matrons;

— Major investment in services closer to home will ensure much better support for patients who have
long-term conditions, enabling them to minimise the impact of these on their lives;

— There will have been further progress in tackling the biggest killer diseases, with the country on track
to secure by 2010 a 40 per cent fall from 1997 in death rates from heart disease and stroke, and a
20 per cent fall in death rates from cancer;

— The NHS is developing into a health service rather than one that focuses primarily on sickness and
will, in partnership, make further in-roads into levels of smoking, obesity and the other major causes
of disease. There will be a sustained drive to reduce inequalities in health;

— Local communities will have greater influence and say over how their local services are run, with local
services meeting local priorities;

— Primary Care Trusts will control over 80 per cent of the NHS budget;

— The independent sector will provide up to 15 per cent of all elective procedures within the NHS so
that patients have real choice;

— All NHS Trusts will be in a position to apply for NHS Foundation Trust status;

— More staV will work in the NHS and will be encouraged to work more flexibly in a way that best
responds to patients’ needs;

— There will be incentives for healthcare providers to oVer care that is eYcient, responsive, of a high
standard and respects people’s dignity.
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Guaranteeing the Financial Sustainability of accessible, high-quality care: One of the fundamental principles of
the NHS, that it should be financed by collective funding through national taxation, is the most eVective way
to ensure that quality care is available to all. Sustained investment is transforming the NHS: investment has
increased from £33 billion in 1996–97 to £67.4 billion in 2004–05. Spending on buildings and equipment
has increased from £1.1 billion to £3.4 billion. From 1997–2004, the average spending per head of
population has increased from £680 to £1,345. Total (public plus private) health spend as a percentage of gross
domestic product (GDP) in the UK for the year 2004–05, is forecast at 8.3 per cent. The spending plans
announced by the Chancellor mean that by 2007–08 we expect the UK share of GDP spent on health to be
9.2 per cent—well above the current European average.

Scotland

Ensuring access to care: The National Health Service in Scotland operates on the same principles as elsewhere
in the United Kingdom: comprehensive services are provided to every citizen, regardless of economic
circumstances or of where they live, and are free at the point of delivery. These services are funded from general
taxation. For a few services, such as dentistry and prescriptions, fees are charged, with exemptions for
children, the elderly and people on low incomes.

There are 149,896 staV in NHS Scotland, either directly employed or under contract. Of these, 4,269 are
General Medical Practitioners; 10,003 are hospital doctors, 45,540 are qualified nurses. There are 16,071
qualified scientific, therapeutic and technical staV. There are 26,368 clinical support staV (non-qualified
nurses, AHPS, scientific & professional, technical and all ambulance staV) and 45,447 NHS Infrastructure
support staV, which includes managers, administrative, estates. Scotland has four University medical schools
for the training of doctors. Large numbers of nurses and other clinical staV are also trained through
Universities contracted to the Scottish Executive.

Every year in Scotland, there are about:

— 40 million visits to community pharmacies;

— 15 million visits to a GP surgery (and about 10 million GP consultations);

— 4 million outpatient appointments;

— 1.5 million visits to hospital accident and emergency departments;

— 1 million hospital admissions; and

— 500,000 admissions from the waiting list for elective (planned) treatment.

Promoting High-Quality Care: Scotland has a poorer record on healthy life expectancy than most other
western European nations, and there are larger gaps between the health experience of rich and poor people in
Scotland. A key objective of the NHS in Scotland and of Scottish Ministers is to improve health generally
through persuading and supporting people to make healthy lifestyle choices (diet, exercise, smoking,
drinking). These services are aimed particularly at people with the poorest health record, to try to narrow the
health gap between rich and poor.

NHS Boards are required to agree local health plans with the Scottish Executive Health Department and their
overall performance is monitored. Ministers have set a range of targets for Boards, including maximum
waiting times for primary care appointments, for first outpatient appointments in hospitals, and for admission
to hospital for inpatient or daycase treatment. In December 2004 Ministers set Boards additional, challenging
maximum waiting times targets that have to be achieved by the end of 2007. These will include targets for
diagnostic procedures.

A wide range of highly specialised services is provided in Scotland. Very small numbers of patients are
transferred for highly specialised treatment to hospitals in England. The NHS in Scotland carries out heart
transplantation and liver transplantation surgery, and a full range of cancer treatment.

Guaranteeing the Financial Sustainability of accessible, high-quality care: Ministers provided around
£7 billion a year to NHS Boards in Scotland in 2004–05. The balance of the health budget of £8 billion goes
on centrally-managed activity. This includes the special health boards, medical education, information
services and scientific research.
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Wales

Issues specific to Wales: Parts of Wales, particularly the former mining and industrial areas in the Valleys in
south Wales, have some of the worst health indicators in Europe, with reduced life expectancy and high levels
of heart disease and cancer, coupled with a deprived local economy. Despite greatly increased funding for the
NHS in Wales, the demand on acute hospitals is considerable, with very high levels of emergency admissions
(as opposed to planned operations), resulting in long waiting times for treatment. The causes are complex, but
contributing factors include a large population of elderly people and widespread poor health.

Responding to the Issues: The Welsh Assembly Government commissioned an independent review of health
and social care in Wales and is implementing the recommendations which focus on Prevention; Optimising
Service Delivery; Involving People; and Performance and Accountability. It is taking a twin-track approach
to tackle the causes of poor health and focusing services on results. This includes implementing a resource
allocation model which targets resources to Local Health Boards on the basis of the direct health needs of their
residents.

There is considerable emphasis placed in Wales on a partnership approach to tackling poor health and the
determinants bringing together groups from national and local government, the NHS, voluntary
organisations, businesses and community representatives. Local authorities have responsibility for providing
social services, as well as a range of other relevant responsibilities covering aspects of the environment, housing
and local economy. The close relationship between NHS and local authorities is seen as vital to improving
population health, and to relieving pressure on the acute sector of the NHS through better care at home
particularly of the elderly.

The aim is to reduce the emphasis on acute hospital treatment by improving illness prevention, developing
more comprehensive primary care to reduce the need for people to be admitted to hospital, and encouraging
better social care provision to help them to return home quickly with the necessary support. Patients and the
public are being given a greater role in local decisions about the NHS in a variety of ways.

Guaranteeing the Financial Sustainability of accessible, high-quality care: The Welsh Assembly Government
determines how its total budget is allocated to the portfolios for which it has devolved responsibility. In
2005–06, the budget for health is £4.6 billion, nearly double the funding on health when the Assembly was
established in 1999. The funding is due to increase to approximately £5.2 billion by 2007–08.

Ensuring access to care: There have already been significant improvements in access to services in the last few
years and by 31 December 2009 the maximum total waiting time from GP referral to treatment, including
waiting times for diagnostic tests will be six months.

Promoting High-Quality Care: Quality of care and safety is monitored by Healthcare Inspectorate Wales to
ensure the continuous improvement. In addition The Advisory Board for Healthcare Standards in Wales has
been set up to manage the process of adopting the National Assembly’s healthcare standards.

The Assembly Government sets standards and targets for the NHS in Wales to meet. This has been broadened
to include a system based on a balanced scorecard approach, which looks at each organisation not only on
delivery of targets, but on its internal systems, infrastructure, staV leadership and external relationships. The
aim is to encourage organisations continuously to improve.

Northern Ireland

The population of Northern Ireland (NI) generally experiences poor health. One quarter of people (25 per
cent) in NI (2003), considered that they had a limiting long standing illness. This is greater than for England
& Scotland (18 per cent) and Wales (22 per cent). In particular, NI has higher levels of mental health problems
and the rate of births with a congenital malformation in NI is over twice the level in England and Wales.

NI has a younger age profile than other UK countries but the elderly population is increasing more rapidly ie
people aged 75 and over in NI are projected to increase by 37 per cent between 2004 and 2019 whereas the
comparative UK figure is for 26 per cent growth. Overall deprivation levels in NI are high with GDP,
disposable income and working age employment being much lower than the UK average.

Ensuring access to care: The majority of patients in Northern Ireland do not have to wait long for treatment.
95 per cent of people on the inpatient or day case waiting list receive treatment within 12 months and
74 per cent within three months. Reducing the length of time patients wait for treatment is a key priority and
waiting times have reduced significantly in recent years. Inpatient and day case waiting lists have fallen by
18.2 per cent from 60,190 patients waiting at September 2002 to 49,250 at December 2004.
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However, the number of patients waiting for a first outpatient appointment continues to increase. For the
quarter ending December 2004, the number waiting for a first appointment was 164,672, an increase of
11.6 per cent on December 2003. 96 per cent of outpatients are seen within a year of referral and 70.3 per cent
within three months.

Sustained eVorts are being made to bring waiting times in Northern Ireland into line with the rest of the United
Kingdom. There will be a longer-term shift of emphasis in Northern Ireland towards the measurement of total
waiting times from referral to treatment. In the short-term, targets have been put in place, including that by
31 March 2006 there will be:

— a maximum waiting time of 15 months for inpatient or day case surgery and nine months by
31 March 2007, with:

— three months for cardiac surgery;

— six months for cataract surgery, and three months by 31 March 2007; and

— nine months for major joint replacement, and six months by 31 March 2007.

— 95 per cent of patients requiring hospital inpatient and day case treatment are admitted within
12 months of being placed on a list.

The March 2005 Health and Personal Social Services Information and Communications Technology (ICT)
Strategy outlines the three main aims of developing electronic care records, electronic care communications
and electronic information. This will establish an electronic integrated community health and social care
record for each patient by 2008. Electronic transfer of pathology results and digital imaging, and electronic
prescribing will also be introduced, along with electronic referral and booking systems.

Guaranteeing the Financial Sustainability of accessible, high-quality care: In general, the standard of health
within Northern Ireland remains lower than the UK average. Improving health and well being remains a
priority for the government in Northern Ireland. This priority is reflected in sustained investment in Health
and Social Services over the past five years. The Budget for Health and Social Services has almost doubled in
the last five years from £1.9 billion in 2000–01 to £3.33 billion in 2005–06.

While this is a significant increase in investment. It represents a lower real terms growth in spending than in
England, some 24.3 per cent compared to 26.25 per cent. Within this context Northern Ireland is taking
forward a programme of Reform and Modernisation which will result in improved outcomes for patients and
clients and will meet the needs of more people by streamlining processes, treating more people in primary care
rather than more expensive hospitalisation, reducing the length of stay in hospital and using staV more flexibly
by increasing the roles and responsibilities of lower paid staV.

The level of funding per head on health for Northern Ireland in 2002–03 was some £1,214. While this is ahead
of England and Wales (although lower than Scotland) it is important to note that there are diVerences in
demographic profile, morbidity and socio-economic status of the populations of the four countries which
would impact on the level of spend per capita in each region.

Promoting High-Quality Care: Underpinning the Department’s Modernisation and Reform agenda is the
promotion of safe and eVective care and continuous quality improvement. The aim is to ensure that, regardless
of where people come into contact with the HPSS, and whatever their circumstances, they receive consistent,
high-quality services. There has been a statutory duty of quality in place in NI since 2003. This sets
accountability at a local level for the delivery of services and for continuous improvement in quality.
Improvements in quality and safety of local services are centred on five broad themes, two will be further
developed over the next three years:

1. Improvements in governance arrangements within the HPSS;

2. The setting of standards against which service providers can be measured;

3. New arrangements for the regulation, inspection and review of services;

4. Improved accountability arrangements; and

5. Links with national standard setting and patient safety bodies.

To support HPSS bodies in this work, a range of controls assurance standards has been introduced on a
phased basis since 2003–04. In addition, the DH Modernisation Agency has been contracted to provide
support to HPSS organisations in implementing clinical and social care governance. A number of new
standards will be introduced over the coming years including further controls assurance standards; care
standards and quality standards supporting implementation of clinical and social care governance. All of these
standards will assist HPSS organisations in assessing risk and in the reporting on the quality of service
provision. They will also provide greater transparency for the public on what care they are entitled to expect
from the HPSS, and facilitate organisations in the demonstration of good governance.
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Annex 1
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Annex 2

REFERENCES TO HEALTH RESOURCES
i UK National Action Plan on Social Inclusion 2003–05:

http://www.dwp.gov.uk/publications/dwp/2003/nap/nap.pdf
ii Dept of Health England Public Service Agreements:

http://www.dh.gov.uk/AboutUs/HowDHWorks/ServiceStandardsAndCommitments/DHPublicService
Agreement/fs/en

iii Dept for Work and Pensions “Opportunity for All” strategy:
http://www.dwp.gov.uk/ofa/index.asp

iv “Partnership for Care” Scotland’s Health White Paper:
http://www.scotland.gov.uk/library5/health/pfcs-00.asp

v National high-level targets and indicators for Wales:
www.cmo.wales.gov.uk/content/work/health-gain-targets/index-e.htm

vi Targeting Social Need Action Plan, 2001, Northern Ireland Department of Health, Social Services and
Public Safety:
http://www.dhsspsni.gov.uk/publications/archived/2001/tsneeds.pdf

vii Equality and Inequalities in Health and Social Care in Northern Ireland: A Statistical Overview: see
Chapter 8 for relevant data:
http://www.dhsspsni.gov.uk/publications/2004/equality–inequalities/equality–inequalities.asp

viiiN Ireland Health and Social Care Inequalities Monitoring System, Update Bulletin 2004:
http://www.dhsspsni.gov.uk/publications/2004/iqs-1stupdate-bulletin04.pdf

Letter from the Chairman to Rosie Winterton MP

Thank you for your letter dated 1 July which was considered by Sub-Committee G on 20 July.

We are grateful to you for sending us, as promised in your predecessor’s letter dated 24 March, the UK report
which has been submitted as a national contribution to the Commission’s current consultation exercise.

You may have seen from earlier correspondence that we have some doubts about the value of this and other
OMC exercises. In my letter dated 21 October 2004 to your predecessor I stressed that such exercises should
not be overly burdened by indicators or duplicate existing work and should be carried out with as light a touch
as possible, concentrating on adding value. I also said that what purports to be a worthwhile exchange
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designed to share experiences and develop common strategies must not become unduly bureaucratic, generate
nugatory work or infringe on the competence of Member States.

We are glad to see the approach outlined in the UK paper is broadly consistent with these criteria and we hope
that the Government will continue to ensure that these aims are achieved in negotiations during the UK
Presidency. We also hope that those views are shared by other Member States.

We note that substantive discussion of this proposal was expected to take place at the Social Protection
Committee on 14 July and that the Commission is due to present a Communication, presumably based on the
results of the current consultation exercise, in November 2005. We are grateful to you for promising to keep us
in touch with developments and will continue to retain this item under scrutiny pending your further reports.

21 July 2005

i2010: DIGITAL LIBRARIES (12981/05)

Letter from the Chairman to Rt Hon Tessa Jowell MP, Secretary of State, Department for Culture,
Media and Sport

Your Explanatory Memorandum dated 20 October was considered by Sub-Committee G on 24 November.

We recognise the potential importance of this ambitious programme, about which we will want to know more.
But it is clear from the Commission document that it will pose formidable technical, organisation and resource
challenges, as well as raising important legal questions.

We note that a debate on the project was expected to take place at the Education, Youth and Culture Council
on 14 November and that the Department was due to host a Presidency conference on digitisation and
e-learning during this month.

We also note that the Commission plan to submit a Recommendation to the Council next year, based on the
results of its consultation, to which your Department will be coordinating a UK response.

We are holding this document under scrutiny and would be grateful if you could report on the outcome of
the debate at the Education, Youth and Culture Council and on your Presidency conference and let us have
a summary of the UK response to the Commission’s consultation in due course.

24 November 2005

INFORMAL EU GENDER EQUALITY COUNCIL, BIRMINGHAM, NOVEMBER 2005

Letter from Rt Hon Tessa Jowell MP, Secretary of State, Department for Culture, Media and Sport
to the Chairman

I am pleased to enclose a copy of my written Statement to Parliament outlining the content of the Informal
EU Gender Equality Council that took place as part of the UK’s Presidency of the European Union in
Birmingham on 8–9 November 2005.

25 November 2005

WRITTEN MINISTERIAL STATEMENT

Secretary of State for Culture, Media and Sport and Minister for Women

The Informal EU Gender Equality Council, Birmingham, 8–9 November 2005

The Informal EU Gender Equality Council hosted by the UK Presidency took place in Birmingham on
8–9 November. Together with ministerial colleagues, Meg Munn and Baroness Crawley, I chaired this meeting
which included visits to innovative community projects from across the West Midlands tackling the problems
of gender inequality.

In addition to 15 Ministers from across Europe with responsibility for gender equality, I was delighted to
welcome Rachel Mayanja, the UN Secretary General’s Special Advisor on Gender Equality and the
Advancement of Women, Anna Zaborska, Chair of the European Parliament’s Women’s Committee and
Vladimir Spidla, Commissioner for Employment, Social AVairs and Equal Opportunities.

On Tuesday 8 November, Ministers were divided into groups to visit community projects brought together
in two venues in Birmingham. My colleague Meg Munn, visited a community arts centre called “The
Custard Factory” and I hosted the other group of Ministers who visited a converted pub in Balsall Heath,
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now a thriving centre of education as part of South Birmingham College. At each venue we had the
opportunity to talk to a number of women about their projects and to learn about good practice in the
United Kingdom. The areas covered by the projects included rural enterprise, education and training,
business start-ups, confidence-raising, gender equality in the business world and the promotion of
technology and enterprise for young girls.

A number of Ministers commented that they found this part of the Informal to be the most innovative as it
gave them a chance to speak to individual women who had experienced various forms of disadvantage and to
hear their stories. Indeed one of my Ministerial colleagues actually said that it reminded him of the reason why
he had entered politics, and, several projects were invited to Ministers’ Member States.

On the second day, after a short welcome speech from Meg Munn, Ministers broke into three small groups
chaired by the UK, Austria and Finland (the current and two succeeding Presidencies) for detailed discussions
and an exchange of good practice. These discussions were based on questions prepared by the Presidency and
sent to the Ministers in advance. The three themes flowed from the preceding Gender Equality Conference.
These were:

“Breaking the Barriers”, which included issues such as breaking down traditional stereotypes of
women’s work and occupational segregation, the kind of support needed for women entrepreneurs
and using taxation and incentive policies to break employment barriers;

“Making work work” covering successful work-life balance initiative, childcare and how women can
achieve economic security in retirement; and

“Getting in, getting on” covering educational initiatives aimed at inspiring girls to aim high in their
professional lives, how women can update and expand their skills throughout their lives and the
gender pay gap and how it can be abolished.

Discussions in these groups were lively and informative, aided in part by the smaller numbers of participants.
In the subsequent Plenary session, each chair reported back on some of the key issues discussed and
highlighted examples of good practice that were shared in their group. In discussion, Ministers agreed that the
key issues aVecting gender equality include:

— The demographic challenge, meaning that people were living longer and having fewer children;

— The gender pay gap;

— Occupational segregation;

— The need for increased involvement of men in caring responsibilities and domestic tasks;

— The low status and consequent lower pay of many women’s jobs;

— Women’s lower pensions caused by interrupted working patterns and lower pay;

— Better quality and greater provision of childcare;

— Flexible working patterns and reconciliation of work-life balance.

During the Ministerial meeting a number of speakers also identified the need to increase the number of women
in the labour market if Europe is to increase economic growth, productivity and competitiveness. The links
between this and the EU “Lisbon Strategy” were made with particular reference to retaining women in the
labour market.

Ministers agreed that the opportunity to share and exchange practical examples of good practice, which
worked in their Member States, with other colleagues, had been extremely useful and hoped that it could be
built on in the future.

At the end of the meeting, a Presidency statement was issued which will be formally presented to the
Employment, Social Policy, Health and Consumer AVairs Council on 8–9 December. I attach a copy to this
Statement.

PRESIDENCY STATEMENT

Statement made by the UK Presidency at the conclusion of the Ministerial Meeting on Gender Equality
in Birmingham on 9 November 2005

1. Ten years ago in Beijing the United Nations drew up a Declaration and a Platform for Action that has been
the template for progress on gender equality ever since. The enthusiasm and commitment of the national
delegates and representatives of civil society, who worked day and night on the text, helped to inspire the
development within the European Union of a strong legislative base for gender equality and innovative
policies for women’s empowerment.
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2. Together the Luxembourg and United Kingdom Presidencies were determined to lead the EU to a strong
reaYrmation of the Declaration and Platform for Action to mark their tenth anniversary. This began with a
Conference and Informal Ministerial meeting in Luxembourg in February, that reviewed progress in all EU
Member States towards the goals in the Platform for Action, and provided a comparative review of the
institutional mechanisms for promoting gender equality within Member States. The Luxembourg Conference
report provides an important basis for future comparative EU study, and the Common Ministerial
Declaration (adopted by Ministers of EU Member States responsible for gender equality on 4 February)
provides a strong statement of support for the Beijing Platform for Action.

3. In March the Luxembourg Presidency led a very strong EU delegation to the 49th session of the
Commission on the Status of Women at the United Nations, where, in no small part due to the determination
of the EU, we secured a full and universal reaYrmation of the Beijing Declaration with a renewed emphasis
on the importance of gender equality for the achievement of the Millennium Development Goals. These goals
were reviewed at the Millennium Review Summit in September, where the UK led the EU delegation. The
Outcome Document of the Summit makes even stronger linkages between the Beijing Declaration and the
MDGs, including a reference to making the goals of full and productive employment and decent work for all,
including women, a central objective of relevant international policies as well as national development
strategies, including those aimed at poverty reduction.

4. Education and economic empowerment are key to promoting women’s advancement in all of the areas
identified in the Beijing Platform for Action. An educated woman who has marketable skills and equal
rights in the workplace can better resist discrimination in other arenas. Women, as 50 per cent of the EU
population oVer great economic and social resources of creativity, entrepreneurship and community
cohesion. But economic empowerment, and gender equality, requires an eVective legislative base and a wide
range of policies, at national and local levels, and in business, for success. Within the EU we now have a
strong legislative base, with the conclusion of negotiations on the extension of protection against
discrimination on the grounds of gender into the field of goods and services. Therefore at the UK Presidency
Gender Equality Conference and Ministerial Meeting in Birmingham we concentrated on sharing our
experience of practical interventions and policy initiatives that deliver economic empowerment for women
and gender equality for women and men.

5. Alongside practical examples from many EU Member States, generously shared by representatives from
governments, business, trade unions, academics and civil society, we also considered ideas that have been
successful in the developing world. And Ministers, prior to their own very valuable discussions, visited
community projects based in the West Midlands—several funded by the EU—to see how local initiatives can
make a significant diVerence to the economic chances of disadvantaged women, particularly to those
experiencing multiple discrimination. These projects working with the specific needs of Minority Ethnic
women, women in business, training and education of women, young female entrepreneurs, women facing
social exclusion and support for women in rural enterprise, represent a microcosm of the complexity and
diversity of issues facing women in their everyday lives across Europe, and, highlight the challenges faced by
policy and decision makers to achieving full gender equality.

6. We were strongly influenced in our work by the mid-term review of the EU Lisbon Strategy. This strategy
recognises overtly that gender equality and the advancement of women are fundamental to the achievement
of full employment, sustained economic growth and social cohesion, as well as the promotion of knowledge
and innovation in Europe, the reinforcement of social protection and the eradication of poverty. We
encourage all Member States to ensure that their future annual Lisbon implementation reports, (which will
report on their National Reform Programmes for 2005–08), are fully mainstreamed—in particular that;
any targets and data are disaggregated by gender; that the goals of women’s’ employment and the provision
of good childcare are properly resourced; and, that the Integrated Guidelines on Growth and Jobs for
2005–08, are heeded, (with particular reference to Guideline No 18 “promoting a lifecycle approach to
work”). The EU Lisbon Strategy must be achieved by full acknowledgement of the importance of gender
equality.

7. The EU made a firm commitment, renewed in Luxembourg in February, to continue its work on diVerent
aspects of the Beijing Platform for Action by the development and collection of helpful and relevant
indicators. It was also agreed that this year no new specific indicators would be developed, so that Member
States could focus on implementation of the Platform in its entirety. In 2006 this work will recommence
under the leadership of the Austrian and Finnish Presidencies, including a focus on gender equality health
indicators. However, in due course, this will be greatly assisted as a result of work done under Luxembourg
and the UK this year on the establishment of the European Gender Institute. This, and the Recast Directive
that simplifies and streamlines the existing gender equality acquis, have been the primary focus of our work
in Council.
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8. The Presidency is proud of the EU’s record of achievements in the field of gender equality but is all too well
aware of the work that remains to be done. We believe that our emphasis at the Presidency Conference and
Ministerial in Birmingham, on women’s economic empowerment, in the context of the Beijing Declaration
and the Lisbon Strategy, is an important one, and has provided the opportunity for significant and purposeful
conversations between practitioners from across the EU, and more widely. We are pleased that the European
Commission plans to reprise the theme of women’s employment and work-life balance as the central part of
its Third Annual Report to Heads of State and Government, (to be presented at the Spring Council in March
2006). This UK Presidency Statement will be presented to the Employment, Health and Social AVairs Council
for consideration on 8–9 December.

INFORMAL EU SPORTS MINISTERS MEETING

Letter from Richard Caborn, MP, Minister for Sport, Department for Culture, Media and Sport
to the Chairman

I am writing to outline to you the aims, proceedings and outcomes of the informal meeting of EU Sports
Ministers, which I chaired on behalf of the UK Presidency in Liverpool on 19–20 September.

Although the EU does not have a competence in sport, EU Sports Ministers usually meet once during each
Presidency. These informal meetings provide a forum in which Ministers can discuss issues of common interest
and decide, if they choose, to cooperate and share information in various aspects of sport policy. In addition to
the 25 Member States and Jan Figet, Commissioner for Training, Culture and Multilingualism, the Presidency
invited Romania, Bulgaria and the European Parliament (represented by Nikolaos Sifunakis MEP, Chair of
the Culture and Education Committee) to attend as observers. The agenda covered anti-doping, equal
opportunities and diversity, sport and health and the promotion of volunteering in sport. The meeting was
successful in securing agreement on the issues under discussion and was widely praised for its eYcient
organisation by the participants.

Anti-doping

The main item discussed under this heading was the UNESCO Convention against Doping in Sport, the
adoption and ratification of which imposes a legal obligation on all governments to support the Sporting
Movement in eradicating doping in sport, primarily through formally recognising the role of the World Anti-
Doping Agency and its World Anti-Doping Code. According to Article 37 of the Convention, 30 instruments
of ratification must be received by the UNESCO Director General by 31 December 2005, if the Convention
is to come into force prior to the Turin Winter Olympic Games, which start on 10 February 2006.

The Presidency, with support from several Member States, therefore urged Member States to ratify the
Convention as quickly as possible in order to send a clear signal to other UNESCO members. While most
Member States agreed to sign a “statement of commitment” to adopt the Convention at the UNESCO
Convention in October, as the Presidency proposed and do their best to ratify by 31 December 2005, a few
Member States said that it would be diYcult for them to do so. In any case, the proposal subsequently failed
to obtain suYcient support outside the EU. The Statement will therefore not be presented for signature during
the UNESCO General Conference. However, the Convention is nonetheless expected to be adopted during
the General Conference.

Ministers also discussed membership of the board of WADA (World Anti Doping Agency), nearly all
Member States wanted the next Chair to be a government representative as the Chair and Vice Chair positions
should rotate between government and sporting movement representatives. They wanted a model that re-
establishes five European representatives on the WADA Executive Board (the EU Troika plus two for the
Council of Europe). However, two Member States noted the diYculties of a serving government Minister
finding the time to devote to such a big rote; therefore the government representative should not be a serving
government Minister.

Most Member States called for a thorough review of how substances were added to or removed from the
WADA list of prohibited performance enhancing substances. One Member State felt there should only be one
single list rather than several sub-lists: in-competition, out-of-competition, sports specific lists and a specified
substances list. The Presidency agreed to write to WADA putting forward Member States’ views on this as
well as membership of the WADA Board.

There was some controversy about FIFA’s continuing failure to adopt the World Anti-doping Code. The
Presidency, with support from Member States, noted that WADA and FIFA were finally moving towards
agreement on this, but that FIFA’s rules, which require strong evidence that the individual is guilty of
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deliberately doping, did not comply with the WADA Code’s “strict liability” of the athlete for what enters his/
her body. The Presidency suggested it would be best to let WADA and FIFA try to work the issue out between
themselves.

Promotion of Equal Opportunities and Diversity in and through Sport

Per Ravn Omdal, Vice President of UEFA, explained to Ministers how his organisation was leading the eVort
at European level in tackling racism in football. They were becoming tougher in terms of fines and forcing
persistent oVenders to play their games behind closed doors or in a neutral stadium. Money from fines was
funding “football against racism in Europe” (FARE), which was organising campaigns across Europe.

The consultants PMP then presented their Commission-funded study on the contribution of sport to the fight
against xenophobia and racism by highlighting case studies from across the EU of projects promoting the
integration of minority ethnic groups through sport.

Sport and Health

The Presidency proposed setting up a small “working group” of Member State experts to share best practice
on promotion of sport for tackling obesity, following a Commission-funded study on this issue. Slovenia
was invited to give a short presentation on their initiative whereby doctors were encouraged to prescribe
diVerent levels of physical activity as well as improved nutrition to patients. Other Member States described
a series of similar initiatives that they were introducing nationally. The Commission outlined the work of
the European platform for action on diet, physical activity and health, launched in March 2005. They
admitted that there had been a very strong emphasis on nutrition so far, but they were working to ensure
more focus on sport.

Following a discussion of the draft Terms of Reference for the proposed working group, the Presidency agreed
to take on board Member States’ comments that the expert group should: focus on physical activity rather
than just sport; should took at all age groups rather than just focussing on young people; and should not only
target those who are already obese, but should also aim at prevention. I enclose the final Terms of Reference
for your information.

Promotion of Volunteering in Sport

The Presidency introduced this item by noting that volunteering was the lifeblood of sport, especially at the
grassroots. The Commission said that they would convene a group of experts in the autumn to reflect on the
recognition which could be given to volunteers. The Presidency also noted that high insurance costs for
volunteers in particular in the case of extreme sports, and child protection requirements were putting
volunteers in the UK oV taking out groups of young people. It was agreed that sharing of best practice in the
promotion of volunteering in future would therefore be welcome.

Update from Commission on recent Developments in EU Sport Policy

Commissioner Figel’ noted that it was now unrealistic to expect an EU sports policy by 2007, but he
highlighted the Commission’s ongoing work on sport, in particular:

— On free movement of sports people, the Commission had asked all Member States for information
concerning their guidance for amateur sports bodies to ensure that all EU nationals were free to
participate in amateur sport in other Member States.

— While the European Parliament was likely to vote to exclude gambling from the Services Directive
(and nearly all Member States agreed with this), Figel’ again stressed that there were rising numbers
of complaints that certain Member States were blocking access to their markets for lotteries and
gambling. Even if excluded from the Services Directive, such practices were still not in accordance
with the Treaty. [NB this issue is of concern to EU Sports Ministers because in many Member States
sport receives significant funding from the national lottery, as it does in the UK.]
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Intervention by EP Culture and Education Committee Chair

Mr Sifunakis updated Ministers on the work of the EP, and the Culture and Education Committee in
particular, on sport. It had:

— expressed support for a resolution to be tabled by Italy in the UN General Assembly, calling upon
Member States to observe an Olympic ceasefire during the Turin Winter Games in February 2006.

— held a public hearing in November 2004 on “drug-taking in sport: An obstacle to the ideal of
athleticism”.

— Passed a resolution in 2003 calling for equal access to sport for women.

Conclusions

Austria set out plans for their Presidency. They would focus their Presidency priorities on sport’s contribution
to the economy, for instance, through tourism and its impact on drastically reducing working days lost to
sickness and state expenditure on healthcare.

The Presidency’s conclusions for the Informal are enclosed for your information.

18 October 2005

INTEGRATED PROGRAMME IN THE FIELD OF LIFE-LONG LEARNING (11587/04)

Letter from Bill Rammell MP, Minister of State for Life-long Learning, Further and Higer Education,
Department for Education and Skills to the Chairman

I am writing to update you on recent developments in negotiations of the European Commission’s proposals
for an integrated programme in the field of Life-long Learning and to seek your agreement to us seeking partial
political agreement on these programmes at the Education and Youth Council on 15 November.

It is an opportune time to do so given that the European Parliament Culture and Education Committee gave
its opinion on the programme on 12 September and is set to adopt these opinions in plenary on 25 October.
Given the tight timescale I am providing an analysis of the EP amendments which we expect to be accepted
by the Council in order to provide you with as much advance notice as possible. I will of course write again
after the 25 October plenary vote, hopefully to confirm the analysis in this letter.

The UK has set out its intention to make as much progress as possible on both the programmes during its
Presidency. The Education and Youth Council will meet on 15 November and will be chaired by the Secretary
of State for Education and Skills. As it is not possible to gain full adoption of the programmes until there is
agreement on the overall EU budget, the UK Presidency is aiming to gain “partial political agreement” at this
Council. This approach was developed by HMT, put to Coreper by the UK Presidency and endorsed by all
Member States.

Partial political agreement (PPA) is the approach being used for EU spending programmes in first reading as
the overall EU budget is not agreed. It is a way of securing Council agreement on the non-budgetary elements
of the proposal, while leaving aside those articles which concern the budgetary amounts, or which are directly
related to the budgetary amount, from the scope of the agreement on the proposals. As adjustments to parts
of the programmes might be necessary once the budgetary amounts are known it is possible to open parts of
the text again once the overall programme budget has been decided. For example, the targets of the
programme and the minimum allocations for each sub-programme could not form part of a partial political
agreement as they are directly aVected by the budget. However, the objectives of the overall programme and
the sub-programmes do not have direct budgetary implications and would be part of partial political
agreement.

The PPA will also need to take account of amendments proposed by the European Parliament. The European
Parliament Committee gave its opinion on both programmes on 12 September. The plenary vote on both
programmes is scheduled for 25 October. I will write to inform you of the outcome of the plenary vote as soon
as possible after 25 October so you are aware of the European Parliament’s opinion and those amendments
likely to be adopted in good time before the Council.

Annex A provides a summary of the European Parliament Committee amendments and main issues for
negotiation in the Council for the Life-long Learning Programme. Annex B provides a response to the House



3437531290 Page Type [E] 22-01-07 20:08:10 Pag Table: LOEANY PPSysB Unit: PAG3

642 social policy and consumer affairs (sub-committee g)

of Commons Committee’s letter of 20 July which asked for further clarification on expenditure on mobility
in the two programmes and is attached for your information. I also attach the latest version of the Lifelong
Learning Programme text and the European Parliament Committee report.

12 October 2005

Annex A

MAIN ISSUES FOR PARTIAL POLITICAL AGREEMENT AND EUROPEAN PARLIAMENT
COMMITTEE OPINION ON THE PROPOSED LIFE-LONG LEARNING PROGRAMME

As I mentioned in my covering letter we are aiming for partial political agreement (PPA) on proposals for a
Life-long Learning Programme at the Education Council in November. This Annex gives an analysis of the
main changes to the Commission’s original proposal made during the Council negotiations leading up to
partial political agreement and the likely outcomes. It also summarises the key European Committee
amendments and gives an indication of which amendments we anticipate will be accepted by the Council
under PPA.

Main Changes made during Council Negotiations

The Council has made a number of changes to the original proposals during the course of negotiations which
are expected to be part of PPA and agreed at the November Council. A summary of the key changes follows:

— Disadvantaged groups—add a new stress on the need to “widen access to those from disadvantaged
groups” as well as addressing “the special learning needs of those with disabilities”. (Recital 27)

— Simplification and proportionality—amend the text to ensure it better follows the principles of
simplification and proportionality. The amendments include providing simplified systems for grants
of less that ƒ25,000, increasing flat-rate grants up to a maximum of ƒ25,000 and broadening the
definition of public learning providers which will be exempted from providing proof of financial
stability and from audit requirements. (Annex)

— Languages—a new reference stating that “promoting the teaching and learning of languages and
linguistic diversity should be a priority of Community action” has been added to the text (Recital
14a). This reference will make the text more enabling in deciding which languages the programme
can support.

— ICT—a new specific objective of the programme has been added “to support the development of
innovative ICT-based content, services, pedagogies and practice for life-long learning”. It has also
been added to the sub-programmes. This recognises the significant impact which ICT can have in
education and that it should play an important role in this programme. (Article 1, 3 f a)

— Making clear that ICT and language learning can be supported under all the sectoral sub-
programmes as well as under the Transveral Programme and clarifying that they will be supported
under the Transversal programme where the target group cuts across more than one of the sub-
programmes (for example both schools (Comenius) and adult basic skills (Grundtvig).

— Advanced vocational education and training (advanced VET) in Erasmus—to make clear that
Erasmus is open to institutions and students involved in advanced VET amendments have been
made to the definition of “students” and “higher education institutions”. These ensure that students
in vocational education at tertiary level and institutions oVering tertiary level vocational education
are properly covered in Erasmus. (Article 2, 5 and Article 2, 9)

— Monitoring and evaluation—to enable the programme to be better monitored and evaluated the
Commission is now asked to regularly monitor and evaluate the programme “against its objectives”
and to “regularly publish statistics for monitoring progress.” (Article 16)

— Tidying up areas of the text to avoid duplication for example ensuring that the specific objectives of
the sub-programmes were not repeated upfront in the programme proposals as well as in each of the
sub-programmes.
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Issues for the Parliament and Council

It is a shared priority of the Council and the EP Committee that the principles of simplification and
proportionality are fully woven into the programme proposals. The EP Committee has suggested virtually
identical amendments (Amendments 33a, 67, 68, 69, 71) to those proposed in a recent UK Presidency
compromise text and these amendments are likely to be part of a PPA. The amendments include providing
simplified systems for grants of less that ƒ25,000, increasing flat-rate grants up to a maximum of ƒ25,000 and
broadening the definition of public learning providers which will be exempted from providing proof of
financial stability and from audit requirements.

The Council and EP Committee are also closely aligned on their positions on giving support to disadvantaged
groups in the programme. The Council has stressed the need to “widen access to those from disadvantaged
groups and address the special learning needs of those with disabilities”. The EP Committee has signalled the
need to provide grants for programme participants with disabilities and to give special attention to those
groups which are under-represented in education and training in the EU (amendments 16 and 17). I am
confident that the importance of helping disadvantaged groups to participate in the programme will be
included in the text in PPA.

The EP Committee has proposed to enable those participating in mobility or placements to take “refresher
courses” in languages as well as the “preparation in the host language” courses which form part of the
Commission’s original proposal. They also want to enable programme participants to go on “refresher visits”
(amendments 6.30,31,38 51). These amendments are likely to be uncontroversial in the Council and should be
included in PPA.

The Committee sees the promotion of wider and better understanding of Human Rights and Democracy as
a key requirement in the development of a social Europe based on solidarity and believes this must be
addressed in the Lifelong Learning Programme. It has proposed amending the text along these lines in a
number of places (Amendments 7,15,25). The Council is likely to agree with this principle but it remains to be
seen whether they are at appropriate points in the text or whether exact wording is appropriate in that context.

The EP Committee has also made a number of proposals which have implications for the programme budget.
They propose to raise the overall budget from ƒ13.6 billion to ƒ14.6 billion (amendment 43), increase the
mobility grant for Erasmus (amendment 8), increase the Comenius and Erasmus minimum proportions and
reduce the Leonardo da Vinci minimum allocation (amendment 70) and increase the targets for Comenius
(amendment 45). Due to their budgetary implications these amendments will not form part of a PPA. Indeed
the Council will not take a view on them until after the overall EU budget is agreed.

I hope this is a helpful clarification of where things stand in the Council negotiations and how the EP
Committee amendments are likely to be taken forward. I will write again to inform you of the EP plenary
opinion once it has had its vote on 25 October.

Annex B

RESPONSE TO HOUSE OF COMMONS LETTER FOR INFORMATION

Thank you for your letter of 20 July and your agreement with our view that supporting “unilateral and
national projects” within the programmes was consistent with the principle of subsidiarity. In your letter of
20 July you also asked for a more detailed clarification of whether the proposed expenditure on mobility taking
the Life-long Learning programme and the Youth in Action programme together was proportionate given the
Community’s other priorities. Mobility is of course the major element of expenditure for both programmes
and the Commission has proposed significant increases in both budgets.

The proposed expenditure in the two programmes must be considered in the context of negotiations on the
overall EU budget and the approach of the UK and other net contributors; expenditure by the EU should be
the most eYcient way of achieving the objective, it should add value compared to action by Member States
alone, and it should be consistent with the Commission’s ability to manage, and Member States’ ability to
absorb, such funds.

After the failure to reach agreement on future financing at the European Council in June, the UK Presidency
has been carrying out a consultation process with all Member States with a view to working towards a deal
in December.

From the UK perspective, the Prime Minister has stressed the importance of reforming the EU budget and
refocusing it on the areas, including education, where the EU could benefit most. In his June speech to the
European Parliament he said, It cannot be right, in the 21st century, for the EU to spend seven times as much
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on agriculture than on the crucial areas for growth of R&D, science, technology, education and innovation
combined. As Presidency, however, any proposal tabled will have to reflect the views of all Member States.

Once the overall budget is agreed I will be making the strongest case possible for education and training
expenditure in cross-governmental negotiations. Of course until there is agreement on the overall budget I am
not able to speculate about the exact amounts the UK Government thinks should be allocated to both
programmes. However, it is clear that the increase proposed by the Commission of 20 per cent a year, a three
and a half-fold increase over the period 2007–13, is unrealistic in the current circumstances. By comparison,
these programmes have grown by around 3 per cent a year in the current financial perspective.

Within the two programmes I do think that it is right that mobility should receive a large share of funding—
partly because this is where the EU value added is most obvious—but we also believe that partnerships and
exchange of good practice, although less costly, are very valuable too. In an increasingly globalised economy
the intercultural skills and language skills which programme participants gain through mobility can
signficantly enhance their future careers and have clear and obvious benefits for UK and EU international
competitiveness. I also believe that the use of ICT and distance learning should also feature significantly in the
programmes to help include groups that are not usually able to participate. The Transversal Programme,
which will have a strong emphasis on innovative approaches to ICT, should help here.

I hope this explains more clearly the importance that I give to these programmes and mobility. I will continue
to keep your Committee informed of developments and will be able to give you a more detailed position once
the overall EU budget is agreed.

Letter from the Chairman to Bill Rammell MP

Thank you for your letter dated 12 October which was considered by Sub-Committee G on 27 October.

As I pointed out in my letter to you dated 13 October about the UK Presidency priorities for the Education
and Youth Council, Parliamentary scrutiny of this programme by the House of Lords was concluded with the
Debate in the House on 7 July on our Inquiry Report. We do, however, continue to have a close interest in
this proposal and are grateful to the Department for keeping us in touch with developments.

Most of the proposals for changes to the text set out in Annex A of your letter are consistent with the
Recommendations in our Inquiry Report and are generally welcome.

We also support the shared priority given by the Council and the EP Committee on the need to ensure that
principles of simplification and proportionality are fully woven into the programme proposals and we strongly
endorse the additional emphasis proposed for disadvantaged groups. We also support the EP Committee
proposal to provide refresher courses and visits for those participating in mobility or placement, the need for
which was advocated by some of those who gave evidence to our Inquiry.

The EP’s Committee proposal to add amendments stressing the promotion of a wider and better
understanding of human rights and democracy as a key requirement in the development of a social Europe
based on solidarity is broadly acceptable in principle, although inevitably much will depend on the language
finally proposed.

We also note that the EP Committee is proposing that the overall programme budget should be raised from
ƒ13.6 billion to ƒ14.6 billion. While we understand that this proposal cannot be addressed until the overall
EU budget is agreed, you will recall that our Inquiry Report observed that the proposed increase of more than
3.5 times the present budget would require searching investigation and convincing justification. We will want
to consider the programme budget proposals very carefully once the negotiations on the Financial Perspective
have been concluded and the Government has reported back to us on the outcome.

You may therefore take it that we are broadly content for the proposed partial political agreement to be
secured at the Education and Youth Council on 15 November, although formally our approval is no longer
needed at this stage.

We look forward to receiving your promised report on the outcome of the EP plenary vote on 25 October, as
well as on the outcome of the Council meeting itself, in due course.

31 October 2005
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MEDICINAL PRODUCTS FOR PAEDIATRIC USE (13880/04)

Letter from Rt Hon Jane Kennedy MP, Minister of State, Department of Health to the Chairman

I am writing to update you on developments in negotiations on the European Commission’s proposals for a
Regulation on medicines for paediatric use and also to respond to the points you raised in your letter of
9 December 2004 to Lord Warner.

As you know, the UK has been supportive of the European Commission’s eVorts to develop a legislative
framework to address the current lack of medicines available specifically for use in children and considers that
the Commission’s proposal for a Regulation will be key to addressing this situation.

Considerable progress has been made in negotiations on the dossier during the Luxembourg Presidency. The
proposal was discussed at the Health Council on 3 June 2005. The European Parliament will be voting on the
dossier in plenary in September 2005. The Commission has indicated that the Regulation is likely to come into
force in late 2006, at the earliest.

The proposed provision (Article 36 of the draft Regulation) to grant an extension of six months to the
supplementary protection certificate (SPC) for investigating the use of a medicine in children—in eVect,
extending the patent holders’ monopoly on the product by six months—has been the most contentious aspect
of the proposal as it impacts on the health budgets of Member States. At the Health Council on 3 June, most
Member States including the UK, Germany and France indicated their support for the Commission’s
proposal for a fixed six months extension of SPC. Slovenia, Poland, Latvia, Hungary and Slovakia indicated
that they favoured a shorter period of SPC extension given the strength of the generics market in their
countries. In earlier discussions, the UK put forward an alternative proposal which linked SPC extension to
sales as we believed this would be fairer to products with a low volume of sales and avoid excessive profits for
“blockbuster” products. There was, however, little support from other Member States for this proposal and
we were unable to find a workable way of implementing such a mechanism given that it would have to be
implemented in 25 Member States. We did, however, press for a review of the economic impact of the
Regulation at 10 years and this has been agreed. The dossier will be given priority during the UK Presidency
and our aim is to make significant progress in negotiations in the Council.

I would like to respond in turn to the points you raised in your letter to Lord Warner of 9 December 2004.

Ethical Concerns

In your letter, you mentioned that there has traditionally been resistance to conducting clinical trials in
children on ethical grounds and that you would want to be sure that the proposal strikes the right balance
between ethical considerations and practical advantages. Ethical concerns about conducting clinical trials in
children have to be balanced by the ethical issues related to giving medicines to a population in which they
have not been tested (estimates suggest that more than half of all medicines currently used to treat children
have not been tested or authorised for use in children). It is our view that the proposal eVectively takes account
of ethical concerns. A key objective of the proposal is to increase the information available on the use of
medicines for children. To achieve this objective, it is proposed to build on the database established under the
Clinical Trials Directive (2001/20/EC) to include all ongoing and completed paediatric studies conducted in
the Community and in third countries. In addition, we have argued that in the interests of transparency, parts
of the clinical trials database should be accessible to the public. This was discussed at the Health Council on
3 June where the Commission argued against making parts of the database publicly accessible on grounds of
commercial confidentiality. The Luxembourg Presidency subsequently called on the Commission and the
Council Legal Service to clarify the legal and technical requirements for amending Article 40 in order to
increase public access to data concerning paediatric studies. This is an issue that we will need to take forward
during the Presidency.

The proposal also contains a provision to allow for studies to be deferred when it is considered that studies in
children would be more appropriate after initial experience on the use of a product in adults has been obtained.
These provisions will help to avoid unnecessary clinical trials in children. Further ethical safeguards are
provided in the existing European Clinical Trials Directive (2001/20/EC).
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Legal Base

It is the UK’s view that Article 95 EC is not appropriate for measures which establish a centralised EC
procedure or body and we have raised our objections with the European Commission and in negotiations.
Article 95 EC is concerned with the harmonisation of national law. Setting up bodies or procedures at the
Community level does not in itself amount to the harmonisation of national law because it is outside the scope
of national law. It is not something that any national legislator can do. The European Commission’s view is
that Article 95 EC is the appropriate legal basis for achieving the aims set out in Article 14 of the Treaty, which
includes the free movement of goods, in this case medicinal products.

This issue has arisen before and the UK has mounted a legal challenge to two Regulations based on Article
95 EC. The measures in question are Regulation (EC) No 2065/2003 of the European Parliament and of the
Council of 10 November 2003 on smoke flavourings used or intended for use in or on foods (Case C-66/04
UK v Council and Parliament) and Regulation (EC) No 460/2004 of the European Parliament and
of the Council of 10 March 2004 establishing the European Network and Information Security Agency (Case
C-217/04 UK v Council and Parliament). Until these cases are resolved, the UK will continue to register
concerns about the inappropriate use of Article 95 EC. In this situation, we would enter a minute statement
recording our disagreement with the legal base. This would not prejudice the UK’s approach to future
challenges under Article 95 EC. More broadly, the UK Presidency will work with partners to help ensure that
measures are adopted using legitimate and appropriate legal bases.

Consultation

The European Commission consulted extensively, including with health professionals, patient representatives
and the pharmaceutical industry on informal draft proposals in February 2002 and in March 2004. In
addition, in 2002, the Medicines Control Agency, now the Medicines and Healthcare products Regulatory
Agency (MHRA), co-ordinated a UK response to the consultation involving a wide range of stakeholders,
including the medical profession, in the process. In the UK, meetings have taken place with a range of
stakeholder groups, including patient representatives, the Royal Colleges, medical charities and the
pharmaceutical industries to discuss the Commission proposal. On 25 May 2005, the MHRA issued a
consultation document on the Commission proposal. The document was circulated to a range of interested
organisations and is also available on the MHRA’s website at www.mhra.gov.uk/inforesources/publications/
mlx323.doc. Responses were invited by 17 August 2005. Once the consultation is concluded, we will finalise
the regulatory impact assessment for the proposal. A copy of the consultation document is attached for
information.

To ensure the Committee is kept abreast of progress with this dossier, I will write again after the recess. In the
meantime, if there are any further queries related to the proposal, please do not hesitate to contact my oYcials
at the MHRA or the DH.

11 July 2005

Letter from the Chairman to Rt Hon Jane Kennedy MP

Thank you for your letter dated 11 July which was considered by Sub-Committee G on 20 July. We are grateful
to you for reporting on the progress made thus far in consideration of the Commission’s proposal.

Before dealing with details, I must reiterate the importance we attach to the ethical aspects of this proposal. We
will want to weigh up the ethical considerations fully in the round before final Council decisions are needed.

As we see it, three of the key ethical considerations raised by this proposal involve the retention of patent
rights, the use of drugs on children and, related to that, clinical trials in children.

In my letter dated 9 December 2004 to Lord Warner I said we would want to be sure that the right balance
will be struck between ethical considerations and practical advantages. I should perhaps have made clear in
saying so that the over-riding priority in our view must be the health and welfare of the children concerned.
With that in mind, we think it is important to understand what you mean when you say that the proposal
“eVectively” takes account of ethical concerns and would welcome clarification.

We note from your letter that the consideration of ethical concerns will depend to some extent on the
clarification requested by the Luxembourg Presidency from the Commission and the Council Legal Service
regarding public access to data concerning paediatric studies. We look forward to learning the outcome.

Your letter also mentions the provision to allow for studies on children to be deferred until initial experience
of using the product concerned on adults has been evaluated. Your letter says that this will help to avoid
unnecessary clinical trials on children. But your EM stated that this procedure would “ensure that medicines
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are tested in children only when it is safe to do so”. These two definitions do not seem to us to be entirely
consistent. The former depends critically on what is meant by “unnecessary” and how it would be interpreted.

It is not clear from your letter whether other Member States have supported this aspect of the proposal or
whether more work needs to be done on it during the UK Presidency. In any case, we would want to ensure
that satisfactory safeguards governed this procedure and would be grateful if you could explain how it is
intended to work in practice.

Your letter adds that further ethical safeguards are provided in the existing European Clinical Trials Directive.
We would be grateful if you would explain more fully what is meant by that statement.

We have tried to follow your description of the Government’s attempts to find a workable solution to the
contentious proposal to grant a six-month extension to the Supplementary Protection Certificate for
investigating the use of medicines in children. You say that the UK alternative proposal failed to gain
acceptance, although a review of the economic impact after 10 years was agreed. We would not regard that
as an adequate fallback.

On the other hand, you say that this will be given priority during the UK Presidency when you aim to make
significant progress in negotiations, which would imply that the UK might still be able to resolve the impasse
between the views of Member States. Here again your clarification would be appreciated.

We also note what you say about the UK view that Article 95 is not an appropriate legal base for this proposal.
We recall that your EM stated that Article 308, which requires unanimity, would be more appropriate. We
note that parallel legal challenges have already been mounted by the Government on two other proposals to
base regulations on Article 95 and that the Government will continue to register concerns about the
inappropriate use of Article 95, including in this particular case, in the meantime.

We reiterate our view that the Government should take a firm line in opposing any proposals to adopt an
inappropriate legal base, whatever the other merits of the proposal might be. We trust that the Government
will continue to press the Commission on this point, as well as striving to persuade other Member States to
support that line in this particular case. We look forward to your further report on progress made on this
important aspect.

We are glad to note the extent to which consultation has already been undertaken by the Commission and
look forward to seeing the results of the MHRA consultation incorporated in the promised Regulatory Impact
Assessment (RIA) as soon as it is available. We trust that this will include consultation with the medical
profession, as recommended in my letter dated 9 December 2004.

We look forward to receiving the progress report which you have promised to let us have after the Summer
Recess and hope that will cover the above points as well as developments in Working Group negotiations and
in the European Parliament. We will continue to retain the document under scrutiny in the meantime, pending
that report and your RIA.

21 July 2005

Letter from Rt Hon Jane Kennedy MP to the Chairman

Thank you for your response to my letter of 11 July about the European Commission’s proposal for a
regulation on medicines for paediatric use. I am writing to respond to the specific points that the committee
raised, and to update you on progress in negotiations.

Firstly, given the specific concerns outlined in your letter, I thought it would be helpful to provide further
background information and reassurance on the ethical framework that now applies to the conduct of clinical
trials in the UK and the rest of the EU, and how this will apply to the conduct of trials involving children. The
committee will be aware that the Commission’s proposal was developed to address the current situation
whereby more than 50 per cent of the medicines used to treat children in Europe have not been tested or
authorised for specific use in children. The proposal builds on and is consistent with the existing European
regulatory framework which exists for medicines.

The Clinical Trials Directive (2001/20/EC) and Ethical Considerations

The Clinical Trials Directive (implemented in the UK from 1 May 2004) requires all clinical trials to be
designed, conducted and reported in accordance with good clinical practice (GCP). This ensures that the
rights, safety and well-being of participants are protected and that the results of the trials are credible. The
Directive also requires that all medicines used in trials must comply with good manufacturing practice.
MHRA inspects against these standards and has powers to enforce them.
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The Clinical Trials Directive also, most importantly, sets out the requirements for obtaining agreement from
an ethics committee for every trial that is conducted in a Member State. This requirement will therefore also
apply to UK trials conducted in compliance with the paediatric Regulation. In the recitals to the paediatric
Regulation, there is a specific cross reference to the Clinical Trials Directive, making it clear that the controls
and monitoring of studies in children conducted in the EU must comply with that Directive. Article 1 of the
paediatric Regulation also states that the development of medicinal products to meet the needs of the
paediatric population must be conducted in compliance with the Clinical Trials Directive. This is what was
meant in my earlier letter, when saying that the proposal “eVectively” takes account of ethical concerns. The
Clinical Trial Directive also provides, in the body of the provisions, additional protection for minors (persons
under 16 years). In particular (Article 4) it sets out specific restrictions that require:

— the ethics committee considering the trial must either have relevant paediatric expertise or take
advice on questions relating to the protocol from persons involved in the relevant field of
paediatric care;

— a person with parental responsibility or a legal representative must give informed consent and may
withdraw the minor from the trial at any time;

— the explicit wish of the minor to refuse participation or to be withdrawn from a clinical trial at any
time must be considered; and

— there must be no incentives or financial inducements to take part in the trial, except compensation.

In relation to the minor:

staV with experience with young persons must inform him/her of the risks and benefits of the trial
according to his capacity to understand;

— the investigator must consider his/her explicit wish to participate or to be withdrawn from the
trial at any time;

— the clinical trial must relate directly to an illness from which he/she suVers or that can only be
carried out on minors;

— the trial must aim to provide some direct benefit for the group of patients involved; and

— the interests of the patient must always prevail over those of science and society.

In relation to the trial itself:

— the clinical trial must be designed to minimise pain, discomfort, fear and any other foreseeable
risk in relation to the disease and the developmental stage of the child.

These points are particularly relevant to the concerns raised by the committee—with which the Government
strongly agrees—that the health and welfare of children must be the over-riding priority in conducting
paediatric trials; and to provide reassurance that unnecessary trials would not be accepted by an ethics
committee. In response to your question about the position of other Member States in relation to this specific
point, I can confirm that all Member States share our view that it is important that the legislative provisions
are tightly drawn in this respect.

The committee will also recall that the paediatric Regulation provides additional safeguards; the paediatric
committee, which will include EU health professionals from relevant paediatric disciplines, is required, in
reviewing paediatric investigation plans, to waive the requirement to conduct trials if there is evidence showing
any of the following:

— the specific medicinal product or class of medicinal product is likely to be ineVective or unsafe in part
or all of the paediatric population;

— the disease or condition for which the specific medicinal product or class of product is intended
occurs only in adult populations (Alzheimer’s disease, for example); and

— the specific product does not represent a significant therapeutic benefit over existing treatments for
paediatric patients (in this situation the paediatric committee may decide that as an appropriate
product already exists there would be no significant therapeutic benefit to be gained from
undertaking clinical trials to test product).

If the paediatric committee comes to a judgement that a waiver should be granted such that clinical trials/
studies on a specific product should not take place on any one of the grounds specified above, there will be no
financial or other incentive to conduct paediatric development work on that product.

In addition, sometimes studies in children will be more appropriate when there exists some initial experience
on the use of a product in adults or studies in children might take longer than studies in adults. To deal with
these situations, a system of deferrals is proposed along with a procedure for agreeing them with the paediatric
committee.
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The paediatric committee will also carefully consider the timing of any trials in children. For example, if there
was uncertainty based on trials in adults as to whether a product is safe or eVective in children or if a product
looks likely not to complete development in trials in adults. There are also agreed international guidelines
which cover the timing of the conduct of trials in the paediatric population in relation to trials conducted in
the adult population. In July 2000, a guideline (ICH E11) was developed and agreed by the International
Conference on Harmonisation (ICH). ICH develops harmonised guidelines on regulatory requirements for
medicines which apply in the EU, Japan and the United States. In the United States, specific legislation to
encourage clinical trials in children was introduced from 1997. The Commission’s proposal draws on
experience gained in the United States. Under the Commission’s proposal, there would be a requirement for
studies undertaken under the US regime to be submitted to the European regulatory authorities; thereby
reducing participation of children in further trials.

Both the waiver and deferral aspects of the proposal have the full support of the Member States and no
modifications have been suggested during the EU discussions so far. As is the practice with European
pharmaceutical legislation, the details of how the procedure will operate, will be set out in implementing texts
drawn up by the Commission in consultation with the Member States. These will include the scientific and
other criteria to be considered when agreeing the conditions of a deferral.

On the proposal that data included in the paediatric clinical trials database should be accessible to the public,
we continue to press our view that certain aspects of the database should be publicly accessible and there is
significant support from other Member States. In their proposal, the Commission had proposed that the
database would not be accessible to the general public. Currently the database established under the Clinical
Trials Directive is not publicly accessible (it is proposed to build on this database to include paediatric clinical
trials). However, the Commission has now changed its policy on this following the support from the Member
States and a European Parliament amendment on transparency of the database. It may, therefore, be possible
to include in the paediatric Regulation a requirement to make data on paediatric clinical trials publicly
accessible. This has yet to be clarified with the Commission. We will also want to ensure that the proposal for
public accessibility is consistent with current personal data protection legislation and there may also be
technical issues to address, in relation to the level of transparency of some data but not of others.

In addition, in order to provide healthcare professionals and patients with information about the use of a
medicine in children and as a transparency measure, it is proposed that information regarding the results of
studies in children (whether positive or negative) would be included in product information. Information on
the status of paediatric investigation plans, waivers and deferrals would also be included in product
information. It is also proposed that when all of the measures in the paediatric investigation plan have been
complied with, this would be recorded in the product’s marketing authorisation.

The committee also raised a concern about the retention of patent rights. The Regulation as drafted preserves
all current patent rights, and aims to provide an appropriate extension of such rights (an extension to the
supplementary protection certificate—SPC—which protects the product from generic competition for an
additional six months) when the required trials have taken place. Further explanation of the SPC/patent
provision is at Annex A.

UK Position on the Proposal for SPC Extension

The committee has noted that we have revised our original position on the SPC extension and commented that
our current position (to support the six month extension but to seek a review of the economic impact of the
rewards and incentives within 10 years) does not provide an adequate fallback.

As the committee was previously advised, there was no support for the UK’s proposal for a variable SPC
extension based on volume of sales of product. We needed therefore to re-examine our position with a view
to finding an alternative mechanism to limit the possibility of the industry generating unreasonable profits that
the NHS could ill aVord. Other Member States shared the UK’s concerns over the Commission’s proposal but
it did not prove possible to find an alternative regime that these Member States could support (see section
which provides an update on negotiations). One of the major stumbling blocks to our alternative model is the
lack of real information about the possible impact on the health budgets of Member States. Our own
calculations produced wide-ranging estimates of the possible cost to the NHS in England of between
£30 million and £120 million.
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Review

The proposal to require a review of the eVect of the six months SPC extension and the scope to take action if
profits are excessive, has received strong support from the Member States, and we feel that this represents a
real opportunity to revisit the incentives oVered in this Regulation. The review is timed for “within 10 years”
after introduction of the Regulation because we calculate that it will be some years before products that are
eligible for the incentives will be available on the market. Until a fair number have been marketed for a
reasonable time, we can not make a realistic assessment of their economic impact. In many cases the paediatric
plan will not be completed until after the initial marketing authorisation has been granted. An average
programme of paediatric clinical trials on a product might be expected to take three to six years (excluding a
deferral period) from beginning to end, followed by time to complete the regulatory process (currently around
a year). Unlike in the UK, there is a delay in a number of Member States in new medicines entering the market
following receipt of a marketing authorisation as Governments and companies negotiate pricing and
reimbursement agreements. The delay in each country varies but in some Member States this can take up to
three years. In addition, the economic eVect of the SPC extension will not be measurable until the end of the
patent life of the product. In short, it is unlikely that there will be a significant number of products on the
market, for which suYcient volume of sales data will be available until a number of years have passed
following entry into force of the Regulation.

We have therefore taken the view, based on this knowledge, that to undertake the planned full review of the
economic impact of the new Regulation within a maximum of 10 years would provide us with the information
to accurately forecast the impact of a six month SPC extension on health budgets. The impact of the SPC
extension will be staggered as medicines will have started their patent life at diVerent times so there should not
be excessive burdens placed on health budgets during this period. That said, the committee will be aware that
the original review clause in the draft Regulation remains. This requires the Commission to “publish a general
report on experience acquired as a result of its (the Regulation’s) application, including, in particular a detailed
inventory of all medicinal products authorised for paediatric use since its entry into force”. It therefore
remains possible for Member States, on review of this report, and if the volume of products eligible for the
incentives at that time appears to be more significant than we currently expect, to call for the full economic
review earlier than at the end of the 10 year period. We will carefully consider this report.

Legal Base

On the issue of the legal base for this proposal, I can unequivocally reassure you that the Government intends
to maintain a firm line with respect to any Commission text that proposes adoption under an inappropriate
legal base. As you point out, the Government has mounted parallel legal challenges on two other proposals
to base legislation on Article 95 rather than Article 308 of the Treaty. The cases concerned relate to the use of
a centralised authorisation procedure for smoke flavourings and the foundation of the European Network and
Information Security Agency (ENISA). As Presidency we are working to achieve agreement on this dossier,
while continuing to register our concerns about the proposed legal base. In negotiations we continue to register
our objection to use of Article 95 for this Regulation, and Denmark and Portugal have also registered a
reservation on the use of this legal base. It is still possible that other Member States will register an objection
in relation to this proposal, but it is highly unlikely that there will be suYcient opposition to aVect the outcome
of any vote.

Update on the UK’s Consultation Exercise and Progress in Negotiations

The committee has already seen our consultation document on the proposed Regulation and the consultation
closed on 17 August 2005. The document was circulated to a range of stakeholders including the medical
profession and was also posted on the MHRA website. 21 responses were received, two of which made no
comments on the proposals. Responses were received from a range of organisations including the Royal
College of Paediatrics and Child Health, Royal College of General Practitioners, Royal College of Physicians,
Royal College of Nursing, the National Patient Safety Agency, the Association of Paediatric Anaesthetists,
the Royal Pharmaceutical Society, the Guild of Healthcare Pharmacists, Epilepsy Action, the Consumer
Association and industry trade associations.

You will see from the summary of responses (attached at Annex B) that those respondents who provided
comments welcomed the aims of the draft Regulation and some were strongly supportive of certain proposed
provisions. A number of respondents indicated support for the proposed system of waivers, deferrals and the
inventory of therapeutic needs. Some respondents asked for clarification of some of the proposed provisions.
I attach an updated regulatory impact assessment (RIA) that reflects the feedback received from the
consultation exercise.
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As I mentioned in my last letter,10 the dossier was discussed at the Health Council in June 2005. The majority
of Member States, including the UK, signalled their support for the Commission’s proposal on Article 36.
Poland and Hungary subsequently circulated alternative proposals for consideration by Member States but
at present there remains overwhelming majority support in the Council for the Commission’s proposal for a
fixed six-month extension to the SPC. As the Regulation will be agreed by a qualified majority vote, the six-
month extension to the SPC is already secure in the Council. Two Council working groups have taken place
under the UK Presidency. The European Parliament (EP) voted in plenary on the proposals on 7 September
2005. The EP voted to adopt the proposals (by a significant majority), including the proposal for six-months
extension to SPC. The Commission has indicated that their response to the EP’s vote will be available by late
October 2005. The proposals will be discussed at the Health Council on 9 December 2005, when it is hoped
that political agreement will be reached. As I have outlined previously the Government attaches significant
importance to this Regulation and is committed to making progress in negotiations. I hope that the
information I have provided in this letter will enable the committee to grant scrutiny clearance at this time.

24 September 2005

Annex A

EXTENSION OF THE DURATION OF THE SUPPLEMENTARY PROTECTION CERTIFICATE
(SPC)—Chapter 5, article 36

Under current legislation, a supplementary protection certificate (SPC) may be granted for the patent-
protected active ingredient (“product”) of a medicine. This extends protection of the product to a maximum
of 15 years from the date on which the first marketing authorisation (MA) for a medicine containing the
product was granted in the Community. Under the paediatrics Regulation, it is proposed that a six-month
extension to the SPC would be granted for products which comply with all of the conditions included in the
proposal, including submitting all of the studies conducted according to an agreed PIP. The six-month
extension would take eVect at the end of the original SPC period and would in eVect further extend the patent
protection on the product by six months. It is proposed that a statement will be included in the marketing
authorisation of the product to indicate that all of the conditions have been met. Companies will be required
to present the MA to the appropriate patent oYce who will award the SPC extension.

This is the same period of extension that applies under the US paediatric exclusivity provision.

Letter from the Chairman to Rt Hon Jane Kennedy MP

Thank you for your letter dated 24 September which was considered by Sub-Committee G on 13 October and
again on 20 October.

We are grateful to you for such a thorough response and for letting us have your updated partial Regulatory
Impact Assessment and the summary of the results of the MHRA Consultation. All these have been carefully
considered.

As we have already explained to your oYcials, however, the Sub-Committee decided that this Proposal raised
suYciently important issues to warrant carrying out a short Inquiry by gathering a selection of views from
interested parties. Having considered those views, the Sub-Committee have decided to invite Professor Sir
Cyril Chantler, the President of the Great Ormond Street Hospital NHS Trust, to give oral evidence about
the Proposal at a public session on Thursday 27 October at 10 am in Committee Room 4. Your oYcials are,
of course, welcome to attend that session if they wish.

We note from your letter that you hope to secure political agreement on the Proposal at the Health Council
on 9 December and have asked for scrutiny to be lifted in time for that. Nevertheless, the Sub-Committee hope
that you would be able to help them in completing their short Inquiry by giving oral evidence about the
Proposal in the usual way. If a mutually convenient date and time can be found for this early enough in
November it should still be possible to reach a decision on your request for scrutiny clearance in suYcient time
for the Council meeting. We will be in touch with your oYcials in the hope that this can be arranged.

20 October 2005

Letter from Rt Hon Jane Kennedy MP to the Chairman

Thank you for giving me the opportunity to provide evidence about the European Commission’s proposal for
a Regulation this morning. I promised to provide answers to the questions which were not reached during the
oral evidence session this morning.
10 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, p 652.
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Identification/Labelling

The committee will be aware that the original Commission proposal included a provision that medicinal
products that were authorised through the Paediatrics Regulation would display a “P” on the product label.
During the discussions in the Council working group it became clear that a number of Member States,
including the UK, could not accept a “P” for diVerent reasons. The current position agreed in the Council
working group, which is in line with a European Parliament amendment, is that there will be a European
symbol on the package label of all medicines authorised for paediatric use. The symbol will be selected by the
paediatric committee within one year of the Regulation coming into force. The meaning of the symbol will be
explained in the package leaflet. The symbol will be abstract, will not indicate a particular age group and there
will be one symbol only. We do not believe that there is a danger of over-simplification.

Research

Under the proposals, the European Medicines Agency (EMEA) would act as a focal point to facilitate
communication and collaboration between existing networks (such as the UK Clinical Research
Collaboration paediatric clinical trials network) and act as an information point for pharmaceutical
companies looking to conduct multinational trials. The proposed network will not aVect the individual
integrity of the existing national networks. It should help to disseminate good practice and communicate
information on upcoming and ongoing trials. We are supportive of this approach. The EMEA will receive the
necessary funding to carry out its co-ordinating role.

The committee asked about the Medicines Investigation for the Children of Europe (MICE) research
programme. This specific programme was mentioned in earlier informal draft proposals but not in the formal
proposals adopted by the Commission in September 2004. There is, however, a proposal for funding for
research into the paediatric use of oV-patent medicines through the Community’s research framework
programmes.

We believe there is indeed a need for such funding for research into the paediatric use of oV-patent medicines
and that this can be achieved through the Community’s research framework programmes.

Experience Elsewhere

The committee asked about the legislation in place in the United States and my oYcials have already provided
a summary note. The patent protection incentive (six months) oVered in the US is the same as that proposed
under the European Regulation. However, there are some diVerences. In the US, a company is awarded an
extra six months patent protection if it submits studies carried out according to a written request issued by the
Food and Drugs Administration (FDA) based on public health needs. The written request does not usually
cover all appropriate age groups and formulations. Under the European proposals, a company would be
awarded an extra six months patent protection if:

— it submits all studies contained in an agreed paediatric investigation plan (PIP);

— the PIP covers all appropriate paediatric age groups and formulations;

— the studies have been assessed and the appropriate information on paediatric use incorporated into
the product information; and

— the product has been placed on the market in all Member States.

Both Australia and Canada face the same problem of a lack of medicines licensed for use in children. Neither
have an existing legislative framework despite calls from their national professional and regulatory bodies.

I hope this information is helpful. I would like to re-iterate the point I made this morning about the importance
the Government attaches to this proposal. We believe the proposal is long awaited and we hope to contribute
to its progress by reaching political agreement under the UK Presidency at the Health Council next month. I
hope the committee is able to grant scrutiny clearance on the proposal as soon as possible.

12 November 2005

Letter from the Chairman to Rt Hon Jane Kennedy MP

We are grateful to you and your oYcials for the helpful oral evidence given to Sub-Committee G on
10 November, as well as for the very thorough reply in your letter dated 24 September. We are also grateful to
you for supplying a summary of the consultation on this Proposal carried out by the Medicines and Healthcare
Products Regulatory Agency (MHRA).
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Thank you, too, for your latest letter dated 12 November which supplies answers to the questions on
Identification/Labelling, Research and Experience in other Countries, which were not fully covered in the oral
evidence session.

We have also seen a copy of your letter dated 12 November to Jimmy Hood about the progress made in recent
Council Working Group meetings, on which you touched in your oral evidence.

The next step is for Sub-Committee G to prepare and consider a draft Report on this short Inquiry and submit
that to the Select Committee for approval and publication. We intend to do so as soon as possible, but that
process is bound to take a few more weeks.

But we are aware that the Government is very anxious for scrutiny to be lifted in time to secure the expected
“political agreement” at the Health Council meeting on 9 December and you have asked whether it might be
possible to do so before the COREPER meeting which will consider the Proposal on 24 November.

It would be unusual to lift the scrutiny reserve in advance of the normal process of publishing an Inquiry
Report. In this case, we have given very careful consideration to your request in the light of your own evidence
and that given in the selected sample given to the Committee, as well as the results of the MHRA consultation.
We have taken particular note of the assurances you have given us, especially about the protection of the
health, welfare and rights of any children involved in paediatric testing. We have also taken account of the
overwhelming weight of professional opinion we have seen and heard which broadly supports the Proposal
and is anxious to see it implemented as soon as possible. We also have considered the indications of broad
support from industry representatives in our evidence and the MHRA consultation and we have noted the
endorsement of the European Parliament.

Ideally, we would have preferred to have spent more time considering this Proposal in greater depth. But, in
view of your assurances, the evidence we have been given and the widely-felt need to move forward in the
interests of children, we would be willing exceptionally to grant your request to lift scrutiny at this stage so
long as you would be prepared to address the three principal outstanding concerns set out in the following
paragraphs in the way that we propose.

Clinical Trials Database

Firstly, we understand from your oral evidence that the Commission has already made some concession over
access to the Clinical Trials Database. But, from what was said in that evidence and from the report in your
letter dated 12 November to Jimmy Hood it is not entirely clear what degree or other conditions of access the
Commission are now proposing. Regrettably it appears to be less than the firm and unequivocal commitment
to full access which the Committee would wish to see. We must therefore ask the Government to press for
clarification of the Commission’s position at or before the Council meeting and to support the case for full
access to the database vigorously at the Council meeting and in subsequent discussion of the guidelines.

Guidelines

Secondly, you will know from what was said at the oral evidence session that we continue to have some doubts
about the adequacy of the ethical safeguards over the consent of minors to trials. Despite what you say in your
letter dated 12 November, we also remain deeply concerned from the evidence we have had whether the
proposed arrangements for labelling and identification of products, and for providing information on their
suitability for use with widely-diVering groups of children, will be a suYcient guarantee of safe practice.

We accept that the practical implementation of these and other important aspects of the safe and ethically-
acceptable implementation of the Regulation will largely be determined by the guidelines which have yet to
be worked out. We wish to keep that activity under review and therefore request that your oYcials should
provide appropriate on-the-record briefing to the Committee in due course on the progress made in developing
those guidelines.

Incentive Arrangements and Review Procedure

Thirdly, we must register our concern over the uncertainties surrounding the incentive arrangements proposed
through the Supplementary Protection Certificate, the Paediatric Use Marketing Authorisation and the
special provisions for orphan medicinal products. We have taken careful note of what you, your oYcials and
others have said about those proposals. But we find ourselves unable to judge from the information we have
been given whether those arrangements are likely to provide the necessary incentives to industry, whether they
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are likely to equitable and proportionate or whether they may give rise to excessive profits, penalise the health
services of Member States or create unacceptable disadvantages for the manufacturers of generic products.

We were disappointed with the inadequacy of the costs estimates produced in your Partial Regulatory Impact
Assessment (PRIA) and hope that the Department will continue to try to refine more reliable figures when
the final RIA comes to be produced. But we accept to some extent the diYculties in doing so reliably in the
circumstances and acknowledge that it may be some years before a clear picture will emerge of how well these
arrangements are working.

For all these reasons, we welcome and attach great importance to the Government’s eVorts in pressing for a
full economic review of these proposals as soon as feasible. We look to the Government in its Presidency
capacity to focus attention on this aspect at the Council meeting and to secure a firm and unambiguous
commitment from the Commission that either such a review should form part of the general report required
by Article 49 within six years of implementation or that the Commission should be required to explain clearly
to the satisfaction of the Council why it would be premature to do so at that stage and to ensure that is
undertaken as soon as possible after that.

We are also anxious to ensure that the Commission’s six-year review will contain a full evaluation of all other
aspects of the working of the Regulation. We would expect that review to be subjected to rigorous
Parliamentary scrutiny.

Scrutiny Reserve

On receipt of your confirmation that you would be prepared to agree to proceed as proposed above, we would
be willing to release scrutiny forthwith in the hope that the expected “political clearance” can be reached at
the Council meeting as you have outlined. Should it not be possible to secure “political clearance” on the terms
you have outlined we would expect scrutiny to be resumed.

We hope you will find this helpful. Naturally, we would expect you to report on the outcome of the December
Council meeting and would ask you to set out in that report how you see the remaining steps leading to
implementation if the expected “political agreement” is secured.

I should also make clear that, even if the scrutiny reserve is lifted as proposed above, we cannot guarantee that
on such an important issue, with potentially far-reaching consequences for the welfare of children and with
so many uncertainties inherent in the nature of the Proposal, a debate in the House may not be called for on
publication of our Report.

Legal Base

Our other conclusions and recommendations on the proposed Regulation will be contained in our Report and
we will look forward to the Government’s response to that. But we promised to let you have some further
observations on the legal base. We note what you say in your letter dated 24 September and would be glad to
know whether any further progress has been made on this important question in Working Group discussions
or elsewhere in the meantime and how you propose to deal with it at the December Council meeting.

The Department’s original Explanatory Memorandum, dated 8 November 2004, and your letter dated 11 July
both said that Article 95 would not be appropriate for measures which established a centralised EC procedure
or body. In this case, the centralised body is the proposed Paediatric Committee, which would function under
the aegis of the European Medicines Agency (EMEA). But it appears that the Government have not
challenged the use of Article 95 as the legal base for the EMEA itself under Regulation 726/2004. We find this
surprising and seemingly inconsistent with the challenges which you mention the Government is making in
several other cases. We would welcome an explanation.

18 November 2005

Letter from Rt Hon Jane Kennedy MP to the Chairman

I am writing in response to your letter of 18 November 2005. I am pleased to see that the Committee has agreed
to grant scrutiny clearance at this time subject to our acceptance of the conditions that you have outlined in
your letter. I can confirm that the conditions are acceptable. The issues for which you have sought reassurance
are issues that are also important to the Government.

On the economic review of the Regulation, the Committee will be aware that the UK pressed hard in
negotiations for a robust review of the incentives proposed under the Regulation. At this stage there is
agreement that within six years of the Regulation entering into force the Commission will publish a general



3437531303 Page Type [O] 22-01-07 20:08:10 Pag Table: LOEANY PPSysB Unit: PAG3

655social policy and consumer affairs (sub-committee g)

report on the operation of the Regulation as well as a detailed inventory of all medicinal products authorised
for paediatric use under the Regulation. A full economic analysis of the incentives will be undertaken at six
years provided there are suYcient data available at that time. If not, the full economic analysis will be
undertaken within 10 years of the Regulation coming into force.

On the proposed paediatric clinical trials database, there is currently agreement in the Council working group
that it will be for Member States, the European Medicines Agency (EMEA) and other interested parties to
agree what parts of the database will be accessible to the public. The Council’s view is, that at the very least,
the results of all paediatric trials, whether terminated prematurely or not should be publicly accessible. The
Government believes this is a very positive development.

On the legal base issue, the Government’s view is that Article 95 of the Treaty is not an appropriate legal basis
for this Regulation and that Article 308 should have been used instead for the reasons invoked in two cases
brought by the UK before the Court of Justice of the European Communities (C-66/04 and C-217/04).

While we are strongly supportive of the content of the proposal on policy grounds, we intend to record our
disagreement that Article 95 is an appropriate legal base for this measure in a minute statement at the Council.

While we await the outcome of the two UK challenges in the European Court of Justice, the Government
believes that it would not be desirable to oppose every measure which uses Article 95 in this way and where
we support the underlying policy. The Government intends to vote in support of the proposal at the Council
on 9 December 2005.

A reply will follow separately about the query you have raised in relation to Regulation 726/2004.

22 November 2005

Letter from the Chairman to Rt Hon Jane Kennedy MP

Thank you for your letter dated 22 November which was considered by Sub-Committee G on 24 November.

We are pleased that you have accepted the conditions outlined in my letter dated 18 November on which the
Committee would exceptionally be prepared to grant scrutiny clearance. You may therefore take it that
scrutiny clearance has now been lifted, so far as we are concerned, on that understanding. We welcome your
reaYrmation that these issues are important to the Government.

What you say about the economic review of the Regulation is also noted. We continue to expect that the
Commission’s review will also make a thorough evaluation of all aspects of the working of the Regulation.

We are glad to learn that the Council believe that the results of all paediatric trials, whether terminated
prematurely or not, should be publicly accessible on the paediatric clinical trials database. We look to the UK
Presidency to ensure that clear and firm agreement is secured on this at the Council meeting.

In due course we will want to agree with your oYcials when it would be appropriate for them to provide the
agreed on-the-record briefing on progress in developing the guidelines, as also requested in my letter.

We also note what you say about the legal base and look forward to your response on the further comments
about that made in my letter.

We will now proceed to prepare our Inquiry Report and will send you a copy in due course.

We also look forward to your report on the outcome of the December Council meeting.

25 November 2005

Letter from Rt Hon Jane Kennedy MP to the Chairman

In my letter of 22 November 2005, I promised to reply separately about the query you raised in relation to our
position on Regulation 726/2004. I can confirm that the Government raised objections to the use of Article
95 for this measure.

At the time we had concerns about the use of Article 95 as the legal base for fundamental changes that we
believed required use of Article 308 of the Treaty. At the Council of Ministers meeting in June 2003 (when
political agreement was secured), the Government voted in favour of the agreed package on policy grounds,
but submitted a statement with a number of other Member States to highlight our concerns about the use of
Article 95 for the Regulation. In December 2003 when Member States agreed the final compromise package,
we also submitted a minute statement to register our objection to the proposed legal base.

14 December 2005



3437531305 Page Type [E] 22-01-07 20:08:10 Pag Table: LOEANY PPSysB Unit: PAG3

656 social policy and consumer affairs (sub-committee g)

MENTAL HEALTH STRATEGY FOR THE EUROPEAN UNION (13442/05)

Letter from the Chairman to Rosie Winterton MP, Minister for Health Services, Department of Health

Thank you for your Explanatory Memorandum which was considered by Sub-Committee G on 1 December.

We have decided to hold this document under scrutiny. The consultation is at an early stage and we will want
to examine the Commission approach, and the Government’s policy thinking on it, more closely as it develops.

We note your view that the Commission’s main priorities for an EU Mental Health Strategy are in line with
current UK policy to combat the social exclusion and stigma associated with mental health and reducing
suicide rates.

In considering the rationale for action by the Commission, we would be glad to know:

— whether the Government believes an EU Strategy on Mental Health would add value to the policies
being pursued in individual Member States; and

— if the Government does believe the EU can add value in this policy area, which particular benefits
to those suVering from mental disorders could the EU provide that are not already oVered by World
Health Organization and Council of Europe initiatives?

In addition to answers to these specific questions, we would like to see a copy of the Government’s submission
to the Commission consultation in due course.

1 December 2005

Letter from Rosie Winterton MP to the Chairman

I am writing to reply to the Committee’s comments on the mental health Green Paper and its explanatory
memorandum. I am grateful for the opportunity to set out the Government’s position, and let me begin by
making it clear that I write as a member of the Government, not in any capacity related to the EU presidency.

The Committee asked whether an EU mental health strategy would add value, and whether it would
complement the activity of the World Health Organisation or the Council of Europe. The question of whether
a strategy would add value is one of the specific issues that the Commission is now consulting on, and the
Government would like to take views on it before reaching a firm conclusion.

That said, we can certainly see potential benefits for the UK from the sort of strategy that the Green Paper
envisages. The Green Paper echoes current UK policy priorities in a number of important aspects—including
the importance of public mental health and promoting the mental health of the whole population, the need
to address inequalities, social exclusion and stigma, and suicide prevention. A strategy that facilitated the
sharing of information, evidence and good practice around these subjects could therefore support the
successful implementation of our policies.

I agree that a strategy would need to complement the WHO Helsinki Declaration and other planned activity,
not duplicate it. The Green Paper acknowledges the Helsinki Declaration and presents itself as a contribution
to its implementation. An objective of our presidency has been to promote more integrated working between
the EU and WHO (both were represented on 8 November at our seminar on mental health inequalities) and
we would want any EU strategy to share that objective.

I also think we should bear in mind that EU Member States are in markedly diVerent positions in terms of
mental health services and indicators of mental health such as suicide rates. The Green Paper itself contains
some examples. I think it is fair to say that the UK is seen as a relatively strong performer on mental health,
and we have to recognise that the eVect of a strategy, and the extent to which it is drawn on, may well vary
between Member States. We would want the strategy to be flexible enough to accommodate that.

I expect all these points will be included in our formal response to the Commission’s consultation. We will, of
course, provide the Committee with a copy of that response when it is completed next spring.

20 December 2005

Letter from the Chairman to Rosie Winterton MP

Thank you for your letter dated 20 December 2005 which was considered by Sub-Committee G on 12 January.

We note what you say about the potential benefits for the UK and others from the sort of strategy proposed by
the Green Paper and the need to complement, rather than duplicate, WHO and other international activities in
this field.
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We also note what you say about the marked diVerences in mental health services and indicators between
diVerent Member States, and what you regard as the UK’s relatively strong performance in this area. In
responding to the Green Paper you may wish to consider the extent to which UK legislation and practices
might provide a useful model for other Member States, as well as where the UK might learn useful lessons for
other Member States.

We are grateful for you confirming that you will provide a copy of the Government’s formal Response to the
Commission’s consultation in due course. We propose to retain the document under scrutiny for the time
being.

You should also know that we are considering the possibility of setting up an Inquiry into the Commission’s
Proposal at an appropriate time. We will let you know whether we decide to go ahead with that Inquiry in due
course. If we do, evidence from you and your oYcials would, of course, be most welcome in the usual way.

12 January 2006

MINIMUM HEALTH AND SAFETY REQUIREMENTS REGARDING THE EXPOSURE OF
WORKERS TO THE RISKS ARISING FROM PHYSICAL AGENTS—OPTICAL RADIATION

(10678/04)

Letter from the Chairman to Rt Hon Jane Kennedy MP, Minister of State for Work,
Department for Work and Pensions

Your letter dated 1 March11 was considered by Sub-Committee G on 6 April.

We had already noted from the letter dated 10 January from your colleague Chris Pond that political
agreement on this draft Directive was reached at the Employment, Social Policy, Health and Consumer AVairs
Council on 7 December 2004, although UK Parliamentary scrutiny was reserved because the Commons
Scrutiny Committee had not cleared the document.

Our position remains that, while we were content in principle to clear the document from scrutiny to enable
political clearance to be given, we still have some doubts about the practicability of certain aspects of the
proposed Directive and about the likely impact, which still does not appear to have been fully assessed.

You will know from our previous correspondence that we, like you, draw a distinction between the risks from
optical radiation arising from the relatively-controllable environment of industrial, laboratory or workshop
processes, which are subject to HSE inspections, and those arising from sustained exposure by outdoor
workers to natural hazards such as strong sunlight. The merit of trying to lump together these very diVerent
kinds of risk in this Directive seems to us to be questionable, especially when the main risks to outdoor workers
appear to be dermatological rather than optical.

We welcome the Department’s proposal to embark on a publicity campaign to alert outdoor workers and their
employers to the risks of undue exposure to strong sunlight in the working environment and hope that it will
be successful. But we still doubt the desirability and practicability of the proposed requirement that employers
should record (albeit by a “simple note”) that the leaflets have been distributed with a “few words” of
appropriate advice. We are not sure what useful purpose that will serve.

Moreover, it is not clear from your letter whether it is intended that the HSE, or some other Government
agency, would be required to check that these records have been properly kept and, if so, what that might cost.
Nor indeed do we know whether it is envisaged that any penalties would be imposed for failure to keep such
records. We would be grateful if you would clarify these points.

We accept that it may be diYcult to distinguish between the incidence of harm arising from undue exposure
by outdoor workers to strong sunlight during their working hours, and that caused by additional exposure
during leisure activity. But are there no statistics and other research data which would indicate the extent to
which outdoor workers may be at greater risk of incurring skin diseases than the rest of the population which
could be taken into account when assessing the extent of the problem and the likely benefits of these proposals?

We note that, because much of the ground to be covered by the proposed Directive has already been laid by
existing UK legislation, you do not expect the Directive to impose undue additional risk management burdens
on employers. Even so, we regret that it was not possible to consult small organisations (including voluntary
bodies as well as small firms) or to carry out a more satisfactory Impact Assessment.

You say this was not possible because of the rapid pace at which the proposed Directive was negotiated. We
would have preferred the Government to have argued for delaying negotiations to give an adequate
opportunity for stakeholders to be consulted and for a more satisfactory Impact Assessment to be prepared.
11 Correspondence with Ministers; 4th Report of Session 2005–06; HL Paper 16, pp 381–384.
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Your letter mentions plans for future consultation by the Health and Safety Commission and the production
of a revised RIA. But it is not clear what timescale is envisaged for that activity in relation to further
consideration of these proposals. We hope that it will be possible to reflect the findings in a revised RIA and
submit it for further Parliamentary scrutiny well before the Directive is tabled for adoption. We would
welcome your clarification on this, too.

We note what you say about the Commission’s continued refusal to produce their own separate updated
Impact Assessment. We agree that this is regrettable and are sorry that you have not been able to persuade
other Member States to support you in calling for the Commission to do so.

7 April 2005

Letter from Lord Hunt of Kings Head, Parliamentary Under-Secretary of State,
Department for Work and Pensions to the Chairman

As you will know from Chris Pond’s Written Answer of 11 January 2005 a Common Position Text was agreed
at the Employment, Social Policy, Health and Consumer AVairs Council on 7 December 2004. At that time
Chris maintained the UK’s Parliamentary Scrutiny Reserve as the proposal had yet to clear scrutiny via the
Standing Committee B debate.

There have been a number of developments on this proposal on which I must update the Committee. I should
also like to pick up the points you raised in your letter of 7 April 2005 to my predecessor Jane Kennedy now
that the situation on the proposal has changed somewhat.

When the Common Position text went to the European Parliament it was the subject of fierce debate. Opinion
within the Parliament was polarised with some MEPs calling for strengthened provisions on naturally
occurring optical radiation (sunlight) and health surveillance and others pressing strongly for the removal of
the sunlight provisions.

This process culminated in the debate and vote on Second Reading amendments to the common position text
took place in the European Parliament on 6 and 7 September. A copy of the European Parliament’s Opinion
at Second Reading (Council Doc 12057/05) is enclosed.

In summary, the Parliament voted for the amendments numbered 1, 2, 3, 4, 5, 6, 8, 9, 10, 11, 12, 13, 20, 22,
23, 25, 26, 28, 29, 30, 31 and 32. The key outcomes were as follows:

— Natural radiation (sunlight): the EP voted in favour of removing entirely the natural radiation
provisions from the Common Position text, proposing that this issue come within the regulatory
competence of the Member States;

— Health surveillance: the EP voted to amend the Common Position text to provide for appropriate
health surveillance for workers exposed to optical radiation for medical examinations to be made
available in accordance with national law and practice where exposure above prescribed limit values
is detected.

Removal of the sunlight provisions was confirmed on 27 September, when Commissioner Verheugen,
announced as part of the Commission’s Better Regulation agenda that a number of legislative proposals were
to be withdrawn. The Commission Communication “Outcome of the screening of legislative proposals
pending before the Legislator” (COM(2005) 462 FINAL) indicates that “. . . the screening exercise has led the
Commission to conclude that the aspects dealing with exposure of workers to natural optical radiation should
be deleted, as proposed also by the European Parliament . . .”.

We understand that following the Parliament’s vote, the Commission can accept all amendments except
Amendment 5 which derogates in the case of sunlight from employers’ general duty to protect workers from
all risks under the Framework Directive (89/391/EEC). A copy of the Commission’s Opinion on the European
Parliament’s amendments to the Common Position (COM (2005) 526 final) is enclosed.

The Council cannot accept all amendments and conciliation will now take place on 6 December.

Main Issues for Negotiation

Having removed the naturally occurring radiation (sunlight) provisions from the proposal, the main areas for
negotiation relate to the health surveillance provisions, where the Parliament is seeking some strengthening.
The Council has also proposed an alternative formulation for removing the naturally occurring radiation
(sunlight provisions) from the proposed directive. The European Parliament’s proposed amendment 5 was
unacceptable to the Commission because of its incompatibility with the Framework Directive on health and
safety (89/EEC/391).
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The Presidency believes a reasonable compromise is near that is acceptable to the Council, Parliament and
Commission.

Some serious concerns were raised in debate by European Standing Committee B and in correspondence with
the Lords European Scrutiny Committee relating to potential costs and burdens on business attaching to the
sunlight provisions in the original proposal. These now fall with the removal of the provisions. The changes
relating to health surveillance are acceptable to the UK in terms of an overall agreement.

Your Letter of 7 April to Jane Kennedy

Clearly the situation has changed somewhat since your letter to Jane was written, with the Parliament and the
Commission accepting that the proposed directive should not cover sunlight. There will be no new regulatory
requirements for employers in Great Britain to protect their workers from exposure to sunlight beyond what
they should already be doing under the Health and Safety at Work Act and the Management of Health and
Safety at Work Act. Accordingly, there should be no new cost burdens.

Letter from the Chairman to Lord Hunt of Kings Heath

Thank you for your letter dated 30 November which was considered by Sub-Committee G on 15 December.

We are grateful to you for reporting developments on the Proposal since my letter dated 7 April to Jane
Kennedy. As you know from previous correspondence, we had serious doubts about the practicability of the
proposed requirements regarding exposure by outdoor workers to strong sunlight, where the risks in any case
appear to be more dermatological than optical. We therefore regard the deletion of those requirements as a
welcome victory for common sense.

We note that the proposed addition of requirements for medical examination of those exposed to optical
radiation above certain prescribed limits is acceptable to the UK. It appears from your letter that the rest of
the overall agreement that is now envisaged would also be acceptable, if it can be achieved.

Nevertheless, I would remind you that in earlier correspondence we regretted the Government’s failure to
consult small organisations adequately about the consequences of compliance. Although the Government
claimed that they did not have time to consult small organisations when an early decision was expected in
November 2004, there should have been ample time to do so since then. We would be glad to know whether
this has been done and, if so, what the findings were.

Moreover, Jane Kennedy’s letter dated 1 March acknowledged “some uncertainty” in the HSE’s initial
Regulatory Impact Assessment and promised that the RIA would be revised. Now that you apparently expect
a compromise to be reached between Council, Parliament and the Commission shortly, we would also be glad
to know how this stands and when the revised RIA may be expected to be submitted for scrutiny.

15 December 2005

MORTGAGE CREDIT IN THE EU (11500/05)

Letter from the Chairman to Ivan Lewis MP, Economic Secretary, HM Treasury

Your Explanatory Memorandum dated 7 September was considered by Sub-Committee G on 27 October.

As you acknowledge, these are important proposals with a potentially wide-ranging implications.
Sub-Committee G is concerned with the consumer protection aspects and by the potential relationship of these
proposals to the Commission’s parallel Proposal for the Harmonisation of Consumer Credit on which Sub-
Committee G has set up an Inquiry. That Inquiry is currently suspended pending submission by the
Department of Trade and Industry of a fresh Explanatory Memorandum on the revised text recently adopted
by the Commission but we expect it to be resumed shortly. When it is we will want to keep the possible
relationship between these two initiatives in view.

Two other Sub-Committees, Sub-Committee A which deals with economic and financial aVairs and
Sub-Committee E which deals with law and institutions, also have an interest in the implications of these
proposals.

We are therefore retaining this document under scrutiny and would be grateful if you could ensure that we are
sent a copy of the Government’s Response to the Green Paper in due course.

31 October 2005
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Letter from Ivan Lewis MP to the Chairman

Thank you for your letter of 31 October, explaining that the Explanatory Memorandum on the Mortgage
Credit Green Paper was being retained under scrutiny.

I am pleased to enclose a copy of the response that is being sent to the Commission on this Green Paper.

UK RESPONSE TO COMMISSION GREEN PAPER ON MORTGAGE CREDIT IN THE EU

Overview

EU mortgage markets constitute an important aspect of the overall economy of EU Member States. Increased
eYciency and competitiveness in these markets has the potential to contribute to the overall growth of the EU
economy by enabling consumers to enter housing markets, through helping homeowners maximise the value
of their housing assets and by facilitating labour market flexibility.

As the Commission’s Green Paper makes clear, increased eYciency and competitiveness in EU mortgage
credit markets is most likely to be delivered by ensuring that mortgage credit can be demanded and oVered
with limited hindrance throughout the EU and that market completeness, product diversity and price
convergence are enhanced across Member States.

In order to achieve these goals the UK believes that the focus of future work in this area should be shaped by
the following priorities:

Better enforcement

The better enforcement and implementation of existing measures is an important priority. A wide range of
existing Directives bear on the ability of mortgage lenders to freely oVer financial services at a distance, to
structure their businesses appropriately, and undertake a number of specific activities across border, like
“distance marketing”. It is important that all Member States transpose and implement agreed Financial
Services Action Plan measures on time.

Better Regulation

The UK strongly believes that priorities for future work should be determined by continued focus on the
principles of better regulation. The Commission’s commitment to open and transparent consultation to date
has been very welcome and it is hoped this approach will continue when the Commission considers how it
might take forward the issues in the Green Paper.

It is important as well that the Commission carries out a convincing economic impact assessment of any
proposals. The London Economics study published alongside the Green Paper represents a first step, but is a
long way short of the sort of rigorous cost benefit analysis that will be required to justify any specific action.

The UK’s recent experience of introducing regulation indicates that the cost of intervention can vary greatly
depending on the measure concerned. For example, significant costs arise from intervening on consumer
information and advice. At the same time, the evidence suggests that consumers’ information and advice needs
are closely linked to the legal and cultural landscape of their specific national markets. The UK is therefore
sceptical that Commission intervention in this area will prove eVective in cost benefit terms, especially given
the lack of evidence that action on this front will deliver greater integration.

Alternatives to Regulation

In line with our post-FSAP priorities, the UK believes that alternatives to regulation should be fully explored
before any decision is made on legislative interventions in EU mortgage markets.

The Commission’s Green Paper itself highlights a number of areas where non-legislative action has begun to
address barriers to market integration. The EU Code of Conduct and EULIS project are both examples of
alternatives to regulation that have enjoyed some success to date and where there is scope for much more work.
The UK also believes that credit data access and mortgage funding would benefit from similar cooperative
initiatives. The evidence of EULIS shows that the costs of voluntary action would be modest. But there is real
potential to increase market access, by reducing, for example, uncertainty over land ownership and valuation,
and lack of access to borrower data. These represent significant barriers to mortgage market integration.
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Global nature of financial markets

Whilst mortgage credit markets in the EU are at present very localised, the wholesale markets that increasingly
provide the funds for EU mortgage lending are international. Reducing funding costs through increased
liquidity in existing markets for national mortgage assets, or through developing a new pan-European markets
will benefit consumers through reducing the cost of funding, facilitate product innovation, help extend market
completeness and lower barriers to market entry for new lenders.

The UK therefore supports the Commission’s willingness to explore the potential of market led initiatives in
this area and believes it should be a priority of work going forward to ensure that the existing diversity of
funding options is protected and promoted.

And retail lenders are becoming increasingly active on the world stage too, as they seek growth and eYciency
through international mortgage businesses.

The Commission’s Priorities

The need for the Commission to identify particular mortgage priorities is clear. These priorities should be
areas where enhanced market access can be achieved using persuasive and voluntary measures, to foster
greater collaboration and cooperation.

Given our detailed analysis in part 3, the UK believes the priorities should be:

— Increasing non-discriminatory cross-border access to consumer credit data, while maintaining key
data protection safeguards. This will facilitate market entry for lenders and has the potential to
strengthen over-indebtedness strategies.

— Developing trusted common valuation standards that can be widely used and understood by valuers
and lending institutions.

— Raising confidence in repossession procedures, while maintaining significant consumer safeguards.

— Encouraging the development of EULIS and recognising it as an example of good practice.

In addition we welcome the recognition of the need for eYcient, low cost mortgage funding arrangements in
the Green Paper.

The mortgage funding priorities should be:

— The formation of a working group to contribute to further work on mortgage funding eYciency.

— Exploring the strong potential of industry collaboration in this area.

— Liberalising those regimes that restrict mortgage lending to particular sorts of enterprise, such as
those taking deposits.

The Green Paper

Context—the UK mortgage market

With around 600 lenders and 12,000 intermediaries, and lending of upwards of £290 billion last year via over
7,000 diVerent mortgage products, the UK has one of the most diverse and complete mortgage markets in the
EU. In providing our detailed response to the questions posed by the Commission in the Green paper we have
drawn on the experience of both designing and implementing regulation for this market. That process involved
comprehensive cost benefit analysis and consultation with all of those involved in the lending industry and
consumers, and included major programmes of consumer testing.

Consumer protection

There is a major social and human dimension to mortgage credit. For most consumers, mortgages are the most
significant financial decisions they undertake.

Mortgage markets are, however, likely to continue to operate through national distribution arrangements.
Accordingly the policy emphasis should be on respecting existing national arrangements for consumer
protection. Any reform would not only need to be fully informed by appropriate analysis and impact
assessment, but must also be developed using full consumer testing.
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The Code of Conduct and information provision

The voluntary Code of Conduct is a positive example of an alternative to EU legislation and as such should
be encouraged. The Code has been operational for a relatively short period of time and in the UK’s opinion
it should be given more time to become established and for its impacts to be assessed before any changes are
proposed.

In the UK’s view it is fundamental that information should be provided at a stage that enables consumers to
shop around and compare mortgages. The principal objective should be to ensure that the consumer has the
opportunity to consider the information before being asked to commit to a particular product. Consumer
research is essential in order to establish the optimal balance between detail and quantity of information that
best helps consumers compare oVers.

Whilst the UK welcomes the Green Paper’s recognition of a need for balance when providing information, it
is important to recognise legislative standards for consumer information would involve significant costs for
industry, which would be passed on to consumers. As there is no evidence that the absence of standardised
product information is a primary barrier to integration, we do not think that legislative intervention in this
area is likely to be justified in cost benefit terms.

Advice

In the UK’s view advice should not be compulsory. In the first instance, not all consumers will require advice,
so a mandatory advice regime would impose costs without discernable benefit, as the costs of providing
compulsory advice would inevitably be passed on to consumers.

Furthermore compulsory provision of advice could significantly harm consumer willingness to shop around.
Evidence points to consumers being very reluctant to undergo repeated advice meetings with lenders. Given
this consumer trait, there is also a danger that mandatory advice would favour intermediated sales, where the
number of advice meetings would be limited, at the expense of direct sales, thus distorting the mortgage
market.

Nevertheless, consumers should be able to rely on advice that they receive. The standards of advice, disclosure
of charges and other disclosures should continue to be matters of national contract and consumer
protection law.

Annual percentage rate

The purpose of APR disclosure is to provide consumers with both absolute and comparative cost information.
It provides valuable information, for example illustrating the eVect of charges on a stand-alone interest rate,
but it also acts as a yardstick to enable cost comparison between similar products.

Existing EU legislation already provides a standard basis for the APR calculation. With many firms oVering
both consumer credit and mortgages, and consumers potentially comparing both, the calculation for
mortgages and credit should be as similar as possible. The true cost of any credit deal, and therefore the basis
for a proper comparison, is often dependent on facilities or services sold with the loan. This argues for the
standardised calculation continuing to be broadly drawn in terms of the cost elements included.

Early repayment fees, usury rules and interest variation caps

In the UK’s view arbitrary caps on early repayment fees or interest charges will inhibit the willingness of firms
to oVer particular products or lend to higher risk consumers and so restrict market completeness. They may
also distort lending behaviour through encouraging cross subsidy within product oVerings, leading to higher
overall pricing for consumers.

Caps on compound interest rates may have a particularly detrimental aVect on the development of equity
release products across EU markets. In the UK a large number of these products rely on the compounding of
interest, as there is no repayment of interest during the life of the loan.

The UK believes that ability to repay a loan early is an important component of market liquidity and we
therefore support the right of consumers to have this facility, subject to an entitlement for business to recoup
fair and reasonable costs associated with early repayment.

There should be clarity for both consumers and businesses as to how compensation will be calculated and paid.
UK rules require disclosure of illustrative cash amounts relating to possible charges. Consumers should not
merely be presented with an arithmetic formula from which costs might be calculated.
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The 26th regime

The UK would not be opposed to further work in this area, however the creation of a 26th regime would
require strong, evidence-based justification. It would also need to ensure that the principle of subsidiarity was
fully respected as the substance of contract law is properly for the national law of member states.

Alternative means of redress

In the first instance it should be the responsibility of firms themselves to treat consumer complaints fairly.
Firms should resolve complaints themselves as far as possible, however separate national complaint schemes
can serve a useful supplementary purpose by ensuring the quality of complaint handling is high.

In the UK the Financial Ombudsman Service provides a complaints arbitration service, which is free to
consumers. Consumers who have complaints about the sale or administration of regulated mortgages have
access to this scheme. We are aware that many other Member States also have eVective redress arrangements,
however as a first step there may be a role for the Commission in promoting the wider development of such
schemes.

Legal issues and mortgage collateral

While these are two of the shorter sections of the Green Paper we believe they address the major areas where
progress can be made to enhance market access by lenders.

The legal issues raised in the original Forum report were wide ranging. The Green Paper sets out views on the
Rome Convention and applicable law, where the Commission should seek to avoid duplication of other work.

In common with our overall priorities, we believe the Commission should seek to find collaborative and non-
regulatory measures that foster the development of a single market in this broad area. Accordingly we support
the development of broader access to client credit worthiness and land register data. Ready access to this data
underpins the operation of an eYcient lending industry.

Our starting point is that business decisions on whether to enter new mortgage markets are invariably
complex, and that no single issue is necessarily decisive. Nevertheless, firms are much more likely to enter
markets where lending decisions are assisted by

— Access to consumer credit data.

— Trustworthy valuation standards.

— Confidence in repossession procedures.

— Access to land registration data, to demonstrate the extent and quality of the underlying security.

Credit data sharing

In the UK’s view, greater access to consumer credit data is an essential prerequisite for increased cross border
supply of mortgage lending and thus of greater EU mortgage market integration. We would therefore suggest
that the Commission prioritise further work in this area, however, we recognise that there are important
considerations about the form of data held and consumer privacy that would need to be respected.

The UK believes that non-discriminatory access to credit data should be achievable through cooperative, non-
legislative measures. The focus of Commission work should, in our view, be to address barriers to market entry
created by discriminatory access to credit data. A useful first step for the Commission would be to take
forward work to map credit data access across the EU and identify where specific issues exist.

Valuation

The UK believes that non-legislative methods may also be relevant to enhancing trust in valuation standards.
The options appear to be to ensure greater understanding of national valuation standards or migration
towards a single standard. A single valuation standard holds some attractions for both providers and users of
valuation services. The way forward is to undertake work amongst industry practitioners and professional
users to explore the scope to build on existing industry standards.

A good deal of work has already been done in this area, and the Commission should align any work in this
area with proposals already developed by European and International professional bodies
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Forced sales

The UK supports the Commission’s proposed gradual approach in the area of forced sales procedures. Careful
consideration must be given to understanding national procedures, and to ensuring that that the data
published is genuinely useful and comparable. Careful attention must also be paid to avoiding new regulatory
burdens, and ensuring that any measures proposed in this area are subject to cost benefit analysis.

Land registers and EULIS

The UK believes that clarity around land registration is another important pre-requisite of more integrated
markets in mortgage credit across the EU.

The approach used in the EULIS project appears to have been successful in delivering enhanced access to land
registration information amongst participating Member States. EULIS accepts that national arrangements
diVer considerably, but provides access to, and explains, those arrangements. It functions as a portal to those
countries that have electronic registers, including the UK, where all three registers belong to EULIS, and
already allows worldwide access to registered land titles.

EULIS is looking to develop a user fee system to provide longer term funding. We also note that the central
EULIS budget for shared costs in 2006 is ƒ305,000. This clearly represents a wholly diVerent order of costs
compared to the multi-billion euro costs discussed in the London Economics study.

Given the success of this project to date and the eYciency with which it has begun to tackle barriers to cross
border supply of mortgages, the UK would suggest that EULIS might serve as a useful for model or pilot for
other non-legislative interventions to encourage greater mortgage market integration.

Funding

The UK strongly supports further work on market led initiatives in the funding area. Improved eYciencies in
EU mortgage funding markets should deliver consumer benefits both in terms of lower prices and product
innovation. Equally important is the role that access to capital market funding has in lowering the barriers to
market entry for lenders—clearly critical if EU mortgage markets are to become more competitive.

The UK mortgage market has benefited from the participation of institutions that are not deposit funded, and
the availability of capital market funding has been important in facilitating mortgage lending to consumers
with impaired credit histories. The UK therefore believes that subject to the minimum protections necessary
to ensure the stability of the financial system and to safeguard the interests of consumers, there should be no
restrictions on the categories of business able to oVer mortgage credit.

The UK therefore supports the Commission proposal to set up an expert group to look more closely at the
ways in which industry-to-industry transactions might be made more eYcient by formal collaborative
arrangements, such as the adoption of standard forms of contract and standard terms.

The London Economics Study

The UK welcomes the general approach the Commission has taken to this dossier. We particularly support
the Commission’s commitment to carrying out a robust impact assessment of any proposed legislative
measures and consider that the London Economics study is a useful first step. We believe that several issues
would benefit from further careful study:

— Some of the diVerences between Member States’ mortgage markets result from structural diVerences
in demographics, geography, social provision and culture. This suggests that there may be good
reasons for the level of prices and product availability to be diVerent between Member States, which
would not disappear with greater integration.

— The London Economics study does not adjust prices for product diVerences. Evidence from the
Mercer Oliver Wyman study shows that the gaps in adjusted prices are even smaller that the ones
reported by London Economics. So the estimate of benefits from price convergence, which is already
small, will reduce further when adjusted for product diVerences.

— In estimating the future trend for the level of mortgage debt for each EU Member State, the London
Economics study does not take into account any price and/or interest rate adjustments that may
result from short-term imbalances between demand and supply in the housing market that may
lower or at least delay the benefits from integration.
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As the Commission recognises, the London Economics study will need to be supplemented by a cost-benefit
analysis (CBA) of any individual measures the Commission proposes. In the UK the FSA has considerable
experience of undertaking such studies to support domestic regulatory interventions. As such we would oVer
the following thoughts on how such a cost-benefit analysis might be carried out:

— The decisions about which measures to put forward should be backed by a full market (integration)
failure analysis. This will define the problem (if there is one). Knowing what the problem is will
enable the Commission to design interventions that can improve how the markets work.

— The CBA of intervention needs to be based on a clear counterfactual—what would have happened
if intervention had not taken place. For example, market forces might have delivered the benefits at
the same time as intervention or not much later.

— CBA of each individual measure should examine the extent of the benefits, assessed in terms of the
proposals’ ability to overcome the barriers to integration and ultimately their ability to bring about
integration and unlock the additional welfare that may result from it.

— The CBA should estimate the one-oV and ongoing costs imposed on firms and consumers of
implementing and complying with the proposals.

— The CBA should examine other market impacts, in terms of indirect benefits, indirect costs and
unintended eVects of the proposal.

NEW INDICATORS ON EDUCATION AND TRAINING (15538/04)

Letter from the Chairman to Kim Howells MP, Minister for Life-long Learning,
Further and Higher Education, Department for Education and Skills

Your letter dated 24 February12 was considered by Sub-Committee G on 9 March.

We are grateful to you for your detailed explanation of what is involved in these proposals which covers the
points raised in my letter to you dated 7 February.13 We are glad to note that you agree with our views on the
Open Method of Co-ordination, and especially the need to avoid duplication, unnecessary work and imposing
burdens on schools and other small organisations. We trust you will continue to bear these criteria in mind in
future exchanges with the Commission and other Member States about these proposals.

On that basis we are prepared to release the present document from scrutiny but would be grateful if you would
report in due course on the outcome of the expected consideration by the Council.

10 March 2005

NOMINAL QUANTITIES FOR PRE-PACKED PRODUCTS (15614/04 and 15570/04)

Letter from the Chairman to Gerry Sutcliffe MP, Minister for Employment Relations, Consumers and
Postal Services, Department of Trade and Industry

Your Department’s Supplementary Explanatory Memorandum dated 1 April was not received in time to be
considered before Parliament was dissolved for the General Election. It was considered by Sub-Committee G
on 8 June.

We note that the Government wish to encourage the deregulation of most products covered by the
Commission proposal and that you also support the Commission’s proposal to retain mandatory specified
quantities for wine, spirits, soluble coVee and white sugar.

We also note that, in addition, the Government wishes to reserve specified quantities for milk, other than
sterilised or specialised milks, bread, tea, butter and margarine. We understand that this would lead you to
support similar discretion for other Member States to make prescribed quantities mandatory for what are
described as “staple products”, at least where they already maintain such restrictions.

Finally, we note that the Government intend to press for a review of the working of the Directive after a certain
(unspecified) period, although your EM has not commented on the Commission’s proposal that remaining
restrictions should be maintained for 20 years.

As I said in my letter to you dated 7 February,14 we support simplification and improved market access in
principle, so long as the legitimate concerns of relevant trade sectors and consumers are fully taken into
account. Having given this careful consideration, we have some doubts about the approach proposed by the
Government.
12 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, pp 384–386.
13 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, p 384.
14 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, p 388.
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On the whole, we believe these restrictions are no longer necessary. They seem anachronistic, complex, unduly
restrictive and likely to inhibit competition, innovation and the development of an eVective Single Market.
We would like to see them removed completely, so long as reasonable time is allowed for producers, retailers
and consumers to adapt to the necessary changes.

We question whether it is really necessary to retain the proposed controls on wine, spirits, soluble coVee and
white sugar, especially for as long as the 20 years proposed by the Commission. We are not convinced that
this type of protection is needed for consumers in modern circumstances, so long as eVective weights and
measures and labelling controls are maintained. We also question whether it is either appropriate or likely to
be eVective to retain this type of regulation to curb the power of supermarkets, as has been proposed.

Nor are we convinced by the arguments we have seen so far that derogations should also be allowed for
specified quantities of bread, tea, butter, margarine and certain types of milk. We also see a risk that, in
pressing for national exemptions, the UK may encourage pressures for similar but diVerent national
exemptions from other Member States which, if not firmly controlled, could undermine the essential
liberalising objective of the proposed Directive.

We tend to prefer a bolder approach which allows maximum liberalisation as rapidly as possible. If a
reasonable need for exemptions can be demonstrated more convincingly than we have seen so far, we suggest
that they should be limited to a much shorter period, clearly defined at the outset, which could be reviewed a
few years before the deadline.

We do want to see due consideration given to the interests of disadvantaged groups, as mentioned in my letter
dated 7 February to you. But we note from the Commission’s EIA that representatives of diabetics want
restrictions to be removed so that manufacturers can adapt packaging to sizes that are easier for diabetics to
use in the quantities required to control carbohydrate intake.

Clearly the visually impaired need special consideration because they tend to rely on the size and shape of
objects, although it is questionable whether the very restricted range of products for which it is proposed to
retain control would help them that much. Instead, we wonder whether, given a reasonable time frame for
implementation and perhaps some Commission funding for the necessary research, it might not be possible
to develop a simple Braille-related system of identification for sizes and quantities with which all packaged
products were required to be marked to assist manual identification.

That would leave the special need of the elderly and single people on low incomes to have basic products
available in small sizes at a reasonable cost. I also refer to this in my letter dated 7 February to you, but the
Department has not commented on that aspect thus far. We would be grateful if you could do so when
replying.

We look forward to hearing whether you consider that an approach on the lines indicated above might be a
feasible way forward and are retaining the proposal under scrutiny in the meantime.

14 June 2005

Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 14 June detailing the outcome of the Sub-Committee’s consideration of the
Supplementary Explanatory Memorandum which my Department submitted on 1 April on the above
mentioned Commission documents. I note the reservations which the Sub-Committee expresses about the
Government’s approach to the Commission’s proposals, and the reasoning underlying them.

The memorandum of 1 April sought to set out the Government’s approach to the proposals at a time when
it seemed likely or at least possible that discussions of the proposal in the European Council would commence
under the Luxembourg Presidency. In the event, that did not happen, and Council discussions will instead
commence under the UK Presidency. Before commenting on the implications of this significantly diVerent
context, however, I should like to explain a little more about the reasons for the Government’s approach as
set out in the 1 April memorandum.

Like the Committee, we favour extensive deregulation in this area. Markets have changed very significantly
since the 70s when the relevant Directives were agreed, and we do not see a case for maintaining this kind of
requirement over the extensive range of products covered by present legislation. We have a definite preference
for removing restrictions where we can in the interests of innovation and greater consumer choice. But it has to
be recognised that the underlying advantages which originally justified this legislation have not disappeared—
standard sizes are still welcomed by many consumers, and restriction of the range of sizes required still serves
to restrain costs for packers and packing manufacturers. We therefore agree with the Committee that the
legitimate concerns of relevant trade sectors and consumers should be fully taken into account.
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DTI oYcials have sought views on the Commission’s proposals in the course of a broader exercise to reform
and simplify related weights and measures regulations. The results are reported in the 1 April memorandum.
While there was a recognition of the need for some simplification of the current system, there existed a strong
preference amongst consumers for the retention of a wider range of specified quantities than those proposed
by the Commission, especially for staple foods. Similarly, some business sectors, most notably wines and
spirits, bread, milk, tea and butter/margarine, have expressed strong support for the retention of specified
quantities; the Scotch Whisky Association have put their views to the Committee in writing.

As regards the interests of disadvantaged groups, we have had the benefit of the views of the RNIB, who
confirm that specified sizes are helpful to those with restricted vision, and who would support the retention of
specified sizes for a wider range of products than the Commission had proposed. Neither we nor the
Commission have had any indication of the views of organisations representing diabetics; though as you note
an individual wrote to the Commission arguing for complete deregulation on the grounds that this would be
helpful to diabetics.

You also propose that packages should carry Braille-related labels for the benefit of the partially sighted, and
ask for our comments on the need for elderly and single people on low incomes to have basic products available
in small sizes at low cost. These are not matters which fall within the scope of the Commission proposals in
question, or of the legislative provisions which they propose should be replaced. Visibility of labels is however
mentioned within a diVerent Directive (76/211/EEC). The Commission have indicated that they intend to
bring forward proposals for the revision of this Directive, and we will bear in mind your suggestion in
considering any such proposals. As for availability of products in small sizes, there are no EC requirements
in this area, and we do not regard it as an appropriate matter for regulation—packers and retailers should be
free to follow the needs and convenience of their customers.

Our overall conclusion has therefore been that while there was scope for a very extensive measure of
deregulation as proposed by the Commission, it would nevertheless be desirable for restrictions to be
maintained for the present in particular sectors where there is a clear consensus between businesses and
consumers. This appears to be essentially the same conclusion that the Commission themselves had reached.
The only diVerence is that we favoured continued restrictions in a few more sectors that the Commission. But
even so, some forty products would be freed from regulation, so it is clear that the essentially deregulatory
thrust of the proposals would be preserved. And as the starting point of this review is to note that markets
have changed, it seemed only sensible to review the remaining restrictions after a suitable interval (say, 10
years) rather than to let them continue indefinitely or to attempt to decide now exactly how long they should
last. We would regard a modification of the Commission’s proposals on those lines as striking a better balance,
in present circumstances, between the advantages of deregulation and the interests and preferences of
consumers, including those of restricted vision, and of businesses.

But as I noted earlier, the UK now holds the Presidency of the European Council, and it will be for us as
Presidency to take forward the business of the Council, including consideration of the Commission’s
proposals on specified quantities, in an expeditious and impartial manner. Our priority on these proposals will
therefore now be to seek a consensus on the proposals, first within the Council and then between the Council
and the European Parliament. In seeking that agreement, of course, we shall seek to be guided so far as
practicable by the legitimate concerns of UK businesses and consumers. And no less, we shall seek to be guided
by the views of the Committee set out in your letter.

13 July 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 13 July, which was only received by the Committee OYce on 18 July. Despite
the very short notice, it was exceptionally considered by Sub-Committee G on 20 July.

We are grateful for your detailed explanation of the Government’s reasons for wishing to maintain restrictions
not only on the products proposed by the Commission (wine, spirits, soluble coVee and white sugar) but also
for certain types of milk, bread, tea, butter and margarine. We note what you say about the preferences of UK
consumers and relevant trade sectors and would naturally wish you to give due respect to those views.

Nevertheless, we still find it hard to understand why it should be necessary to retain these controls for these
particular products in modern circumstances, especially if a reasonable time could be allowed for producers
and consumers to adjust to the necessary changes. We regard clear and reliable labelling and product
description as much a much more important safeguards for most consumers nowadays.
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That is why we would still prefer to see these controls phased out completely well before the 20 years proposed
by the Commission. We would therefore urge you to reconsider the case for retention of these restrictions for
each of the items concerned. But if we can be satisfied that retention of any of these restrictions would be
justified, we would agree with you that they should be reviewed again in 10 years or so.

We are sorry that what we saw as an imaginative solution to the particular problems of the visually-impaired
(developing a simple Braille-related system of identification for sizes and quantities) cannot apparently be
incorporated in the proposed Directive. We suggest that it should be discussed with the RNIB and, if they
agree, passed on to the Commission to be given serious consideration when they deal with Directive 76/211/
EEC.

Meanwhile, we would be glad to know precisely which products the RNIB regard as essential for continuing
control in the interests of the visually-impaired. We also suggest that you should clarify the needs of diabetics
by consultation with their representative bodies.

We note what you say about elderly and low-income consumers, but find your view that their needs should
be left to market forces surprising and inconsistent with your wish to retain the controls proposed.

We understand from your oYcials that these proposals are not likely to be considered by the Competitiveness
Council before their second meeting under the UK Presidency on 28–29 November. That being so, we propose
to retain this document under scrutiny to be given further consideration in the light of your response to the
points made above, and whatever other developments you are able to report, well before Council decision is
required. We trust that you will give fresh consideration to our views and bear them firmly in mind as
negotiations proceed in the meantime.

22 July 2005

Letter from Rt Hon Alun Michael MP, Minister for Industry and the Regions,
Department of Trade and Industry to the Chairman

Thank you for your letter of 22 July containing the views of the Sub-Committee in response to Gerry SutcliVe’s
letter of 13 July, and following the Committee’s consideration of the Government’s Explanatory
Memorandum on the above proposal.

We have as you asked consulted representatives of diabetics. Diabetes UK inform us that they do not take the
view that diabetics have diVerent needs in relation to foods from the population at large; rather they see a
healthy balanced diet as the key requirement. Their initial view on the question of pack sizes was that it was
of no particular relevance to diabetics, but they are considering the Commission’s consultation papers and will
if necessary advise us further.

I should also like to inform you of recent developments with regard to the timetable for consideration of this
proposal in the European institutions.

At the time of the earlier correspondence, there was no reason to anticipate any issues in relation to the timing
of consideration of the proposal by Sub-Committee G, in advance of any agreement in Council. However, it
now appears, in the light of an initial meeting of the Competitiveness and Growth Working Group in July that
there is a possibility that the proposal could progress more swiftly than expected. It emerged that there is wide
support in the Council for the principles of the proposal. Further meetings of the Group are scheduled for
September, so that, there is some possibility that a consensus on this proposal could emerge within the
Council. Depending on the progress of the parallel consideration of the proposals in the European Parliament,
there is a prospect of achieving a First Reading agreement between the Council and the Parliament in early
October.

I stress that at this stage, this is no more than a possibility. Unfortunately, the Summer Recess means that,
though your Committee convenes on 8 September, Sub-Committee G’s first meeting is in October. I thought
it right that you should be aware of the possibility of consensus being achieved within the European
institutions before the Sub-Committee has given its full consideration to the proposal.

As the UK now holds the Presidency of the European Council, we have a responsibility for taking forward
the business of the Council in the most eVective manner possible, including opportunities for First Reading
agreements where these can be achieved. We would of course seek to avoid any “technical override”, in view
of the interest expressed in this proposal by the Sub-Committee. However, given our responsibilities as
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Presidency, I am sure you will understand that in this instance we must put the collective interest of the Council
in the modernisation and liberalisation of the relevant legislation before our specific national concerns on the
proposal.

We will of course keep you informed of further developments.

3 September 2005

Letter from the Chairman to Rt Hon Alun Michael MP

Thank you for your letter dated 3 September which was considered by Sub-Committee G on 13 October.

We are grateful to you for alerting us to the possibility that moves to secure an early First Reading agreement
between the Council and European Parliament might have lead the Government to override scrutiny during
the Summer Recess. We are relieved to learn from your oYcials that this did not happen, but would be glad
if you could now explain what has been happening about these proposals since your letter was written and
when you expect a decision on the proposal to be needed.

We are also grateful to you for consulting Diabetes UK and note that their initial view is that pack sizes have
no particular relevance to diabetics. Please let us know if that view changes on further consideration.

You have not responded to some other points in my letter to Gerry SutcliVe dated 22 July. I asked on which
products the RNIB would regard continuing control to be essential in the interests of the visually-impaired.
I also asked for our suggestion for developing a Braille-related system of identification of sizes and quantities
for the visually impaired to be discussed with the RNIB and, if they agree, with the Commission.

We would be glad to know whether the Department has followed up these requests. We suggest that other
relevant organisations such as Action for Blind People, should also be consulted.

I also pointed out that your view that the needs of elderly and low-income consumers should be left to market
forces seems to be inconsistent with your wish to retain the controls proposed.

Nor have you addressed our fundamental question whether it is really necessary or desirable to retain the
restrictions proposed by the Commission, let alone the additional restrictions proposed by the Government,
in modern circumstances so long as reasonable time is allowed for producers and consumers to adjust to the
necessary changes. We continue to believe that more emphasis should be given to developing clear and reliable
labelling and product description as consumer safeguards.

We are surprised that the Government should be so convinced of the need not only to retain the restrictions
proposed by the Commission but to add others, and apparently in such a hurry to strike a deal on that basis.
We continue to question the assumption of which that conviction is based. My letter asked you to reconsider
the case for retaining each of the restrictions proposed and we would be glad to know whether you have
done so.

We also remain concerned that by pleading for additional exemptions the Government may open the door to
requests from other Member States for other exemptions which would erode much of the eVectiveness of the
planned liberalisation.

In previous correspondence your colleagues have suggested that the Government would press for any
remaining restrictions to be reviewed after an interval of 10 years or so. We would be glad to know whether
the Government have continued to press for that review, whether they regard that as an indispensable
condition and whether a period rather less than 10 years might not be more reasonable.

Scrutiny is retained pending your reply.

13 October 2005

Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 13 October to Alun Michael.

On the progress of the Commission proposal, I can confirm that discussions are continuing between the
Council and the Parliament, and we remain hopeful that it will be possible to secure agreement between
the two institutions on an acceptable text, and so be in a position to achieve a First Reading agreement during
the UK Presidency. We are not quite at that point yet, but perhaps only weeks away from it.

On the specific points of policy in your letter, I should perhaps respond first on the fundamental question of
whether it is necessary or desirable to retain any such restrictions in modern circumstances. Our starting point
is of course a preference for removing restrictions on business wherever possible. Although the nature of these
particular restrictions is not such as to impose ongoing costs on business, they are nevertheless a restraint on
innovation and on potential choice. And we should certainly take account of consumer information measures
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which have been introduced more recently. In particular the requirements for unit pricing enable consumers
to make price comparisons much more flexibly, and for all kinds of products, rather than just the 40 or so
categories covered by specified quantities. There is therefore a good case for the removal of all restrictions on
specified quantities, and this indeed is what the Commission originally proposed.

However, the Commission’s consultations with stakeholders showed that some of those who would be aVected
did not favour removal of all restrictions. Retail businesses in general, and a majority of manufacturers and
packagers, would support the removal of all restrictions. Consumer representatives, however, while
welcoming the prospects of greater choice from a wide-ranging measure of deregulation, continued to see
value in fixed sizes, particularly for staple products in everyday use. They pointed out that unit pricing does
not generally apply in smaller stores; and that fixed sizes may in particular cases be more useful to the partially
sighted than unit prices. Also, certain manufacturing or packing sectors continued, on balance, to prefer
retention of specified quantities for their sector. It is of course the case that limitation of the range of sizes
required reduces manufacturing costs; the balance between that advantage and the dynamic advantages of the
freedom to innovate are likely to vary from sector to sector. At European level, it appeared that producers
and packers of wine and spirits, of sugar, and of soluble (ie, instant) coVee, were strongly in favour of retaining
restrictions. You will have noted the evidence submitted to the Committee by the Scotch Whisky Association,
on behalf of the equivalent European body, CEPS (Confederation Europeenne des Producteurs de Spiriteux).

In our own consultations with UK stakeholders, we found a similar pattern of opinion, except that the sectors
preferring to retain restrictions also included manufacturers or packers of bread, milk, tea and butter and
margarine.

While, as I say, we have a preference for removing restrictions on business wherever possible, we are no less
strongly committed to genuine and eVective consultation with those who might be aVected by legislative
change. I am glad you agree that the legitimate concerns of relevant trade sectors and consumers should be
fully taken into account. Having taken into account the views and concerns put to us, we came to the view
that it would not be right to remove all restrictions immediately, as the Commission originally proposed. Nor
do we favour, as proposed in the documents under scrutiny, retaining restrictions for a few sectors only,
subject to a sundown clause which would remove the remaining restrictions automatically after 20 years.
Rather, we think the right thing to do for the present is to remove most restrictions—those for which there is
a wide consensus for removal—and then to review the position after a sensible period of time, perhaps eight
or ten years or so. We think this represents a reasonable balance, in today’s circumstances, between promoting
innovation and choice, and maintaining consumer protection.

As for the particular sectors for which we proposed to retain restrictions, these were the sectors for which there
was strong industry support, at European or UK level, for retaining restrictions. Consumer groups, as I have
said, would also in general support retaining such restrictions, though they did not identify particular products
or sectors as particularly necessary or desirable. The reasons for retaining restrictions in each case would be
that consumers and the relevant industry sector support the continuation of restrictions; and that the market
conditions cited by the Commission to justify retaining restrictions on spirits, etc, are likewise relevant to that
product. But you might find it helpful to know that the European Parliament has asked for an impact
assessment of all the amendments which they propose, and the Council will be taking account of the
conclusions of this assessment case by case.

You expressed concern that our proposing the addition of further sectors of interest to our markets would
open the door to similar requests from other Member States, which would erode the value of the proposed
liberalisation. I have to say that I think that door would be open in any case, and I do not believe that other
Member States would in any way be inhibited from putting forward their own proposals, merely because the
UK had refrained from doing so. But it is in the nature of Community lawmaking that Member States may
start from diVering and indeed conflicting starting points. This is perfectly normal, and everyone is well aware
that if changes are to be made—and our central reaction to this proposal is that change is indeed desirable—
it is necessary to move forwards to find a position on which a suYcient measure of agreement can be found.

And as Alun Michael explained in his letter of 3 September, we now have a responsibility as President of the
Council to take forward its business in the most eVective manner possible. Pursuing that aim, we still hope
that it will be possible to secure a First Reading agreement within the next few weeks. If this is possible, it seems
likely that it will be on the basis I outlined above—removal of most restrictions now, retention of restrictions
for those sectors where there is strong support for retention, and a review of the remaining restrictions after a
suitable period of time. As to particular sectors, it seems likely that any agreement would include a few sectors
additional to the four proposed by the Commission for mandatory restrictions. But it does not appear that
there is widespread support for including the sectors of particular interest to UK manufacturers and packers
(ie, bread, milk, tea and butter and margarine), and it seems unlikely that they would figure in any package
likely to secure agreement.
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I hope this will have dealt with the broader issues raised in your letter of 13 October, but there are a few more
detailed points I should perhaps comment on.

We have as you suggested contacted Action for Blind People. They see specified quantities as a sensible
restriction, and helpful to visually impaired persons. They comment that removing such restrictions could
reduce the ability of a blind or partially sighted person to shop with independence and confidence.

On the views of RNIB, they have not advised us of any particular products for which they would regard
specific quantities as essential. But like Action for Blind People, they see specified quantities as generally
helpful to visually impaired persons; and like other consumer groups, they would support retention of such
restrictions for a wide range of staple foods.

We will as you suggest have discussions with these organisations on the possibilities of a Braille-related system
of identification of sizes and quantities and will take account of their views in appropriate contexts, including
relevant discussions with the Commission.

On the needs of elderly and low-income consumers, I do not see any contradiction between retaining certain
restrictions on permissible quantities, and leaving it to the market to decide which sizes will actually be
supplied. It would be a very severe intervention in the market to require particular sizes to be supplied. It would
also be very diYcult and complicated to enforce—which sizes should be supplied by particular manufacturers,
which should be stocked by particular shops, and what enforcement action would be appropriate if any of
these requirements were not met? An intervention of this kind would at the least require very strong
justification. For my part, I cannot imagine that any regulatory action on these lines could be proportionate
or appropriate.

In conclusion, I hope the further information and explanations in this letter will be helpful to you in giving
further consideration to these Community documents. And, in the light of the possibility that early decisions
might be required, I should be grateful, if the Committee is now on balance content, for early scrutiny
clearance. Of course, if the Committee recommends that the House should debate the documents, we would
be very pleased to do so as soon as time can be found.

10 November 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 10 November which was considered by Sub-Committee G on 24 November.

We note that you hope to secure a First Reading agreement between the Council and Parliament before the
end of the UK Presidency, although you have not given us much indication of the terms on which that
agreement might be made.

In particular, you have not detailed the European Parliament’s proposed amendments, on which an Impact
Assessment has apparently been requested. Nor have you said what eVect the need to produce that Impact
Assessment might have on the likely timing of any decision.

So far as Council discussions are concerned, you have told us that it now seems unlikely that the additional
restrictions proposed by the UK for bread, milk, tea, butter and margarine will secure suYcient support from
other Member States. But you have not said what additional restrictions are being proposed by other Member
States, nor whether any of those are likely to receive suYcient support.

This is hardly a basis on which we can be expected to agree release scrutiny, as you have urged. We have made
plain throughout this correspondence that we are not satisfied that it is necessary to retain any of these
restrictions so long as reasonable time can be allowed for producers, retailers and consumers to adapt to the
necessary changes.

As you point out, we have received representations from the Scotch Whisky Association which make a detailed
case for retaining restrictions for spirit bottles. But we have not seen similarly detailed arguments for
derogations for any of the other items proposed by the Commission, or indeed those proposed by the
Government.

Your letter says that most of the producers and packers consulted by the Commission wanted all restrictions
to be removed, as the Commission originally proposed. But, for reasons that are not entirely clear, the
Commission then decided to concede the retention of restrictions for wines, spirits, sugar and soluble coVee.
From what you say this reflected representations by certain producers and packers, rather than by the
consumers organisations consulted which apparently wanted continued protection for a wider (but
unspecified) range of what are described as “staple products”.
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Similarly, you have reported that the RNIB and Action for Blind People would support retention for what
would also appear to be a wider range of products, which the RNIB has defined as “staple foods” but
apparently without giving details.

Thus it appears that the Commission are proposing to retain restrictions that would meet the wishes of a
minority of producers and packers but would not meet the wishes of consumers’ organisations, nor the special
concerns of the visually-impaired. This seems to us to be inconsistent and unsatisfactory. We must ask why
the interests of the producers and packers of such a narrow range of products should be preserved when those
of the majority of other producers and packers should apparently be disregarded, along with the more general
preferences of consumers’ organisations and those caring for the visually impaired.

Nor is it clear from your correspondence where matters stand on the possibility of a review clause. We note
that your own preference appears to have moved from “10 years or so” in earlier correspondence to “8 or 10
years or so” in your latest letter. But you have not told us whether you have made a firm proposal on those
lines, nor what the views of the Commission and other Member States are on the possibility of substituting a
review clause for the present proposal to remove any remaining restrictions automatically after 20 years.

I am sorry to prolong what has already been a protracted and detailed correspondence, but I am afraid that
we are not prepared to take a decision on lifting scrutiny without having a much clearer understanding than
we have been given so far of the final proposal we would be expected to endorse. We must also have a better
justification than we have had so far for any remaining restrictions and a clear understanding that those
restrictions would be reviewed within a specified and reasonable time. We are therefore continuing to hold this
item under scrutiny.

24 November 2005

NON-DISCRIMINATION AND EQUAL OPPORTUNITIES FOR ALL (9884/05)

Letter from the Chairman to Meg Munn MP, Parliamentary Under-Secretary for Women and Equality,
Department of Trade and Industry

Thank you for your Explanatory Memorandum of 29 June 2005 which Sub-Committee G (Social Policy and
Consumer AVairs) considered on 27 October.

We have decided to clear the document from scrutiny. As transposition and practical implementation of EU
non-discrimination and equal opportunities legislation is not complete in several Member States, the
objectives which the Commission propose in this Framework Strategy appear sensible.

However, I would like to reiterate the view expressed in my letter to Chris Pond of 28 October 2004 on the
financial implications of the proposed PROGRESS Programme, that the Committee continues to support the
Government in ensuring that initiatives financed by this programme add value. We will be writing shortly to
the Minister to reply more fully to his letter of 30 September about this,

We also remain uncertain whether the proposal for a European Year of Equal Opportunities for All in 2007
will achieve the Commission’s stated objectives as I first outlined in my letter to you of 21 July. I am replying
separately to your reply dated 10 October about this.

31 October 2005

NOVEL FOODS OR NOVEL FOOD INGREDIENTS (12127/05, 12135/05, 12136/05)

Letter from the Chairman to Lord Warner, Minister of State for Delivery, Department of Health

Your three Explanatory Memoranda dated 6 October submitted on behalf of the Food Standards Agency,
were considered by Sub-Committee G on 20 October.

We understand that decisions on all three applications are likely to be required at the Agriculture and Fisheries
Council meeting on 24–25 October. On the basis of the assurances given by the Food Standards Agency that
phytosterols/phytostanols are acceptable in the use of food ingredients in each of these cases we are prepared
to release the documents from scrutiny.

20 October 2005
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NUTRITION AND HEALTH CLAIMS MADE ON FOOD (11646/03)

Letter from the Chairman to Melanie Johnson MP, Parliamentary Under-Secretary of State for Public
Health, Department of Health

Your letter dated 10 March, which also deals with the separate issue of the addition of vitamins and minerals
and certain other substances to food (14842/03), was considered by Sub-Committee G on 6 April.

As you know, the Committee agreed in principle on 21 October 2004, at your request, to clear the Proposal
for a Regulation on nutrition and health claims made on food from scrutiny to enable political agreement to
be secured. But my letter to you dated 21 October 2004 pointed out some concerns that we still have about
the details of this Proposal which we wish to keep in view.

We are grateful for the progress report in your letter. We are particularly glad to note that the proposed
transition period has now been extended from six to 18 months. We hope that your oYcials will succeed in
their eVorts to secure a further extension to two years, and for additional transitional arrangements in certain
cases. We attach importance to this because, as you will know from our earlier correspondence, the impact on
British business, and especially smaller businesses, remains one of our concerns about this Proposal.

We are not clear exactly what is meant by some of the other amendments under discussion mentioned in your
letter. Would the proposed amendment to the requirement that applications should be made in all Community
languages mean that, if approved, British manufacturers would only have to submit applications in English?

Nor is it clear what you mean by the proposal to “extend the scope of the lighter touch system of “generally
accepted” claims to a wider range of health claims and relax the prohibition of certain claims provided they
can be substantiated”. We would be grateful if you could explain what this means.

We note that you propose to submit a further Regulatory Impact Assessment on “nutrient profiling” once the
Commission has made a specific proposal on that aspect. We look forward to examining that RIA in due
course.

But we will also want to have a clearer idea than we have had so far of the overall impact of these proposals
on British business and consumers in other respects once the remainder of the detailed arrangements have been
finally negotiated. We would be glad to know whether you are in a position to estimate how much longer those
negotiations might take.

I am replying separately to the other part of your letter which deals with the addition of vitamins, minerals
and certain other substances to food. It would be appreciated if we could have separate reports on each
substantive matter under consideration in future.

7 April 2005

Letter from Caroline Flint MP, Parliamentary Under-Secretary of State, Department of Health
to the Chairman

I am writing to report more fully the outcome of the vote at the Employment, Social Policy, Health and
Consumer AVairs Council of 3 June, as promised in the letter of 30 June15 from Rosie Winterton. This letter
also responds to points in your letter of 7 April to my predecessor about this proposal.

Your Committee last considered and cleared the proposal on nutrition and health claims on 21 October 2004
(Progress Scrutiny Report dated 1 November). The Committee supported the Government’s approach to
negotiating a proportionate measure that would deliver the objective of consumer protection from misleading
claims, but also minimise potential burdens on industry.

Negotiations on the proposed Regulation were expedited by the Luxembourg Presidency. The UK was able
to join in unanimous political agreement on this proposal on 3 June, but not without a further change in the
text of the proposal and a statement relevant to the second reading phase of the co-decision procedure.

The statement noted the progress made in the first reading phase to make the proposal more proportionate
in balancing the needs of both consumers and industry, particularly small and medium enterprises. It recorded
the UK’s view that it would be necessary to continue to assess the potential impact on firms, especially small
businesses, and consider whether there are more proportionate alternatives. This allows the UK to encourage
further consideration of a proposal of the European Parliament for notification arrangements which might
reduce the burden on businesses.
15 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, p 592.
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The change to the text that the UK negotiated clarifies the scope of the proposal by relating nutrition claims
only to “beneficial” properties. The eVect of this is to safeguard a commitment in the White Paper “Choosing
Health—Making Healthy Choices Easier” to develop a single voluntary scheme of signpost labelling giving
“at a glance’ nutrition information on the front of food packaging. One of the signposting options currently
being considered would help consumers make healthy eating choices by highlighting non-beneficial properties
(such as high salt or sugars).

Turning to the points raised in your letter, you asked for an explanation of the “lighter touch” regime for
“generally accepted” claims. Here Member States will propose a list of health claims for inclusion on a
Community list of approved claims. Such claims must be based on generally accepted scientific data. This list
will be subject to decision by comitology after advice from the European Food Safety Authority (EFSA). It
is a lighter touch system because full scientific dossiers will not be required. This listing approach is expected
to cover a majority of existing and future health claims.

There would still nevertheless be health claims that would have to go through a prior approval procedure
involving assessment of dossiers by EFSA. The Government felt this was worth looking at again and therefore
made the statement to this end.

As regards prohibited claims, the Commission originally proposed that certain health claims should be banned
outright. The UK was successful in seeking changes which would allow businesses to substantiate these claims
(such as on slimming and weight control, psychological and behavioural functions and on general well-being).
There is now a very limited and acceptable list of banned health claims, which no longer includes a ban on
endorsements by heath-related charities.

I can report that the Council agreed a text that does not require applicants to submit notice of the claims they
require in all Community languages. British manufacturers wishing to use claims on the British market would
only have to submit a version in English.

You asked for a clearer idea of the overall impact on British business and consumers once all the remainder of
the detailed arrangements have finally been negotiated. A final Regulatory Impact Assessment will accompany
domestic legislation introducing the enforcement provisions and this would assess the Regulation’s overall
impact. The partial Regulatory Impact Assessment has been updated since you last saw it, and I enclose a copy
for your information (not printed). There is a new summary table of costs and benefits at appendix 2.

In general terms, the Regulation as it stands should protect consumers from misleading and spurious claims
at a time when there is increasing focus on making healthy eating choices. As regards British business, a
number of improvements have been achieved during negotiation which ease potential burdens. As I have
already mentioned, the Government will nevertheless explore further a less prescriptive approach than the
approval mechanism for health claims not covered by the lighter route I have described.

Now that Council has political agreement it is a relatively short step to agreement of a Common Position. Once
this is communicated to the European Parliament the second reading phase will begin. The European
Parliament is at odds with the Council on a number of issues, including the use of nutrient profiles to control
claims being made on less healthy foods. I am hopeful that a deal will be struck along the lines the UK has
been negotiating during the Austrian Presidency in 2006. I would be happy to keep your Committee informed
of progress.

I have written separately to report the vote on the proposal for a Regulation on the Addition of Vitamins and
Minerals and Other Substances to Food.

4 July 2005

Letter from the Chairman to Caroline Flint MP

Thank you for your letter dated 4 July which was considered by Sub-Committee G on 20 July.

We are grateful to you for bringing us up-to-date and are pleased to note the progress made by the
Government in further negotiations.

We trust that the Government will continue to stress the importance of taking due account of the potential
impact of these proposals on business, especially small businesses, and to look for more proportionate
alternatives.

Thank you for clarifying the meaning of the “lighter touch” regime for “generally accepted claims”, which was
not clear from earlier correspondence. These arrangements do now seem to be broadly satisfactory.

We are pleased that the Government has succeeded in making the arrangements for prohibited claims more
reasonable, especially allowing businesses to substantiate most claims, and in reducing the list of banned
health claims to what you regard as an acceptable level.



3437531325 Page Type [O] 22-01-07 20:08:10 Pag Table: LOEANY PPSysB Unit: PAG3

675social policy and consumer affairs (sub-committee g)

Your confirmation that British manufacturers wishing to use claims on the UK (and presumably also Irish)
market need only submit applications in English is also welcome.

We are also grateful to you for your clarification of the overall impact on British businesses and consumers
and for setting out how the Government plans to continue upholding British interests, especially by easing
regulatory burdens, during further negotiations.

As you know, we have already released the proposal from scrutiny but we would nevertheless be grateful if
you could let us have a further progress report before final Council approval is required.

21 July 2005

PARTNERSHIP FOR CHANGE IN AN ENLARGED EUROPE—
ENHANCING THE CONTRIBUTION OF THE SOCIAL DIALOGUE (12002/04)

Letter from Gerry Sutcliffe MP, Minister for Employment Relations and Consumer Affairs,
Department of Trade and Industry to the Chairman

Following a meeting on 17 June 2005, I am writing to update both Scrutiny Committees on EM 12002/04
“Partnership for change in an enlarged Europe—enhancing the contribution of the social dialogue”.

The original Communication made no specific proposals for consideration by the Council but the Commission
identified and suggested to social partners ways in which they might take action to strengthen social dialogue.
It also urged Member States and Social Partners to work together and set out the Commission’s intentions
for further actions in carrying out its own role in supporting social dialogue.

The Communication is a list of suggestions for action and a statement of intent on behalf of the Commission
and there is no formal role for the Council to debate the issues contained in the document or to take any
decisions. However, Member States have had the opportunity to consider some of the issues raised by the
Communication at the Commission chaired meeting of Directors’ General of Industrial relations, a group that
meets twice yearly, most recently in London in June. It is in the light of these recent discussions that I thought
it would be helpful to update you.

At the previous November 2004 meeting of the Group, the Commission announced its intention to propose
the establishment of a separate sub-group to deal only with issues of social dialogue. This proposal was made
and discussed at the meeting in June. The proposal was that a group be set up, to be chaired by the Commission
and attended by a nominated representative of each Member State, to monitor developments in social
dialogue; exchange experiences; and in particular to discuss the implementation of agreement and Directives.
A number of Members (including the UK) questioned the role and purpose of such a group consisting of
member states, reviewing social partner agreements and consequent lack of a social partner voice.

It was therefore agreed that, in the first instance, a UK Presidency Conference on Social Dialogue (to be held
on 17 November 2005) would make provision for an initial discussion with member states and social partners
on the implementation of social partner agreements; this would be followed in Spring 2006 by an ad hoc
technical meeting of social dialogue experts (from social partners and Member States) to look at questions of
implementation in more detail.

From both a UK Presidency and national UK perspective, this is a positive outcome. UK social partners have
a good track record in the implementation on European Social Partner agreements, being among the first to
implement both the Telework Agreement and just this month, the agreement on Workplace Stress—so the
UK Presidency is well placed to support dissemination of good practice.

At the recent meeting the Commission also provided more details of its intention to conduct a Legal Study on
transnational collective bargaining in the context of examining the possibility of drawing up a framework. A
number of Member States, including the UK expressed the view that it was premature to consider any
Community action in this area; that this is a matter for the Social Partners who should be consulted. It was
made clear that this would be preliminary exploratory work and that results of the study will be made available
to the social partners.

19 July 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 19 July, which arrived too late to be considered before Parliament rose for
the Summer Recess. It was considered by Sub-Committee G on 13 October.

We are grateful to you for reporting on developments since I last wrote to you about these proposals on
28 October 2004.
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We note that the UK Presidency will be holding a Conference on Social Dialogue on 17 November, at which
Member States and social partners will discuss the implementation of social partnership agreements, and that
this will be followed in Spring 2006 by an ad hoc technical meeting of social dialogue experts. We would be
grateful if you would report on the outcome of the Conference and on how you see the prospects for the
proposed ad hoc technical meeting of social dialogue experts.

We also note that the UK and some other Member States have expressed reservations about the Commission’s
plans to carry out a legal study on transnational collective bargaining and to examine the possibility of
drawing up a framework. As I said in my letter dated 28 October 2004, we share your caution about any
proposals for legislative intervention by the Commission in this area and would be grateful if you could
continue to scrutinise any Commission proposals very closely as they emerge and report to us on them.

We will continue to retain the document under scrutiny pending your further reports.

13 October 2005

RECOGNITION OF PROFESSIONAL QUALIFICATIONS (7239/02, 8726/04, 5376/05)

Letter from the Chairman to Kim Howells MP, Minister for Life-long Learning,
Further and Higher Education, Department for Education and Skills

Your letter dated 2 February16 was considered by Sub-Committee G on 2 March.

We note that the Common Position was adopted by the Council on 21 December 2004 on the basis of the text
on which political agreement was secured at Council on 18 May 2004, as reported in your letter to me dated
9 June 2004. As you know, the original document to which this refers was cleared from scrutiny by Sub-
Committee F on 3 July 2002 and the subsequent documents on 12 May 2004.

We are grateful to you for keeping us in the picture and look forward to receiving the report you have promised
when the outcome of the European Parliament deliberation is known.

3 March 2005

Letter from Bill Rammell MP, Minister for Life-long Learning, Further and Higher Education,
Department for Education and Skills to the Chairman

I am writing to you about an oversight in the application of scrutiny procedures.

In May 2004 the previous Committee cleared a draft of this directive on professional recognition. As Kim
Howells told the previous Committee on 2 February 2005 the Council adopted the Common Position on the
document just before Christmas.

In May 2005 the European Parliament (EP) adopted some amendments to the draft directive. These
amendments did not change the substance of the draft directive. However, the Committee should have been
notified. I apologise for not taking the opportunity to update the Committee on the EP’s second reading
amendments before the Council confirmed the second reading deal on 6 June. Negotiations on this proposal
have spanned three years and during this time we have endeavoured to keep the Scrutiny Committees
informed of developments, recognising the importance of the scrutiny process. It is regrettable that on this
occasion scrutiny arrangements were not strictly adhered to. All endeavours will be made to ensure this does
not happen again.

13 July 2005

Letter from the Chairman to Bill Rammell MP

Thank you for your letter dated 13 July, which arrived too late to be considered before Parliament rose for
the Summer Recess. It was considered by Sub-Committee G on 13 October.

We are grateful to you for reporting the outcome of the European Parliament consideration of the draft
Directive and for apologising that we were not informed more promptly of these developments.

13 October 2005
16 Correspondence with Ministers, 4th Report of Session 2005-06, HL Paper 16, pp 387–388.
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SOCIAL AGENDA 2005–10 (6370/05)

Letter from the Chairman to Chris Pond MP, Parliamentary Under-Secretary of State for Work and
Pensions, Department for Work and Pensions

Thank you for your EM on the Communication from the Commission on the Social Agenda which was
considered by Sub-Committee G (Social Policy and Consumer AVairs) at its meeting on Wednesday 6 April
2005.

The Sub-Committee decided to clear the document from scrutiny and agrees that each individual proposal will
need careful consideration and will need to be assessed against the principle of subsidiarity.

7 April 2005

SUPPLEMENTARY PENSION RIGHTS (13686/05)

Letter from the Chairman to Stephen Timms MP, Minister of State for Pension Reform,
Department for Work and Pensions

Your Explanatory Memorandum and accompanying initial Regulatory Impact Assessment dated
4 November were considered by Sub-Committee G on 1 December.

We recognise the potential importance of this proposal but note that it is diYcult to estimate the likely impact
on the UK at this early stage in negotiations. We see that significant clarifications are still needed, especially
over the position of UK stakeholder pensions, and are concerned to note that poorly-funded pension schemes
may face diYculties in meeting some of the requirements.

In these circumstances, we are retaining this document under scrutiny. We look to you to ensure that we are
kept up-to-date with developments and will want to be confident that we fully understand what the practical
consequences are likely to be as this becomes clearer. While we welcome your assurance that the RIA will be
updated to reflect any significant changes to the text during the negotiation process, we may wish to invite you
to explain the full implications in oral evidence to the Sub-Committee at an appropriate point before Council
decisions are required.

1 December 2005

EUROPEAN INDICATOR OF LANGUAGE COMPETENCE (11704/05)

Letter from the Chairman to Bill Rammell MP, Minister for Life-long Learning,
Further and Higher Education, Department for Education and Skills

Your Explanatory Memorandum dated 20 September was received during the Summer Recess and was
considered by Sub-Committee G on 3 November.

You will be aware that the Committee’s Report on the Proposed EU Integrated Action Programme for Life-
long Learning stressed the importance of improving language competence. We are therefore very interested
in this proposal and the contribution it might make to improving standards of language learning and assessing
linguistic competence in the EU.

We note the policy implications outlined in your Memorandum and agree that this exercise should not impose
undue burdens on schools and pupils. We believe that it should be carried out eYciently with a sound
methodology which pays due regard to the individual circumstances of Member States and fully respects their
individual competence for education policy.

It will also be important to avoid needless duplication, especially in relation to tests already carried out by
the OECD mentioned in your Memorandum and to any similar proposals to be developed from the EU New
Indicators on Education and Training programme.

We note, too, that the Commission propose that the central costs of running the exercise should be met from
existing EU education and training programme budgets and from 2007 onwards from the proposed Life-long
Learning Programme, the budget for which is yet to be agreed. We also note that the (as yet unquantified)
costs of local participation would have to be met by Member States, including presumably the Devolved
Administrations in the UK.

We fully support your wish to find out much more about all these aspects, and to consult more widely on them,
before embarking on substantive Council discussion. We agree that the Commission’s urging for an expression
of Council support before the end of the year seems premature. On the other hand, we presume that a
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preliminary exchange of views between Member States at the November Council might be useful, though at
the time of writing it appears that you had not yet decided how best to handle this.

Although more detailed professional examination of these proposals will be needed before decisions can be
taken, it is not clear to us whether it would be necessary to set up the proposed Advisory Board to do so, as
the Commission recommends, or whether the evaluation could be made in some other way.

We should be grateful if you would let us have a separate specific report on any discussion about this at the
November Education Council and on your plans for further consideration of these proposals beyond that. In
the meantime, we will continue to hold this document under scrutiny.

4 November 2005

TOYS SAFETY (PHTHALATES) (13308/99)

Letter from Gerry Sutcliffe MP, Minister for Employment Relations and Consumer Affairs,
Department of Trade and Industry to the Chairman

I am writing to provide the Committee with an update on developments with this proposal which was last
brought before the Committee when the Government submitted an EM on document 13308/99 which was
cleared at the Chairman’s sift (sift 1017) on 18 January 2000.

Since that date there have been on-going negotiations between Member States and whilst several proposed
texts of the Directive have appeared, they have never reached the point where the Government felt the texts
were in a condition to be taken forward with the committee. These drafts were subsequently withdrawn.

On 6 July the European Parliament voted, at Second Reading, in favour of a compromise text proposed by
the European Commission. We have yet to receive a copy of the revised text following the vote, however, it
is likely that the changes are significant enough to warrant submission of a new EM when the text is received.

We understand that the Parliament have agreed four amendments to the Common Position text. The first
extends the ban on the use of phthalates to toys and childcare articles, which although not intended to be
mouthed, can be put in the mouth. The second amendment requires the Commission to review other
applications of articles made from plasticised materials, which may expose people to risks, especially those
used in medical devices. The third extends the definition of a childcare article to include products intended to
facilitate hygiene. The final amendment extends the ban on the use of three of the phthalates (DINP, DIDP
and DNOP) to all toys and childcare articles, which can be placed in the mouth by children, rather than just
those intended for children under three years of age.

The purpose of this letter is to alert you to the fact that we will submit a new EM as soon as an oYcial text is
received from the Council Secretariat.

4 August 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 4 August which was considered by Sub-Committee G on 20 October.

We were grateful to you for forewarning us that a new revised text will shortly be submitted under cover of a
new Explanatory Memorandum. We assume that this will give details of relevant developments since
document 13308/99 was cleared in January 2000 and look forward to examining it when it arrives.

20 October 2005

Letter from Gerry Sutcliffe MP to the Chairman

Further to my letter to you of 4 August, I am writing to advise you that the Proposal came before Coreper as
an “I” point on 16 November and will go to Council for agreement in due course. I apologise that the final
texts were not seen by your Committee prior to Coreper, due to the following reasons:

As I explained in my letter of 4 August, the European Parliament voted at Second Reading in favour of a
compromise text proposed by the European Commission, representing a deal between the Council, EP and
the Commission. Though my letter of 4 August summarised the amendments, I regret that I did not attach the
full text of the amendments, as set out in the EP’s report to the Council (10802/05 now attached (not printed)).
However, as the Commission still has not issued a consolidated text, I have been unable to provide the
promised EM. I attach a copy of the jurist/lingusists text on which Coreper signalled its agreement and which
will be formally adopted by the Council in due course.
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The significant change made by the European Parliament is to extend the ban to all toys and childcare articles,
which can be placed in the mouth by children, rather than just toys and childcare articles intended for children
under three years of age, which was the Common Position agreed at the Competitveness Council on
24 September 2004. This broadening of the restriction is likely to have a significant impact on the toy industry,
its manufacturing processes and costs.

In addition to providing the attached additional background texts, I would of course be happy to provide an
EM on the final consolidated text, if you would find it helpful for me to do so? Once again, I regret that I have
not provided you with a clearer picture before now on the final stages of negotiations on this proposal but it
was unclear at what stage late amendments would be finalised and able to be fully scrutinised.

29 November 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 29 November which was considered by Sub-Committee G on 15 December.

As you know, the original proposal was cleared from scrutiny in January 2000. But we note that the European
Parliament has proposed a much more extensive ban than originally intended which you say is likely to have
a significant impact on the toy industry. That being so, we would be grateful not only for an EM on the final
consolidated text, as proposed in your letter, but also a Regulatory Impact Assessment showing what the costs
to industry in this country are likely to be and what oVsetting health and safety benefits are to be expected.

Given that so many toys and childcare items are imported from outside the EU, we will also want to be sure
that compliance with the proposed Directive can be adequately supervised and enforced where non-EU
products are concerned.

15 December 2005

UK PRESIDENCY: DEPARTMENT FOR WORK AND PENSIONS

Letter from James Plaskitt MP, Parliamentary Under-Secretary of State,
Department for Work and Pensions to the Chairman

Now that the UK Presidency of the EU is underway, I would like to take the opportunity to update you on
the Department’s plans and priorities. It is now clear what business we are expecting to take forward during
the Presidency and this letter sets out the key dossiers the Department will aim to progress as well as key events
we have planned.

As the Prime Minister has stated, eVective management of business is the key priority for the UK’s Presidency.
As such, the Department’s policy priorities are largely inherited from the previous Presidency and we will be
looking to focus on these key themes: Increasing Employment Levels; Modernising Employment Services,
Reintroducing the Economically Inactive to the Labour Market and improving social inclusion.

In view of the volume and timing of relevant business, one Employment and Social Policy, Health and
Consumer AVairs (ESPHCA) Council is scheduled for 8–9 December. This Council will specifically focus on
health issues during the second day. The Council provisionally scheduled for November will not go ahead.

The agenda is likely to change during the run up to the the Council, and our focus will become more specific
as we see which dossiers we will be in a position to really progress. I will, of course, provide the Committees
with a pre-Council statement in advance of the Council meeting to set out the outcomes we will be aiming for.

We expect the following items to feature for possible political agreement at the Council:

— Decision establishing PROGRESS social spending framework programme.

Other items likely to appear on agendas (though not for agreement) are:

— Regulation 1408 Miscellaneous amendments (2005).

— Regulation 883/04 on social security co-ordination—proposal for “missing” Annex XI.

— Directive on portability of supplementary pensions.

— Directive amending and simplifying reporting procedures in existing health and safety directives.

— Social Services of General Interest.

— Regulation to implement Regulation 883/04 on the co-ordination of social security schemes.
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We expect to hold debates and discussions on the following items:

— Demography and Human Capital.

— Commission Biennial report on disabilities.

— Commission Communication on the sustainability of the Social Model.

— Directive on portability of supplementary pensions.

We will note the following reports:

— Conference for people experiencing poverty held under Luxembourg Presidency.

— Report on the Social Inclusion Roundtable (17–18 October) and the Luxembourg Presidency
Conference on Social Inclusion (13–14 June).

We will also be holding a number of Presidency events throughout the six months which will explore the key
issues of the Lisbon Agenda. A list of these events is in the enclosed Presidency brochure. David Blunkett has
already hosted an informal meeting of Employment Ministers in Belfast on 7–8 July. I have made a written
statement to Parliament on this Council—this appeared in Hansard on 14 July and advance copies were sent
to both Committees.

I look forward to continuing to work closely with your Committee during the Presidency. I will of course
continue to keep you informed of developments in preparation for the December Council, in order to ensure
scrutiny is completed and the desired outcomes achieved for this key Presidency event.

17 August 2005

Letter from James Plaskitt MP to the Chairman

I wrote to you in August outlining my Department’s plans and priorities for the UK’s Presidency of the
European Union. Now that the Presidency has finished, I am writing to you to update you on what we
achieved.

David Blunkett hosted an Informal meeting of Employment Ministers in Belfast on 7–8 July, where there was
general agreement on foundations of the European social model the need to modernise the social model. There
was also agreement on the value of Ministers sharing best practice and committing to action at the European
level. A written statement to Parliament on this meeting appeared in Hansard on 14 July and advance copies
were sent to both Committees.

The main focus of legislative work was the Employment, Social Policy, Health and Consumer AVairs Council
which took place on 8 and 9 December 2005. Crucially, partial political agreement was reached on all bar the
budget of the PROGRESS social spending programme. A written statement to Parliament on the outcomes
of this Council appeared in Hansard on 13 December.

In October, the UK Presidency hosted a Social Inclusion Round Table which brought together a wide range
of stakeholders in the EU Social Inclusion process. Discussion focused on looking forward to Member States’
2006 National Action Plans for Social Inclusion. Following on from that event we hosted the first ever joint
meeting of the Employment Committee (EMCO) and the Social Protection Committee (SPC). The purpose
of this meeting was to explore further how our employment and social protection policies can complement
each other. The meetings proved to be an excellent opportunity to discuss and share ideas on how to make
our social protection systems sustainable in the face of the demographic challenges we all share.

Later in October, the UK Presidency hosted an Informal Tripartite Social Summit, attended by the
Commission, social partners, Austrian and Finnish Presidencies. At the Summit there was a broad consensus
on the challenges facing the EU’s economic and social systems (globalisation and democracy) and on the need
to boost R&D and innovation, as well as broad agreement on the Lisbon jobs and growth agenda as the right
strategy to pursue.

Following the Summit David Blunkett also hosted a Stakeholder Forum where organisations with an interest
in employment and social policy issues were able to feed in their views.

We also hosted a range of conferences during the Presidency:

— An Occupational Health and Safety Conference which was attended by senior figures from OSH
bodies across Europe. The purpose of the conference and the meeting was to initiate dialogue on and
to discuss the shape and content of the next EU OSH strategy, which will run from 2007–12. The
meeting produced an outcomes paper, setting out ideas for the next EU strategy.
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— A Committee of Competent Authorities meeting. This event formed part of a regular series of
meetings of national authorities from across Europe responsible for regulating major hazards.
Discussions focused around the Seveso Directive and future strategies to ensure consistent
compliance.

— The closing event for the European Week for Safety and Health at Work Campaign (co-hosted with
the European Agency for Safety and Health at Work). Debate focused on the problem of excessive
noise in the workplace.

— A conference on Improving Life Chances of Disabled People. The conference explored how to bring
disability issues in to the mainstream. Discussion focused on the role the media can play in the
acceptance of disabled people, how we can help to provide disabled people with-the same
opportunities as non disabled people so that they can lead independent lives. The work was
supported by an analysis of the importance of engaging with disabled people and groups when
making policy.

— An Economic Inactivity and Ill Health conference which focused on the UK approach to tackling
the problem of incapacity and long term sickness, and discussed the wider European implications of
such inactivity.

— A European Social Fund Conference which examined how ESF in 2000–06 was supporting national
policies to promote employment opportunities for all. It showcased good practice from current ESF
programmes, looked at their contribution to the Lisbon employment agenda and disseminated good
practice to domestic policy makers and planners. This helped to inform the development of successor
programmes after 2006.

— The Informed Choices: Retirement and Savings event which used the open method of coordination
to give an opportunity for delegates to learn what practical steps other Member States and social and
industry partner organisations are taking to improve levels of financial education, and planning and
saving for retirement.

Overall, this was a good Presidency for the UK and the DWP. We moved the debate forward in a number of
key areas and secured political agreement on the PROGRESS spending programme, which will now return
for discussion of the programme budget under the Austrian Presidency.

23 January 2006

UK PRESIDENCY: DEPARTMENT OF HEALTH

Letter from Rosie Winterton MP, Minister of State,
Department of Health to the Chairman

I am writing at the start of the UK Presidency of the European Union to let you know about the programme
of events that is planned during the course of the next six months and to update you on our priorities. The
UK Presidency Health Programme is enclosed with this letter.

During our Presidency, we will be focusing on two main themes—patient safety and health inequalities. Both
themes are relevant to the legislative proposals that need to be progressed over the coming months; our work
on patient safety will also pick up work started under the Luxembourg Presidency.

The summits on Tackling Health Inequalities on 17–18 October and Patient Safety on 28–30 November will
be headline events, involving policy makers and experts from all Member States.

The Tackling Health Inequalities summit will highlight the scale of the health gap within countries, and
explore the scope for action to address this. It will focus on cross-government action on social determinants
such as poverty and education, starting early in life, as well as policy development on key health determinants
such as nutrition, smoking and alcohol.

The Patient Safety summit will look at ways of bringing together information and best practice from across
the EU to make healthcare services and products safer for patients. It will foster collaboration between the
EU, WHO and other key bodies to develop a coherent package of work on patient safety at the European level.
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The Informal Meeting of Ministers for Health will take place on 20–21 October and the Employment, Social
Policy, Health and Consumer AVairs Council under the UK Presidency is scheduled to take place on
8–9 December. We expect that the health items will be dealt with on 9 December and will provide you with
updates both before and after the Council.

Please let me know if you require any further information about our plans for the Presidency.

1 July 2005

Letter from the Chairman to Rosie Winterton MP

Thank you for your letter dated 1 July setting out your Department’s plans for the UK Presidency and
enclosing a copy of the UK Presidency Health Programme. This was considered by Sub-Committee G on
20 July.

We are grateful to you for alerting us to your Department’s plans and look forward to receiving your reports
on any developments of substance in due course.

21 July 2005

Letter from Rosie Winterton MP to the Chairman

I wrote to you at the start of the UK Presidency of the European Union to let you know about the programme
of events that was planned and to update you on our priorities. I set out our plans for two main themes—
patient safety and health inequalities, as well as the formal Council work to agree legislation and to set
strategic policy direction. This note provides an end of term report on what has been achieved.

Legislation

The UK Presidency has made good progress on the legislative proposals currently on the table. We reached
a political agreement amongst the 25 EU Health Ministers on the proposal on paediatric medicines. The
paediatric medicines proposal provides incentives to the pharmaceutical industry to carry out better testing
and will help significantly to improve the safety of healthcare given to children.

We are also pleased to have successfully taken forward the work under the Luxembourg Presidency on a set
of proposals for food legislation designed to improve the information available to consumers about their food.
These proposals can now move to the next stage of the negotiation with the European Parliament.

Presidency Themes

On health inequalities, we have been pleased to see a growing consensus around the need to ensure that the
forthcoming EU alcohol harm strategy includes a focus on the marketing and promotion of alcohol to young
people, and around the need for EU level work on diet and physical activity to address food promotion and
marketing to children. Similarly encouraging was the interest generated in using the opportunity oVered by
next year’s negotiations to take forward the Framework Convention on Tobacco Control and focus on illicit
trade of tobacco. Work was also progressed on ensuring that the evolving EU information and knowledge
system includes information on the patterns and trends in health inequalities.

The work on patient safety has built on work during the preceding Luxembourg Presidency. A programme of
future work has been agreed by the Member States and the Commission which will support Member States
as they establish national patient safety programmes (including patient safety reporting and learning systems).
Other projects that have been agreed in this area include work to bring together design experts from a range
of industries to embed best thinking in systems design in patient safety, carrying out further research on patient
safety as well as developing a skills and knowledge framework for patient safety education.

Setting and influencing the strategic direction of health policy at EU level

The UK Presidency has also been active in influencing and guiding the strategic direction for policy in a
number of key health-related areas.

On Mental Health, EU Health Ministers discussed the Commission Green Paper on Mental Health that issued
in October. The Green Paper sets out the links between mental health and important social challenges
throughout the EU, such as alcohol and drug abuse, and the problems of discrimination against people
suVering from mental illnesses.
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The identification, in October, of the first cases of highly pathogenic avian flu in the European Union has
prompted a significant amount of work to prepare for a possible human influenza pandemic. The Health
Council has been active in addressing the human health aspects of a pandemic while pandemic influenza was
the headline item at the Informal Meeting of EU Health Ministers held at the end of October. The Presidency
has been working with the other Member States to identify the practical questions that would benefit from
co-ordination, both in preparation for a pandemic and in managing a pandemic should one break out. These
discussions, which culminated at the Health Council in December, have identified interest from the Member
States in seeing a feasibility study of EU action on stockpiling anti-virals for targeted use in the event of a
pandemic.

Working together: Member States and the Commission and the global context

Progress in legislation and in policies was not the only objective that we set ourselves. We also set out to
influence the way that EU business is managed.

We wanted to foster a strong voice for the EU in global health matters. It has been encouraging to see the
extent to which the WHO has been involved in much of the work that has been taken forward, in particular,
placing both health inequalities and patient safety in a global context, so that the EU work complements and
influences the WHO’s Commission on Social Determinants of Health, and the WHO World Alliance for
Patient Safety. Similarly, there has been close involvement with the WHO in the work on pandemic influenza,
laying the foundations for reinforced co-ordination between the Member States and the Commission.

We have also looked to promote non-regulatory ways of working. On both patient safety and health
inequalities—but also in other areas such as recent proposals from the French Government for a Cancer
Alliance—there has been interest from the Member States and the Commission in working together on
practical projects that can release the benefits of closer co-operation across Europe without necessarily
resorting to legislation as the first option. For example, it has been encouraging to see the project to get
professional regulators to share information on professionals that work in diVerent EU countries.

It is particularly welcome that the Commission has agreed to set up a new expert working group on social
determinants of health inequalities, and is continuing the patient safety group. In the Council itself, the work
of the UK Presidency to structure a work programme for the Health Working Group at Senior Level to take
forward on the impact that the EU Treaties have on healthcare services was well received by Member States:
progressing work for this Senior Level Group includes a further innovation, which is to use a group of past,
current and future Presidencies to prepare future meetings.

11 January 2006

UK PRESIDENCY: PRIORITIES FOR EDUCATION AND YOUTH COUNCIL BUSINESS

Letter from Bill Rammell MP, Minister of State for Life-long Learning, Further and Higher Education,
Department for Education and Skills to the Chairman

I would like to take this opportunity to set out for you the Government’s priorities for our Presidency of the
EU Education and Youth Council. This was launched with an Informal meeting of Education Ministers in
London on 12–13 July. I am pleased to attach a copy of a written statement which I will be submitting to
Parliament reporting on that meeting.

Education

Our Presidency will focus on the goals of economic growth and greater employment, to show how education
and skills can raise performance and contribute to the Lisbon agenda through:

(i) Highlighting the contribution that investment in skills can make to raising productivity;

(ii) Promoting innovative approaches to employer engagement through sector skills development;

(iii) Developing world-class higher education;

(iv) Delivering eVective learning using ICT.

We have planned a series of meetings and events around these themes and they also reflect the business which
we hope to take through the Education Council. The overall EU agenda for 2005 was set out in the Multi-
Annual Strategic Programme of the Council 2004–06 and in the UK-Luxembourg Annual Operating
Programme for 2005. We aim to progress EU Education and Youth Council business in an eYcient and
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eVective way and working closely with the Commission and Presidencies which precede and follow ours. I also
look forward to continuing close cooperation with you and your committee.

We expect the following items to feature on the agenda for the Education Council on 15 November, which
will be chaired by my Rt Hon Friend, the Secretary of State for Education and Skills:

— The Commission’s proposal for an Integrated Lifelong Learning programme for 2007–13. Agreement
of the programme cannot be completed until the EU budget is finalised but we intend to make as
much progress as is possible on this dossier, possibly aiming for partial political agreement
(excluding the budget articles) at the November Council. This item is subject to co-decision with the
European Parliament. We expect the European Parliament first reading opinion in October and I
will of course notify you of anything significant in this.

— A Recommendation on Quality Assurance in Higher Education. This item is subject to co-decision with
the European Parliament. We also expect the European Parliament’s first reading opinion on this
dossier in October, and hope to achieve political agreement on this at the November Council.

— We hope to adopt a Resolution based on the recent Commission Communication “Mobilising the
Brainpower of Europe: Enabling Universities to make their full contribution to the Lisbon strategy”.

— We plan an exchange of views on the priorities for the Spring 2006 Joint Interim Report on education
and training’s contribution to the Lisbon competitiveness goals under the Education and Training
2010 Open Method of Coordination work programme.

— We hope to agree modest Council conclusions on possible areas of cooperation between Member States
on skills and sector skills, drawing in part from discussions at the Informal Ministerial meeting in
London on 12–13 July.

— We expect a proposal from the Commission shortly for a Mobility Charter Recommendation. I will
of course provide you with an Explanatory Memorandum when we see the proposal. We do hope
to make good progress on this dossier and to have this on the agenda for our November Council.

Youth

We anticipate having two items on the agenda for the Youth Council on 15 November, which will also be
chaired by my Rt Hon Friend, the Secretary of State for Education and Skills:

— The Commission’s proposal for a Youth in Action Programme for 2007–13. As with the proposed EU
lifelong learning programme, agreement of this programme cannot be completed until the EU
budget is finalised but we intend to make as much progress as is possible on this dossier. This may
also include partial political agreement (without the budget articles) at the November Council;

— We hope to agree a Council Resolution on European Youth Policy, which will include the
implementation of the Youth Pact, based on the Commission Communication published in May.

I will of course continue to keep you and your Committee fully informed of progress on dossiers and in
advance of the November Council in the usual way.

19 July 2005

Ministerial Statement

Thursday 21 July

DEPARTMENT FOR EDUCATION AND SKILLS

Informal Meeting of Education Ministers, 12–13 July, London

Minister of State for Higher Education and Life-long Learning (Bill Rammell MP): On 12–13 July, my Rt Hon
Friend, the Secretary of State for Education and Skills (Ruth Kelly) chaired an informal meeting in London
of Education Ministers from the EU, accession, candidate and EEA countries to look at how skills can
contribute to raising productivity and therefore to the Lisbon goals for jobs and growth.

The meeting consisted of four sessions, which considered:
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(1) Sector skills

My Rt Hon Friend (Ms Kelly) outlined our Presidency focus on highlighting how education and skills can
contribute to the Lisbon agenda and the importance of skills responding to the needs of employers. Ministers
discussed national experiences in developing sector-based approaches as a mechanism for employers to
express skills requirements and to link education and training with labour market requirements in a knowledge
economy.

There was consensus that employers should be involved in both designing and delivering vocational training
courses, but only a few Member States involved employers in academic education. Ministers agreed that
vocational training should be made more attractive to learners.

(2) European Qualifications Framework

This session was focussed on a presentation by Commissioner Figel of the European Commission’s
consultation on a proposed European Qualifications Framework. This would provide a tool for improved
understanding of qualifications from diVerent countries. This should help mobility of learners and workers
and thereby alleviate skills gaps. The Commission consultation is planned to last until the end of the year. The
idea was welcomed by ministers, but they underlined that it should be user-friendly and must be implemented
on a voluntary basis. Commissioner Figel explained that the Commission would propose a Council and
Parliament Recommendation next spring.

(3) The Relationship of Skills to Productivity

The Presidency tabled a paper, prepared by the four UK Government Skills Alliance Departments and agreed
jointly with the European Commission. This sets out evidence for the contribution of skills to increasing
productivity. It also raises questions for Ministerial discussion.

Ministers discussed skills in a panel session with representatives from industry. John Monks, General
Secretary ETUC, explained that unions could be ambassadors for learning. He pointed out that employees
were often nervous about undertaking training, as they were worried about failing. Philippe de Buck, Secretary
General of the EU-wide employers’ organisation, UNICE, argued that governments needed to provide more
support for training in companies particularly for SMEs. Bill Thomas, a member of the UK’s ICT Sector Skills
Council, underlined the importance of businesspeople understanding how ICT could be used to improve
productivity.

Ministers agreed that economies would increasingly need highly skilled people, but also underlined the
importance of having good basic skills as a foundation for achieving this.

(4) Possible Next Steps

The meeting concluded with Ministerial discussion groups. I chaired one group, with other groups chaired by
Phil Hope MP, Parliamentary Under Secretary of State for Skills, and Allan Wilson MSP, Deputy Minister
for Enterprise and Lifelong Learning in Scotland.

During these groups, Ministers agreed that: skills needs should be addressed at a sectoral and regional level;
better recognition of informal and non-formal learning was needed: and that businesses should be encouraged
to invest more in training their employees. There was an interest in Member States continuing to share
experiences and learn from each other on sector-based approaches. There was also recognition that Education
Ministers should explore ways of working across Government, with other Ministers with an interest in skills
and productivity, and that Education Ministers should be closely involved drawing up Lisbon National
Action Plans.

Letter from the Chairman to Bill Rammell MP

Thank you for your letter dated 19 July which arrived too late to be considered before Parliament rose for the
Summer Recess. It was considered by Sub-Committee G on 13 October.

We are grateful to you for setting out the priorities for the UK Presidency and for enclosing a copy of the
Ministerial Statement to Parliament on the informal meeting of Education Ministers held under the UK
Presidency in London on 12–13 July.

We are also grateful to you for your comments on the main items expected to feature on the Agenda of the
November Education and Youth Council. The following are of particular interest to the Committee:
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— Integrated Action Programme for Life-long Learning for 2007–13 (11570/04)—As you know,
Parliamentary scrutiny of this proposal by the House of Lords was concluded with the Debate in the
House on 7 July on the Committee’s Inquiry Report. Nevertheless, we continue to have a close
interest in this proposal and are grateful to the Department for keeping us in touch with their
thinking about it. We note that you envisage the possibility of securing a partial political agreement
(excluding the budget articles) at the November Council and that a European Parliament First
Reading opinion is expected this month. We trust that you will bear the recommendations of our
Inquiry Report and the outcome of the Debate carefully in mind in judging whether the time is
indeed right to secure partial political agreement at the Council. We look forward to seeing a
separate report on developments in good time before the Council meeting.

— Quality Assurance in Higher Education (13969/04)—You should be aware that this item remains
under scrutiny. Action rests with my letter dated 27 January to Kim Howells. We note that you also
hope to achieve political agreement on this proposal at the November Council. Here, too, we will
need to have a full separate report on progress and prospects in good time to enable us to consider
whether to release scrutiny before the November Council.

The Commission Communication on “Mobilising the brain power of Europe” (8374/05) was cleared from
scrutiny on 22 June, but if a Resolution is adopted by the Council on this we would be glad to have, a copy
for the record.

The exchange of views at Council on the contribution of education and training to the Lisbon Competitiveness
goals, in preparation for the Spring 2006 Joint Interim Report, is also of interest to the Committee. So will be
the planned Council conclusions on possible cooperation between Member States on skills and sector skills. We
look forward to your reports on both.

We also look forward to the promised Explanatory Memorandum on the proposed Mobility Charter
Recommendation.

As for the Youth items on the Agenda, we see from our files that your oYcials expected the Commission to
produce a new text on the Youth in Action programme for 2007–13 (11586/04). We would need this to be
submitted with an Explanatory Memorandum in good time before we could consider whether to release the
proposal from scrutiny to enable partial political agreement (without the budget Articles) to be secured at the
November Council, as proposed.

We also note that you hope to agree a Council Resolution on European Youth policy (13856/04) and look
forward to receiving more details.

13 October 2005

Letter from Bill Rammell MP to the Chairman

I am writing to report back to you on the achievements of the UK Presidency of the EU in the area of
Education and Youth. My letter of 19 July set out our intentions for our Presidency, so as you know, our
Presidency aimed to show how education and skills can raise performance and contributes to the Lisbon
agenda of both greater competitiveness and social inclusion through:

— Highlighting the contribution that investment in skills can make to raising productivity;

— Promoting innovative approaches to employer engagement through sector skills development;

— Developing world-class higher education;

— Delivering eVective learning using ICT.

We held a series of very successful events in the UK around these themes, including the Informal meeting of
EU Education Ministers and the meeting of Directors General for Vocational Training in London in July,
which looked at employer engagement in skill development, and particularly sector skills. There was also a
series of Higher Education events in Manchester, and the ICT conference “Xchange 2005” in Birmingham, in
October. Our Presidency themes are also reflected in the business we have taken through the Education
Council. Looking back to the expected Council agenda items I set out in my letter of 19 July:

— Ministers adopted a partial political agreement on the Decision establishing an action programme in
Lifelong Learning at the Education Council on 15 November. This involved agreement on all parts
of the programme without budgetary implications; the budget articles cannot be agreed until the EU
budget is finalised.



3437531341 Page Type [O] 22-01-07 20:08:10 Pag Table: LOEANY PPSysB Unit: PAG3

687social policy and consumer affairs (sub-committee g)

— Negotiations on the Recommendation on Quality Assurance in Higher Education have been
completed and we have achieved a first reading deal with the European Parliament. The text is
currently with Jurists/Linguists and will go to the Council as an A point at some point in the New
Year.

— The Resolution on Mobilising the Brainpower of Europe: Enabling Universities to make their full
contribution to the Lisbon strategy was adopted at the November Council. This built on a
Commission Communication and was reflected in the themes of our HE events in Manchester. It
was also closely aligned with subsequent discussions amongst Heads of State and Government at the
Informal Summit at Hampton Court about developing world-class higher education and building
closer links with business.

— Ministers had a useful exchange of views on the priorities for the 2006 Joint Interim Report on the
contribution of education and training to the Lisbon competitiveness goals under the “Education
and Training 2010” work programme. A number of amendments have subsequently been made at
working group level to the Commission’s draft report and the text is now close to being finalised,
enabling the Austrian Presidency to focus on drafting a short political message from the Education
Council to the European Council.

— The Education Council also adopted Conclusions on the role of the development of skills and
competences in taking forward the Lisbon agenda, which call for the Commission to look at sectoral
approaches to skills development. These conclusions were a UK Presidency initiative, building on
discussions at the Informal meeting of Education Ministers in London on 12–13 July, but fit within
the ongoing Education and Training 2010 work programme and will be reflected in the Joint Interim
Report. I attach a copy of these Conclusions for your information.

— The Commission’s proposal for a Recommendation for a European Quality Charter for Mobility was
presented by Commissioner Figel at the November Council and has since been negotiated in the
working group. A number of useful revisions have been made and the dossier is now awaiting a first
reading position from the European Parliament; we do not yet have an indication of when this can
be expected.

— Ministers adopted a partial political agreement on the Youth in Action Programme at the Youth
Council on 15 November. As with the Lifelong Learning programme this involved agreement on all
sections of the text without budgetary implications.

— As planned, a Resolution on implementing the European Pact for Youth and promoting active
citizenship was also agreed at the same Council.

I am pleased that we have been able to progress this Council business in an eYcient and eVective way, and
have worked closely with the Commission, the European Parliament Culture and Education Committee and
the preceding and subsequent Presidencies.

I would like to take this opportunity to thank you and your committee for your cooperation and commitment
throughout our Presidency, and I look forward to continuing to work together.

16 December 2005

UNFAIR COMMERCIAL PRACTICES (10904/03)

Letter from Gerry Sutcliffe MP, Minister for Employment Relations, Consumers and Postal Services,
Department for Trade and Industry to the Chairman

Further to my letter of 27 May 2004,17 I am writing to inform you that the European Parliament delivered
its second reading on the Unfair Commercial Practices Directive on 24 February 2005 (provisional edition,
document P6–TA-PROV(2005)0048 attached). This represented a good outcome for the UK. The 19
amendments adopted by the European Parliament are wholly acceptable, and include an important
amendment improving protection against bogus prize scams and lottery scams.

In delivering its second reading the European Parliament followed without change the Recommendation of its
Internal Market and Consumer AVairs Committee, adopted on 2 February. With Council having previously
indicated that it could accept the Committee Recommendation as the basis for concluding negotiations, this
means that substantive negotiations have eVectively been concluded. The proposal will now be translated
17 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper 16, pp 392–393.
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before being formally adopted at the 6-7 June Competitiveness Council. Member States will then have two
years—until mid 2007—to transpose the Directive into their domestic laws.

The main substantive changes adopted by the European Parliament are described below.

“Average consumer” benchmark

To ensure proportionality and a fair balance of responsibility between business and consumers the Directive
uses the benchmark of the “average consumer”, as interpreted by the European Court Justice. However, as I
explained in my letter of 7 May, a clear majority of Member States were opposed to including a definition of
the “average consumer” in the substantive provisions of the Directive. This was because they were concerned
that this would prevent it from adapting in line with the jurisprudence of the European Court. These Member
States argued it should be suYcient to rely on a reference in the Recitals. The first part of Amendment 3
reinforces this reference in Recital 18 by inserting the current definition of the “average consumer” as a
consumer who is reasonably well informed and reasonably observant and circumspect, and taking into
account social, cultural and linguistic factors. The Government welcomes this amendment.

Continued use of minimum clauses in existing EU directives

Article 3(5) contains a six-year derogation during which Member States can apply national provisions which
are more restrictive or prescriptive than the Directive in reliance of the so called minimum clauses in existing
sectoral directives. Amendment 4 limits Member States ability to do this to such national provisions which
were in existence at the time this Directive comes into force. The Government can accept this amendment
because it would be contrary to better regulation principles to require businesses to incur costs adapting to
new rules which it knew will have to be repealed after only a few years.

Vulnerable consumers

Article 5(3) of the Directive is intended to provide greater protection for vulnerable consumers. However,
concerns had been raised about the interaction between this provision and the “average consumer”
benchmark. Amendment 5 seeks to clarify this provision so that it applies only where a “clearly identifiable”
group of vulnerable consumers are likely to be aVected. The Government believes that this amendment does
not completely remove the remaining ambiguity in the text over the operation of the vulnerable consumer
clause, and will therefore seek to provide greater legal certainty during the transposition process.

Annex

Amendments 2 and 6 provide further clarification that the list of practices in Annex I to the Directive is an
exhaustive list of practices which are prohibited under all circumstances and which can only by modified by
revision of the Directive.

Amendments 12 to 19 make specific amendments/additions to the “blacklist” of practices in Annex I. In
particular, amendments 12 and 13 widen the prohibitions under paragraphs 4 and 7 to include closely related
practices which the OYce of Fair Trading identifies as causing detriment to UK consumers. Amendment 15
introduces a new prohibition in respect of traders who seek to hide the commercial intent of a practice, for
example, rogue car salesmen posing as private sellers by placing advertisements in the small ads columns of
local papers to deprive consumers of their rights under sale of goods legislation. Amendment 18 extends the
prohibition on advertising to children to include direct exhortations to children to purchase. The second part
of Amendment 3 adds a new sentence in Recital 18 to make it clear that the latter is not intended to introduce
an outright ban on the advertising to children. Finally, Amendment 19 provides a comprehensive prohibition
on bogus prize draws and lottery scams where unwitting consumers are persuaded to part with money in the
false belief that they have already won or on doing something will win a substantial prize or other benefit. I
believe that this latest amendment represents a significant improvement to the Common Position text.

Draft Regulatory Impact Assessment

Further to your letter of 14 May 2004, please also find attached an updated draft Regulatory Impact
Assessment on the Directive.
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The RIA notes that the Directive should make it easier to take eVective enforcement action against
unscrupulous traders who exploit consumers, especially vulnerable consumers. Honest businesses that comply
with existing legislation should not incur any additional ongoing costs in ensuring compliance with the
Directive, though they will undergo one-oV costs in reviewing their existing practices. However, these costs
should be oVset to some extent by the result of clearer legislation in the field covered by the Directive, which
should reduce the time taken by business to ensure such compliance. In addition, businesses should benefit
from improved protection against rogue traders, who otherwise compete unfairly against legitimate
businesses. Further, they should benefit from harmonised rules on unfair commercial practices across the EU,
which should allow them to trade more freely. Surveys indicate that 40 per cent of European companies
targeting final consumers would increase the proportion of their marketing and advertising budget given to
encouraging cross-border sales with complete harmonisation of regulation on advertising commercial
practices and consumer protection.

The RIA also notes that consumers will be important beneficiaries of the Directive. The Directive’s safety-net
eVect will plug loopholes in existing legislation and set standards against which new practices will be judged.
It should also make it easier for enforcers to take action against aggressive practices. A particular
improvement to the Directive is also a new amendment on prize scams, which are currently estimated to cause
£150 million pounds of detriment a year. OFT research (2000) estimated that total consumer detriment in the
UK ran at around £8.3 billion pounds a year. If the UCP Directive led to a 5 per cent reduction in problems
related to selling practices, then it could lead to a £100 million reduction in UK consumer detriment.

30 March 2005

Letter from the Chairman to Gerry Sutcliffe MP

Your letter dated 30 March was received too late for consideration before Parliament was dissolved for the
General Election. It was considered by Sub-Committee G on 8 June.

We are grateful to you for reporting the latest moves on this Directive, which was released from scrutiny by
this Committee on 12 May 2004, and for sending us the response to your consultation and revised Partial
Regulatory Impact Assessment, which are duly noted. We understand from your oYcials that, since your letter
was written, the Directive was adopted on 18 April and signed on 11 May.

We note that you regard this as a satisfactory outcome for both traders and consumers, although we hope that
the Government will be able to improve the clarity of the detailed points noted in your letter during
transposition. We are glad that the negotiations on this important item of legislation have been satisfactorily
concluded.

14 June 2005

WORLD HEALTH ORGANISATION—INTERNATIONAL HEALTH REGULATIONS (13074/03)

Letter from John Hutton MP, Minister of State, Department of Health to the Chairman

I am writing, further to my letter of 26 January,18 to let the Committee know that on 23 March the World
Health Organisation (WHO) produced a further draft of the new International Health Regulations (IHR). A
copy is enclosed (not printed).

Unlike the draft enclosed with my letter of 26 January, this latest draft has not been formally published by
WHO on their website. It is instead a “conference paper”, which records the progress made at the
intergovernmental meeting which WHO held in February to discuss the January draft. The intergovernmental
meeting is being reconvened on 12 and 13 May, with a view to agreeing a final text which can then be adopted
at the World Health Assembly (due to be held on 16–25 May 2005). On WHO’s current plans, there will be a
very short interval between the end of the intergovernmental meeting (13 May) and formal endorsement and
adoption of the new regulations (17 May), so I thought it would be helpful to let you see the current conference
paper (not printed).

As explained in the memorandum which the Department of Health provided for the Committee in 2003, once
new IHR have been adopted by the World Health Assembly, the UK will need to consider whether to ratify
the IHR or to enter any reservations.

7 April 2005
18 Correspondence with Ministers, 4th Report of Session 2005–06, HL Paper, pp 394–395.
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Letter from Rosie Winterton MP, Minister of State, Department of Health

I am writing, further to John Hutton’s letter of 7 April, to let the Committee know that the World Health
Assembly adopted new International Health Regulations (IHR) on 23 May. A copy of the new IHR, taken
from the World Health Organisation (WHO) website, is enclosed (not printed).

Article 59 of the new IHR provides that the new regulations enter into force twenty-four months after
notification by the Director-General of WHO that they have been adopted by the World Health Assembly. If
any Member State wants to reject the new IHR, or enter a reservation to them, this needs to be done within
18 months of the Director-General’s notification. We do not yet have a firm date for when the Director-
General will give his notification, but we expect this to be shortly.

With the adoption of the new IHR, the EU role in negotiating their content has now ended. We shall therefore
now turn to considering implementation of the new IHR within the UK.

3 June 2005

Letter from the Chairman to Rosie Winterton MP to the Chairman

Your letter dated 3 June enclosing a copy of the new International Health Regulations as adopted by the
World Health Assembly on 23 May was considered by Sub-Committee G on 29 June.

Unfortunately the previous letter dated 7 April from your predecessor John Hutton was received too late for
consideration before Parliament was dissolved for the General Election. As a result, we did not have an
opportunity of examining the text before the World Health Assembly took place.

As you know, the Department’s Explanatory Memorandum about the negotiations for the new Regulations
was cleared from scrutiny by Sub-Committee D on 29 October 2003. We are grateful to you and your
predecessor for continuing to keep us informed about developments since then. We note that the formal role
of the European Commission in negotiating the new Regulations on behalf of Member States has now ended
and that it is for the UK Government to consider implementation. That being so, we see no need for further
correspondence between this Committee and the Department on this matter.

4 July 2005

WORKING TIME (12683/04, 9554/05)

Letter from the Chairman to Gerry Sutcliffe MP, Minister for Employment Relations,
Consumers and Postal Services, Department of Trade and Industry

Thank you for your Supplementary EM dated 17 May enclosing the Department’s Initial Regulatory Impact
Assessment, dated November 2004, the Summary of Responses to the Department’s preliminary Stakeholder
consultation, dated December 2004, the French text of the Commission’s Impact Assessment, dated
24 September 2004, and the Department’s translation of it. It is not clear why it has taken so long for these
documents to be produced for scrutiny.

Your Supplementary EM says that the Luxembourg Presidency aims to reach political agreement at the
ESPHCA Ministerial Council on 2 June, but apparently no revised text for the draft Directive has been
produced so far.

You will know from our Inquiry Report last year and subsequent correspondence that our principal concerns
over the draft Directive are to retain the voluntary individual opt-out for the time being, with certain
safeguards, and to achieve a workable solution to the problems for on-call duties caused by the SiMAP and
Jaeger ECJ rulings. The new documents you have produced do not change those concerns.

The policy implications detailed in your Supplementary EM appear to be identical to those set out in your EM
dated 18 October 2004, about which we have corresponded. Nor do the new documents address the more
detailed questions raised in my letter to you dated 13 January, to which a reply is outstanding. But they will
require careful consideration which will be given by Sub-Committee G at their first meeting on 8 June.

Meanwhile, we will retain this dossier under scrutiny. If the revised draft is considered by the ESPHCA
Council on 2 June we will expect the Government to maintain a robust defence of the voluntary individual
opt-out and to press for a workable solution to the problems caused by the ECJ rulings and to point out that
Parliamentary scrutiny is retained.

26 May 2005
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Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 26 May regarding the Supplementary EM and Initial RIA on the Commission’s
Working Time proposal.

I apologise for our delay in providing the Supplementary EM, RIA and the other information you asked for.
We had been promised an oYcial Commission translation of their RIA, but after long delays the Commission
decided not to provide one. The subsequent need to commission our own translation for the benefit of the
Committee, combined with delays caused by administrative changes within the Department and the fact that
the Election period meant that the Committees were not sitting meant that our response was delayed. I very
much regret that you and the Committee were inconvenienced and we will ensure that such a delay does not
happen again.

I am delighted that you share our determination to retain the individual opt-out and to achieve a workable
solution to the problems raised by the SiMAP and Jaeger ECJ cases. We are working hard with colleagues
across Europe to put our case forward. The Secretary of State, Alan Johnson, argued both points strongly at
the Council in Luxembourg last week.

Turning now to your substantive points, you note that the policy implications detailed in the Supplementary
EM are identical to those set out in our original EM on this subject. At that point, neither the Commission’s
proposals nor the Government’s position on them had changed and we wanted to make it clear that our views
remained the same. I look forward to hearing from the Committee once you have had the opportunity to
consider the documents on 8 June.

I note your continuing belief that stricter record-keeping would be a reasonable safeguard against abuse of
the opt-out. The Government is keen to consider options to reinforce the voluntary nature of the opt-out, and
we would welcome a provision on record-keeping, such as that proposed by the Commission in their latest
proposal (we will be sending you a copy together with an EM shortly) which provides greater safeguards
without creating a disproportionate administrative burden.

You will have seen from our summary of responses to the Government Consultation that the majority of
respondents were opposed to any additional form of record-keeping. I know from my own contacts with
business representatives that the requirement in the original Commission proposal to record all hours worked
by opted-out workers would be a very significant burden, particularly for small businesses. The Government
does not feel that there would be enough benefit to employees to justify this additional red tape.

I note your comments on sectoral exemptions. When we commented that sectoral exemptions in the past had
been time limited, what we had meant to explain was that the presumption in the EU has nearly always been
that sectoral exemptions should be time limited or subsequently phased out. Thus, we in fact share the
Committee’s view that these sectors will have continuing issues and thus require a continuing solution
retention of the opt out. That said, our research shows that there are no sectors in the UK where long-hours
working is not an issue. The Government view is that the individual opt-out should be available to all workers,
should they want to use it. We have considered this issue in further detail since you raised the matter in your
letter, but we are not persuaded that a sectoral solution would fit the needs of UK workers.

I also note your recommendation that the Commission should pursue more research on the relationship
between long hours and health and safety. I agree that this is a complex issue, but previous studies in this area,
such as the Barnard report, have not been able to shed much light on the issue and have at times been
misinterpreted or misquoted. I note that the evidence given to your inquiry suggested that further studies may
be useful, and we will seek an opportunity to bring this point to the attention of the Commission.

I would like briefly to update you on the outcome of the Employment Councils in December 2004 and June
2005.

The December Ministerial Council discussed an interesting compromise proposal put forward by the Dutch
Presidency, but Ministers were unable to reach agreement on either the SiMAP/Jaeger issues or the opt-out.
The Presidency’s proposals to solve SiMAP/Jaeger were supported by the vast majority of Member States.
However, unless all Member States or the Commission and a qualified majority agree to consider SiMAP/
Jaeger separately from consideration of the rest of the Directive, agreement on SiMAP/Jaeger must wait for
agreement of the whole package. Nonetheless, we felt the debate was useful.

Under the Luxembourg Presidency, there have been further developments on the dossier. As you know, the
European Parliament concluded its first reading of the proposal in May. We were disappointed that the
Parliament voted to phase out the opt-out. However, as this is a co-decision dossier, the Parliament vote is
only half of the process.
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The Council on 2 June discussed the Working Time dossier and the Commission’s new proposals in some
detail, but the wide divergence of Member States’ views on diVerent aspects of the revised proposal, made it
impossible to reach agreement.

It was unfortunate that the Commission proposal was not issued to Member States until late on 31 May. Both
the Secretary of State and I were in Luxembourg for the Council from 1–2 June so it has not been possible to
write to you regarding the proposal until now.

The revised proposal from the Commission has now been deposited with both Parliamentary Committees and
we will produce an Explanatory Memorandum on the new proposals as soon as possible according to the usual
procedure.

We await news of the Luxembourg Presidency’s further plans. If the issue falls to us in our Presidency, we will
of course do our best to make progress on the dossier.

I hope this letter answers all your outstanding concerns and questions. The supplementary EM covered a
summary of responses to our consultation, as you requested in your letter of 13 January, in addition to the
DTI initial RIA and the Commission RIA. As we explained, the Commission MA was, in the end, never
translated into English so we had to provide our own translation.

7 June 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 7 June which was considered by Sub-Committee G on 22 June.

We accept your apology over the handling of the Department’s Supplementary Explanatory Memorandum
(EM) dated 17 May and the documents enclosed with it. We welcome your assurance that documents will be
submitted for scrutiny more promptly and eYciently in future.

The key issues for the Committee remain the need to retain the voluntary individual opt-out and to achieve a
workable solution to the problems raised by the SiMAP and Jaeger ECJ rulings. We are glad to note that the
Government remains committed to achieving those objectives and argued strongly on them at the ESPHCA
Council meeting on 2 June.

It is a pity that it was not possible to reach agreement among Member States at that meeting. We note that
this was partly due to the very late presentation of the Commission’s new proposal. We have just received that
document, together with an advance copy of your new EM about it. These will be considered by Sub-
Committee G as soon as possible.

We were interested to see the findings of your initial Regulatory Impact Assessment (RIA) dated November
2004. The responses to your consultation generally mirror the views expressed in evidence given to our Inquiry.
So does your assessment. It is also broadly in-line with the Conclusions and Recommendations of our own
Inquiry Report on the Directive dated 8 April 2004, which we continue to regard as being a thorough and valid
analysis of the issues involved.

We have also noted the Commission’s detailed Impact Assessment dated 22 September 2004 and your
Department’s unoYcial translation of it, for which we are grateful. Here again, we see nothing in that
assessment to invalidate the Conclusions and Recommendations in our Inquiry Report, which the
Department broadly supported at the time. We note the divergence of views between the Member States over
the voluntary individual opt-out. But we continue to believe, with the Government, that the voluntary
individual opt-out is particularly appropriate to the circumstances of the UK, where collective agreements are
not the norm.

We are less clear where matters now stand on the problems posed by the ECJ rulings. No doubt that will
become clear when we have an opportunity of examining the Commission’s new text and your Department’s
EM about it.

We are grateful to you for addressing the points raised in my letter dated 13 January. We continue to believe
more stringent and transparent record-keeping and rules of inspection designed to detect and deter abuses
would be an important safeguard which ought to be incorporated in the Directive. We are sorry that you do
not agree with us on that point and hope that you will reflect further on ways of doing this without creating
too much “red tape”.

As for sectoral exemptions, we agree with you that retention of the voluntary individual opt-out would
undoubtedly be the best way of coping with the special needs of certain categories of employment. But if the
Government fails in its attempt to retain the voluntary individual opt-out, it may be worth considering
whether the case for sectoral exemptions should be re-examined.
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We are also glad to note you agree that further research on the relationship between long hours working and
health and safety is desirable and hope you will succeed in convincing the Commission of the need to carry
out those studies.

The document remains under scrutiny.

28 June 2005

Letter from the Chairman to Gerry Sutcliffe MP

Your Explanatory Memorandum (EM) dated 21 June was considered by Sub-Committee G on 6 July.

We note that the Commission’s new document (9554/05 COM (2005) 246 final) replaces the Commission’s
previous amended proposal (12683/04 COM (2004) 607 final). We are therefore releasing the latter
document from scrutiny.

Our approach to the essential issues related to the Working Time Directive remains as set out in our Inquiry
Report. The points made in my letter to you dated 28 June remain valid in our view and should continue
to be borne in mind.

Against that background, we note that the Commission’s new text continues to propose linking extension
of the reference period to collective agreement. We agree with you that such a stipulation is inappropriate
for the UK where, as our Inquiry found, only 36 per cent of overall employment and only 22 per cent of
private sector employment is covered by collective agreements.

You have not commented on the feasibility of the alternative option now apparently oVered of achieving
extension by national legislation. We would welcome your views on that.

We also note your view that the proposed deletion of the standard four month reference period would be
too inflexible and that the Commission have so far apparently been unable to explain why they propose
to delete it. We shall be interested to know what explanation they give.

It also appears from your EM that the Commission have not given enough consideration to the eVect that
the proposal to reduce the maximum number of hours worked in any one week from 65 to 55 might have
for seasonal workers on short-term contracts. Here, too, the insistence on linkage with collective agreements
does not seem to take account of UK circumstances.

We welcome your proposal for a “cooling-oV period” of three months, during which workers would be
able to withdraw voluntary opt-outs without notice. A “cooling-oV period” was proposed, in rather diVerent
terms, in paragraph 2.103 of our Inquiry Report as one of the important safeguards for the voluntary
individual opt-out.

We note that, from what you say, this would appear to be more satisfactory from a British standpoint
than the Commission’s proposed linkage to probation periods which would lack statutory definition in
the UK.

We are glad to see that you welcome the proposal on improved record-keeping and note that you expect
it to address potential abuses adequately without imposing disproportionate burdens on employers. In my
letter to you dated 28 June, I reiterated the importance we attach to stringent and transparent record-
keeping, as well as to eVective rules of inspection to detect and deter abuses.

We are inclined to agree with you that the proposal that the Commission should decide on requests for
extension of the opt-out after only three years would not give adequate legal certainty. The proposal to
review the working of the Directive after only three years does seem insuYcient and likely to cause
undesirable uncertainty.

At first sight, it seems to us that much more needs to be done to clarify and improve the rather complicated
rules now proposed for on-call duties if they are to achieve the workable solution to the perverse and
damaging consequences of the ECJ SiMAP and Jaeger rulings which were also highlighted in our
Inquiry Report.

We note that the Government are not planning to carry out a full consultation on the new proposals until
the Amending Directive has been agreed. But we strongly recommend that health service managers, unions
and professionals, and possibly their counterparts in related sectors, should be consulted as soon as possible
about whether the new proposals for on-call duties are likely to be workable in practice.

When so much clearly remains to be done to improve the Commission’s proposals we must retain the new
Commission document (9554/05) under scrutiny. We trust that the Government will continue to pursue all
these outstanding issues with vigour and determination, especially during the UK Presidency, to protect
British interests and promote a sound practical outcome. We look forward to your reply on the above
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points and to examining your promised revised RIA. We also trust that you will continue to keep us fully
informed of significant developments.

8 July 2005

Letter from Gerry Sutcliffe MP to the Chairman

As promised in our Explanatory Memorandum of 21 June, I am attaching an initial regulatory impact
assessment on the Commission’s revised proposal COM (2005) 246 for a Directive amending Directive 2003/
88/EC concerning certain aspects of the organisation of working time.

Thank you for your letter of 28 June. I look forward to receiving your comments on the EM and RIA. I
understand you are particularly interested to know if we believe the revised Commission proposal would be
likely to cost the UK more than the original proposal. Overall it is very diYcult to estimate the costs of the
proposal. We believe it would eVectively result in the loss of the opt-out. Therefore in the light of this we believe
that the costs of the revised proposal would be greater than the original proposal, which allowed the opt-out
to stay, albeit in a very limited form. It is not certain what the impact of losing the opt-out would be, but it is
likely that the economic cost would reach billions of pounds.

I am writing in similar terms to the Chairman of the House of Commons European Scrutiny Committee and
am copying this letter to the Clerk to your Committee, Les Saunders, Cabinet OYce European Secretariat and
Alison Bailey, DTI.

12 July 2005

INITIAL REGULATORY IMPACT ASSESSMENT (RIA)

COMMISSION’S REVISED PROPOSAL TO CHANGE THE WORKING TIME DIRECTIVE
JUNE 2005

http://www.dti.gov.uk/er

1. Summary

This initial regulatory impact assessment concerns the European Commission’s proposal COM (2005) 246 for
a Directive of the European Parliament and Council amending Directive 2003/88/EC concerning certain
aspects of the organisation of working time. It considers the potential impact of the Commission’s proposal
in the United Kingdom.

The proposal sets out amendments to Directive 2003/88/EC as follows:

— insertion of three new definitions: “on-call time”, “workplace” and “inactive part of on-call time”;

— insertion of new requirement on “compatibility between working and family life”;

— modification of reference periods and conditions under which the reference period can be extended;

— indication of a period by which compensatory rest must be taken;

— new provisions relating to the use of the opt-out, and new conditions to be applied to opted-out
workers;

— a requirement to remove the opt out after three years, unless the Commission agrees otherwise; and

— a requirement for the Commission to report on the application of the Directive after three years.

Purpose and intended effect of measure

2. The Objective

The stated purpose of the proposal is to modify the Directive 2003/88/EC in the light of European Court of
Justice rulings, and to review the provision for individual workers to opt out of the maximum 48-hour working
week in a way that ensures a high standard of workers’ health and safety; allows companies and Member States
more flexibility in managing working time (avoiding unreasonable constraints on companies, and SMEs in
particular); and achieves greater compatibility between work and family life.
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3. Background

The Working Time Directive 2003/88/EC provides, in general:

— that an employed worker shall not work in excess of 48 hours per week—on average;

— a right to four weeks paid annual leave per year;

— rights to certain daily and weekly rest breaks;

— a day oV each week;

— a limit on night workers’ hours; and

— entitlements to free health assessments for night workers.

Article 22(1) permits a Member State to allow, in its national legislation, a worker to work more than the 48-
hour weekly working time limit provided the worker has individually agreed to perform such work (the opt-
out). There is no opt out from the other provisions. Article 22 also requires the Council, on the basis of a
Commission proposal accompanied by an appraisal report, to re-examine Article 22(1) and decide what action
to take by 23 November 2003.

On 22 September 2004, the Commission adopted a proposal COM (2004) 607 for a Directive of the European
Parliament and of the Council amending Directive 2003/88/EC concerning certain aspects. of the organisation
of working lime. This proposal was forwarded to the European Parliament and the Council. The European
Parliament gave its opinion at first reading on 11 May 2005.

The Commission published a revised proposal COM (2005) 246 on 31 May 2005, which took into account the
European Parliament’s opinion. This proposal is set out in more detail below.

Detail of proposals

The proposal for new definitions (amendment to Article 2: addition of paragraphs la, 1aa and lb) proposes the
insertion of three new definitions: “on-call time”, “workplace” and “inactive part of on-call time”, which are
added to the existing definitions of “working time” and “rest period”. “On-call time” is defined as the period
when the worker has to be available at the workplace in order to intervene at the employer’s request to carry
out work. The “workplace” is defined as the place or places where the worker normally carries out his activities
or duties, determined in accordance with the terms laid down in the relationship or employment contract
applicable to the worker. The “inactive part of on-call time” is defined as the time when the worker is on call
but not required by his employer to carry out his activity or duties. A new Article 2a establishes that the
inactive part of on-call time is not considered “working time”, unless otherwise stipulated by national law or
by collective agreement or agreement between the two sides of industry. Member States may not, however,
take inactive on-call time into account when calculating rest periods. (Inactive on-call time in the workplace
was not considered to be work before the SiMAP/Jaeger judgements).

The proposal on compatibility between working and family life added as Article 2b, indicates that Member
States should encourage the social partners at the appropriate level, without: prejudice to their independence,
to conclude agreements aimed at improving compatibility between working and family life. The Article
requires Member States to take measures necessary to ensure that:

— firstly “employers inform workers, in good time of any changes in the pattern or organisation of
working time”; and

— and secondly that “workers may request changes to their working hours and patterns, and that
employers are obliged to examine requests taking into account employers’ and workers’ needs for
flexibility”.

The proposal on modification of reference periods, which is now covered in Article 19, would allow Member
States subject to certain conditions to extend the reference period, over which working time is averaged, to a
set period not exceeding 12 months. The reference period can be decided by collective agreement or agreement
between the social partners, or by legislative or regulatory provision. However there are extra conditions
applied. In the latter case, Member States must take measures to ensure employers “inform and consult” their
workers “in good time” before introducing a reference period and that the employer is required to take
measures necessary to avoid or overcome any risk relating to health and safety. The deletion of Article 16b
means that the standard four-month reference period is no longer available so the default reference period
would be one week. Special 12-month reference periods which are in force in the current directive for doctors-
in-training and oVshore workers have also been deleted.
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The proposals dealing with compensatory rest, amending Articles 17(2) and 18, provide that compensatory rest
(for missed daily and weekly rest) has to be granted within a reasonable period, to be determined by national
legislation or a collective agreement or social partner agreement.

The amended Article 22(1) sets out the conditions to be met by Member States who choose to apply the opt-
out (derogation from Article 6—maximum weekly working time). The Commission proposes the following
conditions:

— the worker’s agreement cannot be given at the time that the employment contract is signed or during
any probation period;

— an opt-out automatically expires after one year unless renewed;

— workers will be subject to an absolute limit of 55 hours work in any one week, unless a collective or
social partner agreement provides otherwise;

— employers must keep up-to-date records of opted-out workers and adequate records for establishing
that the provisions above are complied with;

The proposals also state that the opt-out will be removed after three years. Member States may request an
extension, permitting them to continue using the opt-out, but the decision as to whether they could retain the
opt-out would be left to the Commission. This would be likely to mean the end of the opt-out. In practise this
means that employees would be unable to work more than 48 hours in any one week, unless the conditions
were fulfilled to extend the reference period, in which case they would be unable to work more than 48 hours
a week, averaged over a reference period of up to 48 weeks (52 weeks less four weeks leave). The proposal on
the cap of 55 hours in any week appears to apply to all workers in any Member State permitting opting out,
whether or not the worker in question has actually chosen to opt out. It is not clear whether the Commission
intended this eVect.

The proposals must be agreed by the Council of Ministers and the European Parliament in co-decision.

Data Source

Unless otherwise stated, all statistical data quoted in this Regulatory Impact Assessment are taken from the
Spring Labour Force Survey 2004.

Risk Assessment

This section considers the risks attached both to the failure to reach agreement on the Commission’s
proposals, and to their implementation in the UK (where this is not covered under “Impact” below).

Changes to the Definition of On-Call Time

The SiMAP/Jaeger rulings—eVectively that on-call time spent at the place of work, even when asleep,
constituted working time; and that compensatory rest must be taken immediately (following time on call)—
have made the Working Time Directive significantly more diYcult to implement for a range of sectors. The
judgments have implications for all sectors across the EU that use on-call working; however, the eVects are
greatest on health services. The judgments have significant impacts on the eVective delivery of healthcare.

The principal risk of the revised proposal on on-call time as it stands is that the new definition of the workplace
could be interpreted as encompassing on-call work at home, which would cause even greater problems than
SiMAP/Jaeger for the eYcient delivery of health services and potentially many other sectors. There is also a
risk that the proposed definition of the workplace, combined with the revised on-call proposal, which says that
inactive on-call time is neither work nor rest, could make some sensible shift patterns impossible and so
compromise patient care.

Compensatory Rest

The Government believes that the Commission proposal would resolve issues raised by the recent Jaeger ECJ
case. The adequate provision of health services in the UK was seriously threatened by this ruling. The
Commission has proposed that compensatory rest be given within a reasonable period to be determined by
national legislation or a collective agreement or an agreement concluded between the social partners.
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Introduction of “measures on compatibility between working and family life”

This addition’s stated aim is to improve compatibility between working and family life. The risk of these
proposals is that although they seem to introduce a standard approach, in fact it is very unclear how they
would work and therefore they introduce a very significant element of legal uncertainty and would add
significantly and disproportionately to the administrative burden for business.

They could also undermine the progress the UK has made in this area through targeted, light touch legislation,
which (unlike this proposal) does not insist on a standard approach.

The proposal would require the UK to widen the scope of its existing legislation and require a more onerous
and legally uncertain test to be applied when considering requests.

The UK’s experience is that its legislative approach has facilitated positive and creative dialogue between
employers and their employees to enable them to identify working patterns that suit both, with many
employers going above the requirement of UK legislation. Seven in 10 employers say that they are willing to
consider flexible working from all staV and the proportion of requests for flexible working that are declined
in the UK is half (20per cent compared to 11 per cent) that from before the introduction of its “right to request”
in 2003.

Changes to the Reference Period

The risks of this proposal are that the conditions attached to extending the reference period make it diYcult
for Member States, such as the UK, who do not have a tradition of collective or social partner agreements to
use it. Were it to prove impossible to extend the reference period, UK workers would then be left with a one-
week reference period, which would cause problems for workers and companies across all sectors. Workers
would then have no choice but to opt out if they ever wanted to work more than 48 hours in a week. Were the
UK able to extend the reference period by national legislation without further conditions the potential benefits
are that it would reduce the number of people who have to opt out in order to maintain their current working
patterns, though we estimate that 1.3 million people (9 per cent of full-time employees) would still need the
opt-out.19

Changes to the compensatory rest period

There is some risk that courts could still interpret the proposal as meaning that compensatory rest must be
taken immediately, in line with the Jaeger judgment. This would thus perpetuate current problems for the
healthcare service. However, we consider this risk to be relatively low, particularly compared to the certainty
that the problems would continue if there is no agreement on changes to the specification of the compensatory
rest period.

Changes to the operation of the opt-out

The principal risk of this proposal is that the opt-out would be removed, restricting the flexibility of the labour
market and removing the right to choose their hours from workers.

If the opt out were removed altogether, employees would lose a proportion of their wage packet. The lost
overtime could be replaced with increased hours for other workers, including those working part time to
balance work and family life; where it was not, the income would be lost to the economy.

There is a risk that any measures to restrict the flexibility of the labour market would reduce the current diverse
spread of work patterns in the UK. The incidence of long-hours working in the UK has fallen by over 17 per
cent between Spring 1998 and Spring 2004. This follows a period of time—throughout the early to mid 1990s—
when the proportion of employees working long hours steadily rose. The UK is traditionally seen as having
a long hours culture, but the full picture is that the UK has a wider range of working patterns than most EU
Member States and that average hours worked are falling. In the UK 22 per cent of workers have flexible
working arrangements and a further 26 per cent work part time.20 The Government has successfully improved
the availability of diVerent working patterns, thus widening the choice of working hours available to
employees. Flexible working can include: annualised hours; compressed hours; flexitime; home-working; job-
sharing; shift working; staggered hours; and term-time working.
19 This has been calculated using the Spring 03-Spring 04 Labour Force Survey Longitudinal dataset.
20 Data from the Spring 2004 Labour Force Survey.
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Employees would only be able to work 48 hours in any one week and no more, unless they were able to
negotiate extension of the 12-month reference period, in which case they could do 48 hours per week,
averaged over a maximum of 48 weeks (52 weeks less four weeks leave). In the UK an estimated 3.3 million
employees usually work over 48 hours in a week. As this figure only considers those who usually work
over 48 hours and not those who ever work over 48 hours it clearly underestimates the number of people
who would be aVected by the loss of the opt out.

The Spring 2004 Labour Force Survey indicates that although 69 per cent of long-hours workers21 would
like to reduce their hours, only 26 per cent of these workers would want to do so if it meant a loss in pay.
Another survey22 conducted for DTI indicated that only 12 per cent of those long hours workers questioned
would want to reduce their hours if it meant a loss in earnings. Anecdotally we know that workers with
short term contracts (for example, farm workers at harvest time) would be particularly badly hit due to
their traditional working patterns, which involve very long hours during certain periods and few or no
hours at other times.

Options

In practice, were the Amending Directive to be agreed, the UK would have no option other than to
transpose the new Directive into UK law. Our options are to agree the Directive as it stands, which would
have an adverse impact in the UK, or improve it through negotiation. The Government is therefore working
with other Member States, the Council Presidency, the Commission and the European Parliament to ensure
that the final version of the Directive takes into account the views of all stakeholders, including employers’
organisations, trade unions, and individual workers.

4. Impact of the Proposal

The definition of on-call time

The Government believes that the Commission proposal could resolve the majority of the issues raised by
recent ECJ cases. The adequate provision of health services in the UK has been seriously threatened by these
rulings. The NHS was on track to implement sensibly and successfully the Working Time Directive for doctors
in training before the SiMAP and Jaeger judgments. SiMAP/Jaeger diverted hospitals’ attention from these
eVorts, forcing some hospitals to adopt systems that were compliant but less eVective.

Introduction of compatibility between working and family life

The proposals would require employers to inform workers “in good time” of any changes in shift pattern,
which could cause problems for production and other sectors. it is not clear what, in this context, “in good
time” means. Proposals would also give rights for all workers to request flexible working, and an obligation
for all employers to assess requests balancing their-needs with the individual’s. This is considerably wider than
the UK’s existing approach. The UK’s “right to request flexible working and duty on employers to consider
requests seriously” applies presently to parents of young and disabled children, who are employees only, and
have worked for their employer for six months. It requires the employer to follow a procedure to assess
whether the requested pattern of work is compatible with the needs of the business. We believe this works
better than the proposed requirement to consider the personal needs of the individual, both because of the
diYculty of evaluating the magnitude of the workers’ need and because not all employees will be comfortable
in being open about their personal circumstances.

Reference Periods

An extension of the reference period to 12 months without restrictive conditions could give the system more
flexibility, allowing fluctuations in work to be evened out, and reducing the number of workers who have to
opt out. There are, however, conditions attached to using this 12-month reference period, which will make it
more diYcult for employees to make use of the opt-out especially in countries which do not have a tradition
of collective agreements such as the UK. These conditions state that the employer must inform and consult
the workers in good time concerning the introduction of such a reference period; and that the employer must
21 Throughout this document “long-hours workers” are defined as workers who usually work more than 48 hours a week.
22 Survey of Workers’ Experiences of the Working Time Regulations (EMAR Research Series 31, published November 2004).
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take the necessary measures to avoid and overcome any risk relating to health and safety that could arise from
the. introduction of a reference period.

The Labour Force Survey figures give the best indication of the eVect of a longer reference period on numbers
of long hours workers: overall 19 per cent (3.3 million) of full time employees report that they “usually” work
more than 48 hours a week. If asked in two consecutive quarters (to approximate the current 17 week reference
period) this drops to 14 per cent (2.3 million). If asked over five quarters (to approximate a 12-month reference
period), the figure drops again to 9 per cent (1.3 million).

The proposal would mean that the reference period could be extended by collective agreement without
conditions, whereas the extension by national law requires both the Information and Consultation and health
and safety provisions. This discriminates against Member States without a tradition of collective agreement
coverage. It is also illogical to suggest that a 12-month reference period requires health and safety provisions
in one context, but not in another. Either they are necessary or they are not.

Additional Conditions Attached to the Opt-out

Impact of requiring the opted-out worker’s agreement

The UK requirement currently states that the worker’s agreement to opt out must be in writing so this
introduction would have no additional impact.

Impact of automatic expiry of opt-out agreement after one year unless renewed

At present UK law requires anyone who wants to work more than the working time limit to say so in writing
and in advance, but does not set out any other rules. Whilst there would be no change with regard to opt-outs
being in writing, the proposed change would mean that this had to be done annually. The implications of this
would be that it may raise general awareness of the rules surrounding the operation of the opt-out, but would
also increase the administrative burden on business. We raised the possibility of a renewal period in our
consultation last year and responses indicated that the burden would not be excessive.

Impact of prohibiting signing of opt-out at the time as the employment contract

This proposal was suggested by the UK. While it would place a certain administrative burden on business,
consultation and discussions with stakeholders have indicated that the burden would not be excessive.

Impact of prohibiting signing of opt-out during any probation period

There is uncertainty as to what is meant by “probation period” in the Commission proposal. Probation
periods tend to be contractual in nature in the UK, with no general statutory requirement for employers to
have one nor any maximum length set out in legislation (probation periods are provided for in UK legislation
in respect of a few particular sectors such as teachers and police). It is therefore diYcult to predict the likely
impact of this proposal, other than to note that it would be more easily applicable in some sectors than in
others, which would lead to inconsistency in the way the measure was implemented and enforced. There is a
risk that in sectors without statutory probation periods the courts could decide that workers were not allowed
to opt out for a year until they had full employment rights.

The prohibition on signing an opt out during any probation period would also have a disproportionate eVect
on short-term contract workers, particularly those who do seasonal work such as harvesting. There is a risk
that the entire contract period would be defined as probation within the meaning of the Directive, so the
worker would not be able to choose to opt out.

Impact of subjecting all workers to absolute limit of 55 hours’ work in any one week, unless a collective or social partner
agreement provides otherwise

The negative impact on all sectors’ flexibility would be great. While no reliable figures exist for the number of
workers in the UK who ever or occasionally (as opposed to usually) work more than 55 hours in any given
week, we are aware that millions of workers are likely to be aVected and that an absolute limit would cause
problems for workers across all sectors, and particularly in sectors such as construction, accountancy, event
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organising, etc. We can know for certain that this proposal would aVect the 7 per cent of workers who say
they “usually” work more than 55 hours a week. But clearly the most important impact would be on the large,
unknown number who occasionally work more than 55 hours in a week.

Impact of requiring employers to keep adequate records of all opted-out workers and records to establish that the
provisions of the Directive are complied with

The UK regulations already require employers to keep records adequate to show the Directive is being
complied with. However, the new limits contained within the proposal could create an extra burden on
employers.

Impact of loss of opt-out after three years

The loss of the opt out after three years would have a very significant eVect on the UK. The loss of the opt-
out altogether, without the extension of the reference period, would imply that workers would not be able to
work more than 48 hours in any one week. In the UK 3.3 million people usually work over 48 hours in any
week. This number does not include workers who occasionally work over 48 hours—the number of people
aVected would be much higher than this. Even if the conditions were fulfilled to extend the reference period
from one week to 12 months, the 1.3 million workers who usually work over 48 hours averaged over a year
would be aVected.

5. Costs and Benefits

Tightening the conditions attached to the opt-out would generate a variety of costs and benefits for employees
and employers.

The new conditions would tighten the way the opt-out is used and hence restrict the ability of individuals to
choose the hours they work and the flexibility of business. The new record-keeping requirement could impose
administrative costs on business.

The loss of the opt out after three years would have a substantial financial impact on many UK employees.
Almost one million employees currently work more than 48 hours as paid overtime. These employees would
suVer the potentially significant financial consequences of losing the opt-out.

The opt-out is not a licence for employers to force an unsuspecting workforce into working longer hours.
Rather, by making its use dependent on individual consent, it secures for individual workers both protection
and freedom of choice. The diversity of opinion and reasons behind long hours working demand a solution
which reinforces the rights of individual workers. With appropriate levels of enforcement and regulation the
opt-out provides the appropriate balance between individual choice and protection which is central to the
sustainable success of the UK’s labour market.

Other benefits from long-hours working include increased job prospects and security. A reduction in paid
work hours rather than an increase could potentially cause psychological distress through a reduction in
income.23

Positive aspects of working long hours were shown in a recent employee survey which stated that a “number
of people came up with positive aspects of working long hours, including a better standard of living (51 per
cent), better quality of life (46 per cent), improved self-esteem (38 per cent), and promotion and career
progression (24 per cent).”24

Research on the health and safety eVects of long-hours working is inconclusive. There is no clear-cut evidence
that working long hours causes ill health, and research shows that flexibility to choose hours is a more
significant factor in workers’ health and safety than the actual length of the working week.25

The introduction of central EU legislation on compatibility between working and family life would have a
financial impact on employers by adding significantly and disproportionately to the administrative burden.
As detailed in Section 3, the proposals are more prescriptive than current UK legislation in this area. Some
workers might benefit from wider rights to request flexible working, but it is not clear how far this would add
to existing informally agreed flexible working arrangements and in any case, the lack of clarity in the proposal
makes it diYcult to predict its outcome.
23 Steptoe et al (1998).
24 Chartered Institute of Personnel and Development, Working Time Regulations: Calling Time on Working Time?, May 2004.
25 See Kodz et al, Working Long Hours: a review of the evidence, 2003.
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The proposals on on-call time and compensatory rest would result in some benefits to the organisation of
healthcare in the UK, as discussed in the previous section, though there are concerns about the possibility of
the home being included in the definition of the workplace. This could represent a large cost to the National
Health Service, as inactive time at home would not count as rest. It is diYcult to estimate the costs, financial
and otherwise, of compliance with the current SiMAP and Jaeger rulings, but there would be considerable
benefits from an adequate solution to the problems caused by the rulings.

The overall cost to business of the Commission’s revised proposal cannot at this moment be calculated because
the figure that would be produced would be static and thus not take account of the bigger picture. This would
involve estimating the eVects that these changes would have on productivity and staYng levels. In order to
estimate this complex econometric modelling would be needed.

6. Equity and Fairness

The loss of the opt out would have a disproportionate impact on men as they are much more likely to work
long hours than women. 24 per cent of full-time male employees usually work over 48 hours a week, while only
11 per cent of full-time women do so. The Government does not foresee any disproportionate impact on any
other group. The impact on particular sectors and on small firms are dealt with in the next section.

7. Distributional Impacts

The extent of long-hours working in the UK diVers substantially by industrial sector and occupation. The
broad industry sectors where the highest proportion of full-time employees work in excess of 48 hours are
“agriculture and fishing”, “transport and communication”, “construction” and “energy and water” (Chart 1).
However, there is a significant number of workers exceeding 48 hours in all sectors.
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Chart 1: Proportion of full-time employees usually
working over 48 hours per week by industry

Source: Spring 2004 Labour Force Survey

The data can also be analysed by occupational group as well as industry. The occupational groups with the
highest proportion of full-time employees reporting usually working over 48 hours per week are “managers
and senior oYcials” (32 per cent) “professionals” (27 per cent) and “process plant and machine operatives”
(27 per cent) (Chart 2).
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Chart 2: Proportion of full time employees working
over 48 hours a week by occupation

Small Firms Impact Test

The Labour Force Survey indicates that long-hours working is somewhat more prevalent in smaller
workplaces. In enterprises with five to 49 employees, 6 per cent of all employees worked over 48 hours on a
sustained basis compared to only 2 per cent in enterprises with 250! employees. It should be noted that this
is the case for all occupational groups to varying degrees—eg senior managers, junior managers, other non-
manual and manual workers. On this basis alone, therefore, it can be seen that any changes restricting the use
of the opt-out would have a greater impact in SMEs than in larger organisations.

The proposed additional conditions attaching to use of the opt-out would also impact disproportionately on
small firms. The need to review and renew opt-out agreements as they expired (given the proposed 12-month
automatic expiry condition); prohibition of signing of the opt-out at the same time as the contract of
employment; additional record-keeping requirements; and the requirement not to sign opt-outs during any
probation period are all likely to cause a greater administrative burden on small businesses, as there will
inevitably be less resource (eg no or very limited Human Resources capability) available to manage the
introduction of these requirements: Initial soundings taken from small business organisations during the
recent DTI consultation support these conclusions.

The impact of an absolute cap on working hours is also likely to have a greater impact on small firms, as their
ability to juggle workers’ shifts and work patterns is inevitably constrained by the fact that they have fewer
employees.

The requirement to use information and consultation to implement the 12-month reference period could also
have a significant impact on small firms, as current formal I&C structures only apply in firms with 150 or more
employees.26

Table 1 below shows. that full time employees who work in small to medium-sized workplaces are slightly
more likely to work long hours than those who work in larger workplaces.

26 From 2007 I&C will apply to undertakings with 100 or more employees, and after from 2008, to ones with 50 or more. Undertakings
with 50 or more employees account for about 1 per cent of all undertakings in the UK and employ about 75 per cent of UK employees.
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Table 1

FULL-TIME EMPLOYEES USUALLY WORKING GREATER THAN 48 HOURS PER WEEK BY
WORKPLACE SIZE

Number of full-time employees
Size of Workplace (48 hours per week % of full-time employees

Less than 25 991,000 19.4
25–49 485,000 20.6
50–499 1,258,000 19.0
500 or more 582,000 17.6
Total 3,316,000 19.1

Source: Labour Force Survey Spring 2004.

There is a risk that losing the opt-out could cause employees, particularly in small businesses, to re-categorise
themselves as self-employed with a loss of statutory employment rights, in order to continue working the hours
of their choosing.

The on-call time and compensatory rest proposals would obviously have greatest impact on the health sector.
We do not foresee any distributional impacts of any of the other proposals.

8. Competition Assessment

The Commission’s proposals raise competition concerns only where they are likely to have the eVect of putting
diVerent Member States into diVerent positions. This is most likely to occur with the proposed loss of the
individual and collective opt-out after three years, as this would discriminate against the UK labour market
tradition, which is based on individual agreements. Other Member States are able to use their traditions of
collective agreements to make wider use of the other flexibilities provided in the Directive.

As the Commission’s Impact Assessment points out, a significant number of employers fear that the loss of
the opt out would have an adverse eVect on their business. Prior to losing the opt-out after three years, the
proposed cap of 55 hours in any one week would cause problems for workers across a wide range of sectors
and would cause particular problems for workers on short-term contracts, who cannot use a long reference
period to take account of peaks of work. Construction workers on remote site or oil rig workers, for example,
who typically work two weeks of very long hours followed by two weeks oV, represent sectors where workers
sometimes need to work more than 55 hours a week over short periods without adverse aVects.

The proposed extension of the weekly working time reference period to 12 months could enable more labour
flexibility. However, there are concerns about the new conditions attached to the extension of the reference
period. Under the proposal, preference would be given to the extension of the reference period by collective
agreement and thus would discriminate against countries such as the UK, which do not have a strong tradition
of collective agreements. The Government has concerns that the Commission proposal removes the default
four month reference period. If companies could not use collective agreement, this would eVectively mean a
one-week reference period, which would cause problems for all sorts of workers.

The Commission argues that the loss of the opt-out would eventually have a beneficial eVect on productivity.
The Government does not accept a causal link between productivity rates and the use or otherwise of the opt
out. However, it is probably the case that if there were to be greater productivity this would often reduce the
need to work long hours.

9. Enforcement and Sanctions

Enforcement of the Working Time Regulations in the UK is split between diVerent appropriate authorities.
It is not envisaged that the Commission’s proposals would aVect the structure of these enforcement
arrangements although additional conditions such as a cap on hours would need enforcement.

The entitlements to rest and annual leave are enforced through employment tribunals; the working time limits
and health assessment requirements (for night workers) are enforced by the Health and Safety Executive, local
authority environmental health departments, the Civil Aviation Authority and the Vehicle and Operator
Services Agency.
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10. Monitoring and Review

The DTI has commissioned several surveys and research reports to assess the impact of the Working Time
Directive in the UK. The DTI also monitors trends in long-hours working in the UK through the Labour
Force Survey and other data sources. Should there be any significant changes to the Working Time Directive,
a monitoring and evaluation plan will be developed in order to gauge its impact.

11. Summary and Recommendations

The Government welcomes the general thrust of the Commission’s proposals relating to on-call time and the
timing of compensatory rest and is considering the detail of these proposals, subject to clarification that on-
call time at home is not included and that the “neutral time” formula solves the problems the health service
is facing.

The eVect of the proposals would be to return the meaning of the Directive to what it had been generally
understood to be before the SiMAP/Jaeger rulings, whilst retaining the core health and safety focus of the
Directive.

The Government would be pleased to see the extension without additional conditions of the reference period
for the opt-out to 48 weeks (52 weeks less four weeks leave). This would give the system more flexibility,
allowing peaks and troughs in work to be evened out, and reducing the number of workers who have to opt
out.

However, the Government believes that the individual opt-out should be retained. While the Government is
happy to see tighter safeguards, it does not find all the Commission’s proposals acceptable.

The Government also believes that problems exist with some of the proposed conditions attaching to the opt-
out. For example, the Government has concerns over the proposed absolute 55 hour cap. A weekly limit of
this kind does not reflect the non-traditional working patterns that now exist in some industries.

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 12 July, which crossed with mine to you dated 8 July, about the Commission’s
new proposal for amending the Directive. Your letter and enclosure were given initial consideration by Sub-
Committee G on 20 July.

Your initial Regulatory Impact Assessment clearly needs more careful examination than has been possible in
the time available. We therefore propose to consider it further at the next meeting of Sub-Committee G
following the Summer Recess on Thursday 13 October.

We hope that by then you will be in a position to reply to our initial reactions to the Commission’s new
proposal, as set out in my letter to you dated 8 July. By then, too, we hope that you may be able to let us have
a more considered view of the Commission’s new proposals for on-call time and compensatory rest, which the
summary of your RIA says are still being studied.

We note that your best estimate is that the economic costs of the Commission’s new proposal could reach
billions of pounds if the voluntary individual opt-out is lost. It is hard to know how much store to set by such
figures and, as you are well aware, there are also important wider implications to consider.

As you know, we continue to maintain that the voluntary individual opt-out should be retained for the time
being on the lines recommended by our Inquiry Report of April 2004, as re-stated in my letter to you dated
28 June. We trust that the Government will continue to stand firm on that position.

21 July 2005

Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 28 June and your helpful comments on this complex dossier. You will now have
received our Explanatory Memorandum and initial Regulatory Impact Assessment on the revised
Commission proposal, and I look forward to receiving your comments on these documents in due course.

I was interested to see your comments on our initial RIA on the original Commission proposal. I was pleased
to see that you approve our assessment and see an overlap with your own Inquiry Report. I have noted your
points on record-keeping and on the possibility of sectoral exemptions.

21 July 2005
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Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letters of 8 July and 21 July concerning the Working Time Directive.

I look forward to receiving your more detailed comments on our initial Regulatory Impact Assessment. At
that stage I will reply to some of your initial points, including the Government’s more considered view of the
on-call and compensatory rest proposals.

I have noted your helpful comments in your letter of 8 July. In particular, you ask for a commentary on the
feasibility of extending the reference period by national legislation. As you know, under the present proposal
this would only be possible if certain conditions were fulfilled: the employer must inform and consult the
workers in good time concerning the introduction of such a reference period, and the employer must take the
necessary measures to avoid and overcome any risk relating to health and safety. The Government believes
that the requirement to use information and consultation would introduce a potentially divisive new issue into
I&C arrangements and risk damaging the carefully developed support for and acceptance of I&C by UK
employers. At the moment, coverage of I&C in the UK is far from universal.

You have also asked that the Government consider consulting health service managers, unions and
professionals about the feasibility of the new on call proposals. I have received assurances from the
Department of Health that they will carry out a consultation with key stakeholders along the lines suggested.

We will of course keep you informed of any progress in the negotiations. We have already developed our plans
for discussing this issue during the UK Presidency of the Council of Ministers. We have placed the dossier
on the “fantasy agenda” for the December Employment Council and have reserved two working groups in
September for oYcial-level discussions on the subject.

23 August 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 23 August which was considered by Sub-Committee G on 13 October. At that
meeting, the Sub-Committee also gave further consideration as promised, to the Department’s Initial
Regulatory Impact Assessment (RIA) of the new text enclosed with your letter dated 12 July.

You will know from previous correspondence and our Inquiry Report the importance which we attach to
finding a workable solution to the problems caused by the SiMAP and Jaeger ECJ rulings and the burdens
they have imposed on the NHS. We therefore welcome your assurance that the Department of Health (DoH)
will be consulting key stakeholders, including Health Service managers, unions and professionals, about the
feasibility of the Commission’s revised on-call proposals. We consider this as vital, even though we are pleased
to see from your RIA that the Government’s initial view is that the new proposal could resolve most of the
issues raised by these ECJ rulings.

We look forward to learning the results of the DoH consultation and any further views the Department may
have on the revised proposal on further consideration. We also hope that your negotiations will be able to
clarify whether on-call workers’ homes might be included in the definition of the work-place and, if so, whether
that might mean that inactive time at home would not be counted as rest.

The initial findings of your RIA confirm our long-held view, as reflected in our Inquiry Report and re-iterated
in my letter dated 21 July, that the voluntary individual opt-out should be retained for the time-being and that
the reference period by which the maximum working week is defined must be calculated in terms that are
reasonable and appropriate to UK circumstances. It is regrettable that the Commission are still insisting on
linkage with collective agreements. We hope that it has been possible to secure some support from other
Member States for the Government’s view on this.

We are grateful for your explanation of the potential drawbacks associated with the Commission’s new
proposal to allow the extension of the reference period by national legislation. We agree that the conditions
proposed by the Commission for this are illogical and inconsistent, in comparison with those proposed for
collective agreements. We also note your view that these conditions may be detrimental to the development
of good inform and consultation arrangements in the UK. But we would be interested to know whether, if
it was possible to modify these conditions by negotiation, national legislation might represent a reasonable
fallback option.

While we hope that you will be able to secure all-embracing arrangements to retain the voluntary individual
opt-out in terms that are relevant to UK employment circumstances, we continue to believe that some sectoral
exemptions may be worth considering as a potential fallback.
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We agree that the proposal to phase-out the opt-out after three years appears to be inherently unreasonable
and note that your RIA estimates that this would have a substantial financial impact on the UK, aVecting
over a million workers. Again we would be glad to know whether other Member States support the UK’s view
of this.

We are glad to see that the proposal to prohibit signing an opt-out agreement at the same time as an
employment contract, which is in-line with our Inquiry Report’s Recommendations, would not create
excessive burdens for employers. We note your continuing concern, on the other hand, about the burden which
you expect to be caused by the proposed requirement for employers to keep adequate records of opted-out
workers and compliance with the Directive. But you will recall that our Inquiry Report stressed the
importance of stringent and transparent record-keeping, as well as eVective rules of inspection, to help detect
and deter abuses.

It is clear from your RIA that the proposal to prohibit signing an opt-out agreement during a probation period
needs clarification and would tend to penalise seasonal and other short-term contract workers. We hope that
you will be able to secure satisfactory improvements on this during negotiations.

We are sympathetic to the principles of improving the compatibility between working and family life, which
we supported in our Inquiry Report. But we note that the Commission’s present proposal would appear likely
to restrict employers’ flexibility unreasonably and hope that it may be possible to modify that proposal to
make it more consistent with current UK practice.

Your RIA’s findings about the attitude of workers to longer hours working are interesting and potentially
important. You will recall that our Inquiry Report supported the legitimate and reasonable rights of those
who wished, for whatever reason, to work longer hours where extra work is available for them to do.

The competition assessment in your RIA points out that British companies could be at a disadvantage in
comparison with the EU competitors if the linkage to collective agreements is retained. But we wonder
whether any assessment has been made of the likely competitive disadvantages for EU industry as a whole in
comparison with international competition with countries where these restrictions do not apply. This
obviously has important implications for the Lisbon Agenda.

On the other hand, our Inquiry Report also recommended that the Government, business and trades unions
should look actively for other ways of improving competitive flexibility to reduce dependence on long hours
working. This should not be lost sight of as a desirable and not unreasonable longer-term aim.

We were also interested to see that the RIA concurs with the Inquiry Report’s finding that current research
on the health and safety eVects of long hours working is inconclusive. You may recall that the Inquiry Report
recommended that the Commission should carry out detailed research into the possible relationship between
long hours working and health and safety work risks. We suggest that this might be made a condition of the
review process.

Your letter dated 12 July and the RIA refer to the problems of trying to produce reliable estimates of likely
overall cost to business. We appreciate that it may be diYcult to do so in the short run, but hope that further
consideration will be given to this. We also wonder whether it is not unreasonable to ask the Commission to
undertake some more detailed research than they appear to have done thus far on the likely financial and
economic impact.

We are grateful for your assurance that you will continue to keep us closely informed of progress on
negotiations and would be grateful if you could ensure that this will be done in good time before any discussion
at the December Employment Council. Scrutiny is meanwhile retained.

13 October 2005

Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 13 October concerning the Working Time Directive and detailing your
consideration of the Department’s Initial Regulatory Impact Assessment (RIA).

As suggested in your letter of 8 July, the Department of Health (and the NHS Employers organisation) invited
comments on the SiMAP/Jaeger proposals during Autumn 2005 via the NHS Workforce Bulletin and the
WTD 2009 National Stakeholders Group. Responses were received from a wide range of key stakeholder
organisations and individuals including representatives of the Medical Royal Colleges and the British Medical
Association (Junior Doctor Committee), postgraduate deaneries, doctors, and NHS managers. The results,
appended in Annex A, indicated that:
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— Most respondents supported the proposed definition of the workplace, provided that further
clarification was given to the status of doctors on call from home, and those who may have to provide
on-call services on a diVerent site from the one on which they “normally” work.

— Several respondents indicated that the “inactive” on-call time proposal would give more flexibility
to the health service, especially in some specialties and hospitals particularly challenged by the WTD.
However, some identified that there could be practical diYculties with implementation and a few
added that guidance or an agreement on the proportions of time to be treated as work and rest would
be helpful.

— Most stressed that the “compensatory rest” proposals would provide important additional flexibility
but would welcome guidance on the interpretation of “reasonable period” based on health and safety
principles.

I am grateful for the work carried out by the Department of Health on this consultation.

You ask for clarification of the definition of on-call work at home. This issue has been discussed at length in
Working Groups and we have also raised it privately with the Commission. The consensus view is that on-call
at home does not fall within the scope of the definition of the workplace, and therefore inactive on-call time
at home will count as rest within the terms of the Directive. Our lawyers are, however, concerned that there
may be scope for a Court to interpret the clause diVerently, so, unless the definition of inactive time is changed
to rest in all cases, we will look to clarify the text in some way.

I note your continuing view that the individual opt-out should be retained. Working Groups and bilateral
meetings at both oYcial and Ministerial level have assured us that there is significant support across the EU
for this position, although a number of Member States still favour the abolition of the opt-out.

I also note your views on the proposed conditions attached to extending the reference period. Following
negotiations in Working Groups, we are hopeful that an improved text on these conditions can be agreed. The
Government is keen to extend the reference period by national law and would like to see an amendment to the
Directive which would permit this—individual businesses would then be able to consider whether they were
prepared to accept the conditions.

I was interested to receive your comments on the need for a competition assessment of the potential eVect of
the loss of the opt-out on the EU as a whole. I am not aware of such a study, but I agree that it might be
beneficial for the Commission to conduct one and I will look into suggesting it to the Commissioner. As you
say, this is a key area for the Lisbon Agenda.

Your Clerk advised us that you might also be interested to hear about the widespread use of multiple jobs in
other EU countries. In the course of the negotiation process, we have found that a large number of Member
States, both old and new, interpret the 48-hour limit as per contract rather than per worker. This means
workers with more than one job could legally exceed the 48-hour limit without opting out. If the opt-opt was
removed or restricted, this would raise some competition concerns because our lawyers advise us that any
attempt to use a similar provision would be struck out by the courts. The Commission has made it clear that
the limit should apply per worker, but has not found it necessary to insert the European Parliament text which
would make this explicit.

I also note your views that the Commission should carry out detailed research on the health and safety
implications of long-hours working and your recommendation that such research should be made a condition
of the review process. In addition, your comments that the Commission could also undertake detailed research
on the financial impact of the opt-out are interesting. We will bear in mind both recommendations during the
negotiating process.

I was also interested to read your comments regarding the long-term need for measures to reduce competitive
dependence on long-hours working. The Government fully supports this aim and we have been working
together with the CBI and TUC through the Long-Hours Partnership Project to identify best practice in this
area. I recently hosted an event to highlight the productive conclusion of the Project. I have enclosed for your
information a copy of the report produced by the Project and would be happy to send more information if
you are interested.

We will continue to update both Committees on the progress of the negotiations. The UK Presidency has held
three oYcial-level Working Groups so far this Autumn to discuss the technical detail of the proposals. Good
progress was made in improving some aspects of the Commission’s text, for instance regarding requirements
for family-friendly working, the definition of on-call time, and the conditions attached to the reference period.
My oYcials have also conducted bilateral meetings with all Member States, in order to understand their
concerns and assess the appetite for compromise proposals.
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Alan Johnson and I are now considering, together with Ministerial colleagues, the next steps to be taken in
the lead up to the December Council. As you know, Working Time is on the “fantasy” agenda for the Council.
Our next step would be to put the dossier to the Permanent Representatives Committee for debate.

I will write again to the House of Lords Select Committee and separately to the House of Commons European
Scrutiny Committee when the position for the Council becomes clearer.

9 November 2005

Letter from Gerry Sutcliffe MP to the Chairman

I am writing further to my letter of 4 November, to update you on the progress of the Working Time dossier.

The UK Presidency has put forward some ideas on a way forward on working time for discussion by Member
States, including at the Employment Council on 8 December. As you know, the Prime Minister recently said,
“on Working Time, I hope we can reach agreement in the UK Presidency—we will certainly try” and we have
tabled Working Time for “possible political agreement” at the Council.

Our Presidency proposal is not a public document but an internal paper of the Council therefore I have
summarised it below. The Proposal contains a number of provisions, including:

1. A definition of on-call time that would allow all active on-call time to be defined as work and inactive
on-call time as “neutral” time, unless otherwise provided for by collective agreement or national law.
This would provide the NHS with a solution to the problems caused by the ECJ rulings on the
SiMAP and Jaeger cases.

2. A requirement that compensatory rest should be taken within a reasonable period to be determined
by collective agreement or national legislation.

3. A provision for the reconciliation of work and family life that would require Member States to
encourage the Social Partners to reach agreements to improve the reconciliation of work and
family life.

4. A proposal to allow the four-week reference period to be extended to 12 months by collective
agreement or by national law.

5. A proposal that would allow the UK and other Member States that wished to do so to retain the
opt-out, but which adds a number of conditions and additional provisions intended to ensure proper
protection of workers and to address the concerns of Member States who oppose the continuation
of the opt out. These conditions and provisions include two new requirements:

— for Member States to set up or designate a single point of contact to which workers can
complain in confidence if they consider they have been put under unfair pressure to opt
out; and

— for Member States that have implemented the opt-out to report annually to the
Commission on the use of the opt-out in their territory.

We also propose to allow Member States that wish to do so to choose irrevocably to renounce the right to
introduce the opt out in their territory. We have also suggested that those Member States that wish to renounce
the opt out should also be able to block nationals of other countries (who may have opted out in their home
state) from being able to use the opt-out in their territory. We believe this is a balanced proposal as it will allow
those Member States that have no wish to use the opt out to ensure it is never exercised in their territory, whilst
also allowing those Member States that take a diVerent view to continue to use the opt out, but under tighter
conditions to safeguard workers.

The Government feels that these proposals provide a good basis for agreement on this diYcult dossier. The
Government has noted the views the Committee has expressed in the past and I do hope you find these
proposals acceptable.

29 November 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letters dated 4 and 29 November, which were considered by Sub-Committee G on
1 December.

We are grateful for the detailed response in your letter dated 4 November to the points made in my letter dated
13 October. It is gratifying that so many of our suggestions we have made, most of which derived from our
Inquiry Report, seem to be regarded by the Department as helpful.
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We are very pleased to see from your letter dated 29 November that further significant progress has been made
in your negotiations and that the UK Presidency plans to put forward a Presidency proposal on which you
hope that “political agreement” might be secured and which you regard as a good basis for agreement in the
circumstances.

We understand from your oYcials that the Presidency proposal was cleared in discussion at COREPER on
29 November, although some further refinements were suggested to the proposed package on which you will
shortly be reporting to us. It would be very useful if you could let us have that report for consideration at the
next meeting of Sub-Committee G at 2.30 pm on Tuesday 6 December.

On the elements of the proposal as reported in your letter dated 29 November, we are very glad to see that you
believe the revised definition of on-call time will provide the NHS with a solution to the problems caused by
the ECJ SiMAP and Jaeger rulings and that this will be buttressed by the requirement that compensatory rest
should be taken within a reasonable period to be determined by collective agreement or national legislation.
But we are anxious to know more clearly to what extent the serious consequences of these judgments for the
adequate staYng of hospitals and the proper training of doctors will be overcome by the Presidency Proposal.

Your letter dated 4 November reported general satisfaction emerging from the Department of Health’s
stakeholder consultation on the SiMAP and Jaeger proposal as it then stood. But it noted the need to clarify
the status of doctors (and presumably other workers in a similar position) who were on-call either at home or
at a diVerent site from the one where they “normally work”. The possibility that the Courts could interpret
that clause diVerently had also been raised by DoH lawyers.

You also reported some concern from respondents about possible practical diYculties with the
implementation of the “inactive” on-call time proposal and the need for further guidance on that, as well as
on the interpretation of the “reasonable period” based on health and safety principles.

I should be grateful if you would confirm in time for the Sub-Committee meeting on 6 December that the
Department of Health consider that the revised definitions in the Presidency proposal have satisfactorily
overcome these diYculties and that Government lawyers are also satisfied that the new definitions are likely
to withstand possible challenge at the Courts. More broadly, we will want to be sure that health service
professionals and managers are satisfied that the Presidency proposal does indeed represent a workable
solution to the problems caused by these judgements.

We agree that the proposals which would allow the retention of the voluntary individual opt-out and the
extension of the four-week reference period to 12 months by national law, as well as by collective agreement,
would seem to meet the other major objective which we share in relation to the Directive.

We understand from your oYcials that further detailed negotiation is quite likely to continue up to the very
last minute. Nevertheless, we would be grateful if you could reassure us in time for the meeting on 6 December
that these additional details would not compromise the essential understanding outlined in your letter and
would indeed provide both the desired flexibility for employers and reasonable protection for employees.

With those additional clarifications, we would hope to be in a position to let you know immediately after the
meeting on 6 December whether the Committee would be content for “political agreement” to be reached at
the Council on the basis proposed.

1 December 2005

Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 1 December regarding the negotiations to amend the Working Time Directive.

I am writing to update you on our plans for the Employment Council on 8 December. As I told you in my
letter of 29 November, the UK Presidency has tabled a proposal on the Directive. As a result of comments
made by Member States in the discussion at COREPER, we have now tabled a revised proposal for discussion
in Council.

As with our previous proposal, this is not a public document, so I have summarised the contents below. The
provisions with regard to on-call time, compensatory rest, the 12-month reference period, and the
reconciliation of work and family life remain unchanged from our previous proposal. The new provisions
concern the individual opt-out:

1. Those Member States who want to retain the opt-out can do so, while those who want to remove the
possibility of the opt-out can renounce it and block its use on their territory. However, in response to
comments from Member States, this option is no longer irrevocable. Member States would be able to
reintroduce the possibility of the opt-out following consultation with their Social Partners.
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2. Again in response to comments, the enforcement requirement introduced in our earlier proposal has been
changed to a menu of enforcement options, with the choice left to Member States to follow a route which suits
their national laws or practice.

3. The annual reporting requirement has been changed. Member States must provide evidence on the use of
the opt-out and on the use of multiple jobs to work long hours, within three years of implementation of the
revised Directive. The Commission can set up a working group of Member State representatives and Social
Partners to monitor use of the opt-out and multiple jobs. The Commission must then submit a report on the
operation of the Directive and, six years after the date of implementation, they may present proposals to
amend the Directive if necessary.

Alan Johnson will also write to Employment Ministers to suggest a list of topics for discussion at the Council
meeting. These include areas which the UK on the basis of its national position would prefer not to see
included, but where there has been pressure from other Member States for a debate—for instance whether
the Directive should include a cap on weekly working hours over an appropriate reference period; or whether
protection for workers in the probation period of a new job can be tightened without discriminating against
workers on short-term contracts. The areas for discussion also include subjects where there has been intense
debate for instance the application of the Directive to workers with more than one job. We have also raised
a recent ECJ case (Dellas, C-14/04) which does not aVect the UK but could have an impact on some other
Member States.

We feel that the amended proposal better reflects the concerns of Member States and therefore could provide
a good basis for agreement, though views remain polarised on the issue of the opt-out.

You asked for more detail regarding the proposed solution to the SiMAP and Jaeger ECJ cases. The text set
out in the UK Presidency proposal would enable Member States to count active on-call time as work and
inactive on-call time as rest for the purposes of the limits in the Directive.

The Department of Health have told me that timely amendments to the Directive to reflect the Presidency’s
proposals would enable the NHS to resolve the diYculties caused by the rulings. For instance, while new
methods of shift-working have solved the problems for many specialties, not all are suited to shift-working.
SiMAP and Jaeger has also made Working Time Directive implementation more diYcult in smaller hospitals
and those on isolated sites.

Department of Health tell me that discussions with the Medical Royal Colleges and NHS managers indicate
that the UK Presidency proposals would be very helpful to medical training. This is particularly the case in
specialties and parts of the NHS where patient care and eVective training opportunities would be better
supported by on-call, compared to full shift, working.

The UK Presidency proposals for amending the Directive address concerns raised by stakeholders about
clarifying the status of doctors on call from home. They would provide for on-call time at home spent resting
to count as rest. It was clear from discussions in the Social Questions Working Group in Brussels that the
Commission and Member States agreed that on-call time at home should continue to be counted as rest.

You also ask about the legal certainty of the new provisions on on-call time. Government lawyers are satisfied
that the revised definitions are likely to withstand possible challenges in the Courts, and the legal advice we
have received suggests this is a sensible way forward.

I understand that you will be able to discuss the proposal at your meeting on 6 December. I hope you will find
the proposals acceptable. I will write again after the Council.

6 December 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 6 December which was considered by Sub-Committee G within hours of
its receipt.

We note what you say about the revisions to be made to the UK Presidency Proposal following discussion at
COREPER.

On the whole, the three new provisions regarding the voluntary individual opt-out set out in your letter seem
to be acceptable, so far as we can tell. We are less clear about the likely consequences of the topics for
discussion at the Council meeting listed in the third paragraph on the second page of your letter. But we note
your confidence that the amended proposal could provide a good basis for agreement.
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On the understanding that it would meet the essential national objective of allowing the UK to retain the
voluntary individual opt-out in a manner that was appropriate to British circumstances and which ensured
the necessary blend of flexibility and worker protection which we advocated in our Inquiry Report, we would
be content if you are able to secure agreement at the Council on that basis.

We have also considered what you say about the proposed solution to the SiMAP and Jaeger ECJ rulings. We
regret that it is still not fully clear from the explanation in your letter precisely what is now proposed nor how
it would aVect the UK interests involved. But we note the Department of Health’s view that the Presidency
proposals would enable the NHS to resolve the diYculties caused by these rulings and that the medical Royal
Colleges and NHS managers think the proposals would be very helpful so far as medical training is concerned.

We also note that the proposals appear to have ensured that on-call time at home (or presumably at locations
other than those where the persons concerned normally work, as raised in earlier correspondence) should
count as rest time and that Government lawyers are satisfied that the revised definitions are likely to withstand
possible challenges in the Courts.

If you are also able to secure agreement on that basis at the Council, we would similarly be content.

That said, we are less than happy to agree to release the document from scrutiny on the basis of a revised set
of proposals which you have not fully explained, which we do not fully understand and we which cannot be
sure that you will be able to secure. We are only prepared to do so exceptionally because we recognise that to
achieve a workable solution to the problems caused by the Working Time Directive Proposal that fully met
essential national objectives would be a very significant achievement which we would not wish to prevent.

But it must be understood, that if you fail to secure agreement on this basis the lifting of scrutiny would not
apply so far as we are concerned. In any case, we will expect you to report as soon as possible on the outcome
of the Council meeting and to explain fully and clearly the nature of any agreement reached and precisely what
the consequences are likely to be for all the UK interests involved.

7 December 2005

Letter from Gerry Sutcliffe MP to the Chairman

Thank you for your letter of 7 December concerning UK Presidency plans for the Employment Council on
8 December. I am grateful for your swift consideration of my last letter, and for your support regarding the
Presidency proposals presented at Council.

I am writing to update you on events at Council. As you are now aware, although we came very close to a
consensus along the lines suggested in my letter, Member States were, in the end, unable to reach agreement.

Following the early debate between Ministers during a closed session over lunch, the UK Presidency slightly
revised our proposals to reflect Member States’ concerns. These revisions included:

— introducing a cap of 65 hours for workers who work longer than 48 hours a week on average, with
the cap averaged over a three-month reference period;

— a derogation from the cap for workers on contracts of a month or less, provided they don’t work
more than a month each year in total for the same employer; and

— and a Council Minutes Statement (a minutes statement is not legally binding) stating that the
Commission’s next review of the Directive should consider progress on the reduction of the use of
the opt-out and the possibility of setting a date for its eventual phase out. The minutes statement
noted that it had not been possible to find agreement on a date fixing the end of the use of the opt-out.

The Government felt that these alterations gave due recognition to the position of those Member States that
are opposed to the opt-out and provided helpful protection to workers, but would not materially aVect the
central principle: that workers should be able to choose whether or not they want to work over 48 hours a
week. Contrary to what you might have heard, there was no question of a decision being taken or a date being
set for phasing out the opt-out.

The solution to the SiMAP/Jaeger issues remained as I described it to you in my earlier letters.

Member States were very close to an agreement based on the Presidency proposal, but in the end they were
unable to agree on the question of whether the limits in the Directive should be applied per job or per-worker.
The Government will now consider further how to resolve this issue and seek to build on the progress made
last week. We are discussing the best way forward with the Commission and the Austrian Presidency.
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In your letter of 7 December you asked me for more information regarding the SiMAP/Jaeger provisions in the
UK Presidency proposal. The provision on “on-call time” included in the Presidency proposal would define all
active on-call time as work, which has always been the case in practice. However, inactive on-call time would
not count as work unless national law or collective agreement decided otherwise.

The provision also states that the inactive part of on-call time should not be taken into account in calculating
rest periods, unless otherwise agreed in national law or collective agreement. So eVectively, Member States
would be able to choose to count inactive periods of on-call time as part of the rest entitlement of workers
(provided that they consulted social partners). Department of Health tell me that this solution would be
welcomed by the NHS, particularly for those services where the intensity of the work does not justify shift
working, nor the extra staV that this requires. It would also be welcomed by doctors in those specialties whose
training has been aVected by SiMAP/Jaeger.

This solution would also mean that concern over the treatment of on-call time at home would not be an issue,
because Member States would be able to choose, if they so wished, to count all inactive on-call at home as rest
in any case.

The compensatory rest provision set out in the Presidency proposal would enable compensatory rest
equivalent to missed rest breaks to be taken within a “reasonable” period, which can be determined by national
law or collective agreement.

15 December 2005

Letter from the Chairman to Gerry Sutcliffe MP

Thank you for your letter dated 15 December 2005 which was considered by Sub-Committee G on 12 January.

We are sorry that you failed to secure agreement on the basis of the UK Presidency Proposal at the December
Council. As I said in my letter of 7 December 2005, it would have been very significant achievement if you had
been able to do so. Nevertheless, we would like to congratulate you and your oYcials for your eVorts to find
an acceptable solution that fully met the national interests in this vexed and diYcult matter.

As it is, you will recall that we agreed that scrutiny could be lifted in the event that you could secure the solution
proposed. My letter dated 7 December 2005 explained that, should you fail to do so, scrutiny would continue
to apply. Thus if the Austrian Presidency decide to resume negotiations on the basis of the present Commission
Proposal we would regard the scrutiny reserve as continuing to apply. But if the Commission table a fresh set
of proposals then those new proposals would themselves be subject to Parliamentary scrutiny. That would in
eVect overtake the scrutiny reserve on the present proposal. I hope that is clear.

We look forward to hearing what the Austrian Presidency and the Commission decide to do in these
circumstances.

12 January 2006
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