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Third Report 

BANK OF ENGLAND (AMENDMENT) BILL [HL] 

1. This Private Member’s Bill amends the Bank of England Act 1998 so that 
the Bank’s two statutory objectives (to maintain price stability and to support 
the Government’s economic policy) are to be given equal weight, instead of 
the former taking precedence over the latter, as now. We considered a Bill in 
very similar terms in the last Session. 

2. The Bill contains only one delegated power, to enable the Treasury to bring 
the resulting Act into force by order. When, we considered the earlier Bill, we 
recommended that the commencement order should be made by statutory 
instrument. We welcome the effect given to that recommendation in clause 2 
of the present Bill. 

 

 

BORDERS, CITIZENSHIP AND IMMIGRATION BILL [HL] 

3. This Bill is to have its Second Reading on 11th February. It is in four Parts, 
the first two of which (‘border functions’ and ‘citizenship’) contain 
substantial delegated powers. The purpose and effect of Parts 1 and 2 are 
summarised in paragraphs 4 to 18 of the Explanatory Notes. There is also a 
memorandum, prepared by the Home Office and printed at Appendix 1 of 
this Report, which explains the delegations of legislative power in the Bill and 
any associated arrangements for parliamentary control. 

Clauses 2 & 8 — Powers to modify functions 

4. Clause 1 makes any of the functions of the Commissioners for Her Majesty’s 
Revenue and Customs (‘HMRC’), other than those specified in subsection 
(2)(a)-(e) and those under the Commissioners for Revenue and Customs Act 
2005 not specified in subsection (7), exercisable by the Secretary of State 
concurrently with HMRC. In particular, the functions do not include 
matters connected with revenue – taxes, levies and duties; but they would 
include matters such as smuggling. 

5. Clause 7 makes functions of HMRC specified in subsection (8)(a) to (h) 
relating to the taxes, levies and duties described in subsection (2) (‘customs 
revenue matters’) exercisable by a new Director of Border Revenue (an 
official designated by the Secretary of State under clause 6) concurrently 
with HMRC.  

6. In each case, functions conferred on HMRC by future enactments (passed 
after the end of this Session) are expressly excluded from the functions 
conferred on the Secretary of State or the Director. Clauses 2 and 8 enable, 
respectively, the Secretary of State and the Treasury to modify by order the 
matters in clause 1 or 7 which are functions of the Secretary of State or the 
Director. This expressly includes power to add or remove matters, and also 
to apply clause 1 or 7 to new functions conferred on HMRC by future Acts. 
But clause 2(2) prevents HMRC functions relating to taxes or other revenue 
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matters being made a function of the Secretary of State. As we would expect, 
the exercise of the power in each clause attracts the affirmative procedure. 

Functions under future Acts 

7. We look carefully at any power to apply or modify future Acts by subordinate 
legislation, with a view to being satisfied that there is some justification for 
having the power, as opposed to leaving the future Act to include the relevant 
provision. In paragraphs 4 and 8 of the memorandum, the Home Office 
explains that, at the time when the future Act is passed, it ‘may not be 
appropriate to make an immediate decision on whether the function should 
also be conferred on the Secretary of State’ (or the Director). Although no 
examples are given, it seems not unlikely that there will be cases where the 
Treasury might prefer to allow HMRC to exercise new functions alone for a 
period, before deciding whether it is sensible or practicable to make those 
functions exercisable concurrently by the Secretary of State and by the 
Director. We are satisfied that the scope of the powers as respects future 
enactments is not inappropriate here, particularly in view of the affirmative 
procedure. 

Power to make subordinate legislation 

8. Clause 7(3)(a) excludes from the customs revenue functions made 
exercisable by the Director any function of making statutory instruments. 
But the order-making power conferred on the Treasury by clause 8(b) 
expressly enables the amendment of clause 7(3) ‘so as to add, modify or 
remove a function’. So it would be possible for an order to include provision 
whereby delegated legislative powers of HMRC become concurrently 
exercisable by the Director. Moreover, it would appear that the function of 
making statutory instruments could, once made exercisable by the Director, 
be delegated by him to another person under clause 9. 

9. Paragraphs 8 to 10 of the memorandum do not explain why the power to 
modify clause 7(3)(a) has been taken nor how it might be exercised to enable 
the Director to make statutory instruments.  

10. Although it is only by convention that delegated legislative powers are usually 
exercised by Ministers themselves rather than by their officials, and while the 
Treasury could retain (by virtue of clause 10(2)) some general control over 
the Director, we remain concerned about the potential for powers to make 
statutory instruments being conferred on the Director. In particular it is 
unclear what accountability there would be to Parliament for instruments 
made by the Director. We accordingly draw clause 8(b) to the attention 
of the House on that ground, so that the government may be invited to 
justify its inclusion in the Bill and to satisfy the House that the 
constraints on and other arrangements for any statutory instruments 
to be made by the Director are adequate. 

Clause 38(2) — British Citizenship by naturalisation 

11. At present, section 6 of the British Nationality Act 1981 provides for two 
routes by which a person may be granted a certificate of naturalisation, 
including provision in subsection (2) for a person who is married to, or the 
civil partner of, a British citizen. By virtue of clause 38(1) and (2) of the Bill, 
section 6(2) would apply instead to a person “who has a relevant family 
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association”, that is to say he has a prescribed connection with a person of a 
prescribed description (both to be prescribed in negative regulations). 

12. Although this new power does not affect the right to naturalisation itself, but 
only the eligibility for following a shorter route to naturalisation, we are 
conscious that the effect of clause 38(1) and (2) is to replace a condition now 
set out on the face of the 1981 Act with a power to make (potentially wider) 
provision in regulations, whose exercise could well prove controversial. We 
acknowledge that (as is explained in paragraph 44 of the memorandum) the 
negative procedure already applies to regulations under the Immigration and 
Asylum Act 1999 which make rather similar provision about who is to be 
regarded as the dependant of an asylum seeker. But we nevertheless draw 
clause 38(2) to the attention of the House so that it may consider 
whether in this particular instance it is satisfied that the negative 
procedure affords an adequate level of parliamentary control. 

Clause 39 — Qualifying period for citizenship 

13. By virtue of amendments made by clauses 38 and 39, applicants for 
naturalisation must satisfy certain conditions during a ‘qualifying period’, the 
length of which is to depend on whether or not naturalisation is sought on 
the ground of a ‘relevant family association’ (clause 38(1) and (2)). The 
respective qualifying periods are to be set out in new paragraph 4B(3) of 
Schedule 1 to the 1981 Act (inserted by clause 39(1)). But, as is explained in 
paragraph 145 of the Explanatory Notes, shorter qualifying periods set out in 
paragraph 4B(4) are to apply where the applicant ‘meets the activity 
condition’, described in sub-paragraph (5) by reference to activities to be 
prescribed in affirmative regulations. 

14. The new power in paragraph (bc), inserted in section 41(1) of the 1981 Act 
by clause 39(2), confers power to substitute different qualifying periods in 
new paragraph 4B(3) and (4), again by affirmative regulations; and the new 
subsection (1B) (clause 39(3)) enables that power to be exercised so as to 
substitute the same qualifying period, irrespective of whether or not ‘the 
activity condition’ is satisfied. Paragraphs 46 to 49 of the memorandum do 
not provide any explanation about the purpose of this power, the exercise of 
which would leave paragraph 4B making separate but identical provision for 
persons who had, and for persons who had not, satisfied ‘the activity 
provision’, without any advantage conferred on the former over the latter in 
terms of the qualifying period. While the delegated power in clause 39(3) 
might not necessarily be inappropriate on that ground, its exercise would 
seem to produce a somewhat odd result which is not explained in either the 
Notes or the memorandum. We therefore draw attention to this aspect 
of the power, so that the House might press the Minister for more 
details of the circumstances in which it might be used. 

 

 

COMMUNITY AMATEUR SPORTS CLUBS (SUPPORT) BILL [HL] 

15. This Private Member’s Bill amends a number of Acts with a view to 
modifying the law as it applies in relation to ‘Community Amateur Sports 
Clubs’ – those defined for the purposes of Schedule 18 to the Finance Act 
2002 as clubs organised on an amateur basis which are open to the whole 
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community and which provide facilities for one or more eligible sports (see 
clause 5). 

Clause 1 — Provision of services to clubs 

16. Clause 1 amends the Competition and Service (Utilities) Act 1992 to impose 
a duty on the Secretary of State to make negative regulations requiring 
providers of gas, electricity, water or sewerage services to consider whether 
lower tariffs should apply to the provision of such services to Community 
Amateur Sports Clubs. As the regulations may do no more than impose 
a requirement on providers in the very terms set out in new section 
55A(1), the delegation of legislative power for that purpose alone 
would seem unnecessary, and we therefore regard it as inappropriate. 

Clause 6 — Commencement 

17. Clause 6(2) enables the Secretary of State to bring the resulting Act into 
force by order. We recommend that the order should be made by statutory 
instrument, in the usual way. 

 

 

COMPANIES’ REMUNERATION REPORTS BILL [HL] 

18. This Private Member’s Bill inserts a new section 430A into the Companies 
Act 2006 to require certain information about employees’ remuneration to 
be included as part of a company’s annual accounts and report. 

19. The Bill contains only one delegated power, to enable the Secretary of State 
to make a commencement order under clause 2, so there is nothing in it 
which we need draw to the attention of the House. 

 

 

HEALTH BILL [HL] 

20. This Bill covers a number of health-related topics, summarised in paragraphs 
4 to 7 of the Explanatory Notes. There is a memorandum (with a 
supplementary memorandum) from the Department of Health on the 
delegated legislative powers in the Bill, printed at Appendix 2 to this Report. 

21. Clause 6(5) enables the Secretary of State by regulations to disapply the 
duties in clause 6(1) and (3) to publish information about the quality of 
services. The regulations are subject to affirmative procedure on the first 
exercise of the power but to the negative procedure thereafter, for reasons 
explained in paragraph 44 of the Department’s memorandum. While we 
recognise that the first exercise of the power is likely to set out the main list 
of those excluded (with subsequent regulations intended mainly to reduce 
the list), we consider that the negative procedure should provide an 
adequate level of scrutiny even on the first occasion, and we 
recommend accordingly. 
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Clause 9 — Direct payments for health care 

22. Clause 9 is a significant provision. It inserts new sections 12A to 12D into 
the 2006 Act. Those sections enable payments to be made to a patient to 
secure the provision to the patient of any of certain services or items which 
the Secretary of State must provide under the 2006 Act. Regulations may 
also extend the direct payment system to after-care services provided under 
section 117 of the Mental Health Act 1983. Details of the circumstances, the 
patients, the particular services and the amounts are left to regulations 
subject to the negative procedure (new section 12B). A full description of the 
powers is at paragraphs 65 to 106 of the Department’s memorandum. 

23. There is initially to be a pilot phase – section 12A(6) provides that a direct 
payment may be made only in accordance with a pilot scheme and section 
12C enables the Secretary of State, by regulations subject to negative 
procedure, to provide for pilot schemes. This is described at paragraphs 100 
to 104 of the Explanatory Notes. 

24. Under section 12C the Secretary of State, having reviewed the pilot schemes, 
may make an order removing the restriction that direct payments may be 
made only in accordance with a pilot scheme and repeal the provisions in 
section 12C about pilot schemes. The direct payments system may then 
operate generally in accordance with detailed provisions of the regulations 
under section 12B. Alternatively, the Secretary of State may make an order 
repealing sections 12A to 12D, in which case the direct payments system 
finishes without having got further than the pilot phase. In the case of either 
type of order, the affirmative procedure applies; and if the order provides for 
the direct payments system to apply generally, there is a Henry VIII power to 
amend the 2006 Act, but limited to facilitating the exercise of the powers to 
make direct payments (see paragraph 123 of the Department’s 
memorandum). 

25. The powers to make regulations about direct payments are modelled closely 
on those in section 57 of the Health and Social Care Act 2001 (direct 
payments for community care) which are also subject to negative procedure. 
We accept that the negative procedure provides an adequate level of 
Parliamentary scrutiny. The use of the affirmative procedure to trigger a 
wider application of the system or to abolish it also seems appropriate. We 
were persuaded by paragraph 124 of the memorandum that it should not be 
necessary to have another Bill to enable this to be done. 

Clauses 13 and 15 — Trust Special Administrators 

26. Clause 13 and 15 contain provisions about Trust Special Administrators for, 
respectively NHS Trusts (NHSTs)/NHS Foundation Trusts (NHSFTs) and 
Primary Care Trusts (PCTs). Two powers relating to the consultation by a 
special trust administrator for an NHST or NHSFT are exercisable by 
regulations subject to negative procedure (new section 65H(7)(c) and (10) of 
the National Health Service Act 2006) whereas the equivalent powers for 
PCTs are exercisable  by directions not subject to a Parliamentary procedure 
(section 65T(7)(a) an (c) and (9)). The reason for the difference is not fully 
explained in the memorandum. We consider that the mechanism for 
exercise of the powers in each case should be the same and we do not 
consider Parliamentary scrutiny to be necessary. 
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Clause 19 — tobacco product displays 

27. Section 2 of the Tobacco Advertising and Promotion Act 2002 prohibits the 
advertising of tobacco products, subject to certain exclusions set out in the 
Act. There is power conferred by section 4(3) on the appropriate Minister to 
provide that no offence is committed in relation to advertisements which are 
in a place or on a website where tobacco products are offered for sale and 
which comply with requirements of the regulations. The regulations may 
define what is meant by “place” in this context. There is an exemption in the 
Act itself relating to specialist tobacconists, but only if the advertisement 
complies with requirements of regulations subject to negative procedure. 

28. Clause 18 changes the position for England and Wales and Northern Ireland 
by leaving to regulations subject to negative procedure not just the details of 
the requirements for the exemption for specialist tobacconists, but also 
whether there should be an exemption at all. This is in keeping with what is 
done for other exemptions in clause 4(3). 

29. Section 8 of the 2002 Act prohibits the display of tobacco products or their 
prices in a place or on a website where tobacco products are offered for sale 
unless the display complies with regulations (if any) made by the appropriate 
Minister. The regulations may provide for the meaning of “place” in this 
context and also for determining whether a display which amounts also to an 
advertisement is to be treated as a display or an advertisement. These 
regulations are subject to affirmative procedure.  

30. Clause 19 changes the position for England and Wales and Northern Ireland. 
The prohibition on display is put in the 2002 Act itself (new section 7A(1)); 
the powers about “place” and for dealing with displays which are also 
advertisements are retained. There is also a power at new section 7B(3) to 
provide in regulations that no offence is committed if the display complies 
with requirements of the regulations. These regulations are like the 
regulations for advertising, in that their scope will define an exemption not a 
prohibition, so the negative procedure is applied. This accords with the 
structure of the 2002 Act and we accept it. Though the power to specify 
what is meant by “place” in new section 7A might be considered analogous 
to a Henry VIII power, it is really only a mechanism for limiting the scope of 
the section.  The powers in new sections 7C and 7D about the prices of 
tobacco products and displays on a website are conceptually similar to the 
current section 8, so the affirmative procedure is applied. 

Schedule 5, paragraph 2 

31. There is a Henry VIII power at new section 34B(10) of the Local 
Government Act 1974, inserted by paragraph 2 of Schedule 5. It is explained 
at paragraphs 236 to 238 of the Department’s memorandum. The power is 
subject only to the negative procedure. However, this reflects the comparable 
provision in section 26 of the 1974 Act which is precedented in section 5(4) 
of the Parliamentary Commissioner Act 1967. 

 

 

LAW COMMISSION BILL [HL] 

32. This Private Member’s bill does not delegate legislative power. 
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ONLINE PURCHASING OF GOODS AND SERVICES (AGE 
VERIFICATION) BILL [HL] 

33. This Private Member’s Bill requires those who sell or supply goods and 
services by means of electronic communications networks to take reasonable 
steps to verify the age of purchasers of goods or services which are subject to 
an age restriction (clause 1(1)). A seller or supplier who fails to comply 
commits an offence (clause 2). 

34. The “age-restricted goods and services” are to be prescribed for the purposes 
of clause 1(1) by the Secretary of State in negative regulations. Clause 1(2) 
makes clear that the Secretary of State may prescribe goods and services 
which are already the subject of age restrictions, and that he may prescribe 
other goods and services as well. 

35. Because clause 1(1) provides for the imposition of a potentially burdensome 
obligation for on-line sellers and suppliers, and as a criminal penalty may be 
incurred in the event of non-compliance, we consider that there is a case 
for having the affirmative procedure for regulations which prescribe 
any goods or services whose sale or supply is not already the subject of 
age restrictions. For other cases, the negative procedure would seem 
to provide an appropriate level of parliamentary control. We 
recommend accordingly. 

 

 

TORTURE (DAMAGES) BILL [HL] 

36. This Private Member’s Bill, which makes provision for actions for damages 
for torture, is in very similar terms to earlier Bills on which we reported in 
our 7th Report for 2006-07 and its 5th Report for 2007-08. 

37. The only delegated power is that conferred by clause 7(2) to make a 
commencement order which, as is customary, is subject to no parliamentary 
procedure. 

 



10 DELEGATED POWERS AND REGULATORY REFORM COMMITTEE 

APPENDIX 1: BORDERS, CITIZENSHIP AND IMMIGRATION BILL [HL] 

Memorandum by the Home Office 

1. This Memorandum, prepared by the Home Office, identifies those provisions in the 
Borders, Citizenship and Immigration Bill which confer powers to make delegated 
legislation. It describes the purpose of every such power, explains why the matter is 
to be left to delegated legislation and explains the degree of Parliamentary control 
involved. 

OUTLINE AND SCOPE OF THE BILL 

2. The Bill includes provisions which relate to border control, citizenship and the 
immigration system more generally. There are provisions which address the powers 
needed by the UK Border Agency to bring together customs and immigration 
functions to enable a fully integrated approach to border control and to establish the 
necessary data handling arrangements. 

3. The Bill also contains provisions amending nationality law to ensure that 
newcomers to the UK earn the right to stay here and allowing the qualifying period 
for naturalisation to be shortened or lengthened. It addresses a gender 
discrimination issue in inheriting British citizenship and improves the position of 
children born to serving members of the armed forces. The Bill introduces a duty on 
the UK Border Agency to safeguard and promote the welfare of children in its work. 
The Bill also clarifies or strengthens some additional existing powers. 

DETAILED COMMENTARY ON DELEGATED POWERS 

Clause 2: Power of Secretary of State to modify functions 

Powers conferred on:    the Secretary of State 

Powers exercised by:    order made by Statutory Instrument 

Parliamentary procedure:   affirmative resolution 

4. Clause 1 of the Bill enables the Secretary of State to exercise concurrently certain 
functions of the Commissioners of HM Revenue and Customs (‘the 
Commissioners’). Although it allows certain references in legislation and other 
documents to be read as including the Secretary of State it does not provide for the 
Commissioners’ future functions to be conferred automatically on the Secretary of 
State. Clause 2(1) therefore enables the Secretary of State to make an order so that 
the Secretary of State may exercise functions in relation to general customs matters 
that are conferred on the Commissioners by an enactment made after the passing of 
this Bill. The enactment could confer the functions directly on the Secretary of 
State, but it may not be appropriate to make an immediate decision on whether the 
function should also be conferred on the Secretary of State. Clause 2(1) also enables 
the Secretary of State to amend the list of general customs matters by adding, 
changing or removing a matter in respect of which the Secretary of State is to have 
functions. Clause 2(2) imposes limitations on this order making power so that it 
does not apply to a matter listed in Schedule 1 to the Commissioners for Revenue 
and Customs Act 2005 (“CRCA 2005”), value added tax, a customs revenue matter 
or excise duties listed in clause 7(2)(e) of this Bill. As the order relates to the 
functions of the Commissioners and the conferral on or removal of those functions 
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from the Secretary of State, clause 2(3) requires the Secretary of State to consult the 
Treasury before exercising the power in clause 2(1). 

5. The effect of the order will be to amend the general customs functions which the 
Secretary of State may exercise in accordance with the Bill. It will thereby provide 
flexibility and, in particular, will allow new functions to be identified for concurrent 
exercise by the Commissioners and the Secretary of State from time to time to 
respond to changing circumstances. However, the order cannot be used to confer 
revenue functions on the Secretary of State. 

6. The order may also be used to modify or amend the description in clause 1(2) of 
those functions of the Commissioners, which the Secretary of State is prevented 
from exercising concurrently. For example, clause 1 refers to the subject matter of 
EC legislation in respect of the Commissioners’ functions of regulating money 
service businesses. If that European legislation were to be repealed, the order in 
clause 2 could be used to update clause 1(2) to reflect such changes. 

7. This order will follow the affirmative resolution procedure which is thought to 
provide an appropriate level of parliamentary scrutiny, notwithstanding the fact that 
the order will amend primary legislation. In its practical effects, this clause is akin to 
a transfer of functions order between two government departments. Such orders 
made under the Minsters of the Crown Act 1975 (“MCA 1975”) usually follow the 
negative resolution procedure but, given that orders made under clause 2(1) may 
make provision to modify primary legislation, it is considered appropriate to follow 
the affirmative procedure. 

Clause 8: Power of Treasury to modify Director’s functions 

Power conferred on:    the Treasury 

Power exercised by:    order made by Statutory Instrument 

Parliamentary procedure:   affirmative resolution 

8. This order making power is similar in its effect to clause 2 of the Bill. Clause 7 
permits the Director of Border Revenue (“the Director”) to exercise concurrently 
certain customs revenue functions which were previously exercised exclusively by 
the Commissioners. As is the case with the Secretary of State’s functions in clause 1, 
customs revenue functions conferred in future enactments on the Commissioners 
will not automatically be conferred on the Director. Clause 8 enables functions of 
the Commissioners (including functions conferred on them in future enactments) to 
be added or removed from the remit of the Director. The enactment could confer 
the functions directly on the Director, but it may not be appropriate to make an 
immediate decision on whether the function should also be conferred on the 
Director. Clause 8 also enables the functions in clause 7 to be updated where 
necessary to reflect legislative and other changes. The order, because it relates to 
customs revenue functions, is made by the Treasury. 

9. As with clause 2, the practical impact of clause 8 is akin to a transfer of functions 
order between the Commissioners and the Director and such orders made under the 
MCA 1975 follow only the negative procedure. It is not possible to transfer the 
Commissioners’ revenue functions to a Minister in an order made under the 1975 
Act. Likewise, any order made under clause 8 may only be used to confer functions 
on the Director, a statutory office created specifically to ensure that customs 
revenue matters are dealt with independently of the Secretary of State. 
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10. Again, as for clause 2, the affirmative resolution procedure applied to clause 8 
strikes an appropriate balance between the need to secure quick and smooth 
modifications and parliamentary involvement, particularly as any orders made under 
clause 8 will amend primary legislation. 

Clause 16: Exceptions to section 15 prohibition 

Power conferred on:    the Treasury and the Secretary of State 

Power exercised by:    regulations made by Statutory Instrument 

Parliamentary procedure:   affirmative resolution 

11. Clause 15 sets out the statutory duty of confidentiality for (i) the Secretary of State 
by whom general customs functions are exercisable, (ii) any other Minister of the 
Crown in that Secretary of State’s Department and any relevant official. “Relevant 
official” is defined in subsection (3) to include (i) a designated customs official, (ii) 
an immigration officer, (iii) the Director and (iv) a person acting on behalf of the 
Secretary of State by whom general customs functions are exercisable or on behalf 
of a person mentioned in (i), (ii) or (iii). Clause 16 sets out the limited 
circumstances where the disclosure of personal customs information is permitted. 
Subsections (1) – (7) of clause 16 specify the exceptions to section 15, and 
subsection (8) enables further exceptions to be set out in regulations. 

12. This regulation making power is required because a need to be able to disclose 
information, not already identified in clause 16, may be identified in the future. This 
is particularly so if further functions of the Commissioners are conferred on the 
Director or Secretary of State. 

13. While it may be necessary to provide for these further exceptions swiftly, it is 
accepted that the affirmative resolution procedure provides the appropriate level of 
parliamentary scrutiny in respect of this clause. 

Clause 22: Investigations and detention: England and Wales and Northern Ireland 

Power conferred on:    the Secretary of State 

Power exercised by:    order made by Statutory Instrument 

Parliamentary procedure:    affirmative resolution 

14. Clause 22(1) and 22(2) provides that the Secretary of State may by order provide 
for the application of certain provisions of the Police and Criminal Evidence Act 
1984 (“PACE”) and the Police and Criminal Evidence (Northern Ireland) Order 
1989 (“PACE NI”) to investigations of offences conducted by designated customs 
officials or immigration officers and to persons detained by these officials, subject to 
such modifications as the order may specify. 

15. Clause 22(3) provides that an order under this section may make similar provision 
for designated customs officials, immigration officers, the Secretary of State or the 
Director of Border Revenue to that which may be made in relation to officers of 
Revenue and Customs or the Commissioners of Her Majesty’s Revenue and 
Customs under Section 114 of PACE and article 85 of PACE (NI). 

16. Clause 22(4) states that where an order made under this section provides that a 
function may only be exercised by a person acting with the authority of the 
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Secretary of State or the Director of Border Revenue a certificate issued by either 
the Secretary of State or, as the case may be, the Director is conclusive evidence 
that the person had the requisite authority to carry out that function. 

17. Clause 22 will enable the Secretary of State to make an order applying the 
provisions of PACE and PACE (NI) to HMRC officers who transfer to the UK 
Border Agency and become designated officials of the Secretary of State, in relation 
to customs functions. This clause will also enable the provisions of PACE and 
PACE (NI), as applied to HMRC, to be applied to immigration officers. This is 
primarily required because it is intended to transfer custody facilities, which HMRC 
currently manage, to the UKBA. The UKBA will need to utilise those facilities not 
only in relation to those who are arrested for customs offences but also for 
immigration offences. The provisions and safeguards in PACE and PACE (NI) will 
therefore need to be applied to immigration officers as well as designated customs 
officials. The power to apply PACE to HMRC follows the negative resolution 
procedure. However, given that this power will also be used to apply PACE 
provisions to a new body of officers it is accepted that the affirmative resolution 
procedure is the appropriate level of parliamentary scrutiny. 

Clause 27: Inspections by Her Majesty’s Inspectors of Constabulary etc 

Power conferred on:    the Secretary of State 

Power exercised by:    regulations made by Statutory Instrument 

Parliamentary procedure:   negative resolution 

18. Clause 27(1) provides that the Secretary of State may, by regulations, confer 
functions on Her Majesty’s Inspectors of Constabulary (HMIC), the Scottish 
inspectors or the Northern Ireland inspectors in relation to (i) designated customs 
officials, (ii) officials of the Secretary of State exercising customs functions, (iii) 
immigration officers, (iv) officials of the Secretary of State exercising functions 
relating to immigration, asylum or nationality, (v) the Secretary of State in so far as 
the Secretary of State has general customs functions, (vi) the Secretary of State in so 
far as the Secretary of State has functions relating to immigration, asylum or 
nationality, (vii) the Director, (viii) any person exercising functions of the Director 
and (ix) persons providing services pursuant to arrangements relating to the 
discharge of a function of a person mentioned in (i) to (viii). 

19. Subsection (2) sets out the specific provision which may be made in regulations 
made under subsection (1). Subsections (3), (4), (5) and (6) establish the 
framework, to be provided for in regulations, for the commissioning and carrying 
out of inspections, for the reporting of their results and for the making of payments 
to the Inspectors. Subsection (3) provides that the regulations: 

• may enable a Minister of the Crown to require an inspection to be 
carried out; 

• must provide for a report to be made and, subject to any exceptions, 
published; 

• must provide for an annual report by HMIC; and 

• may make provision for payment to the inspectors for carrying out these 
functions. 
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20.  Subsection (4) sets out that matters which the Comptroller and Auditor General 
are responsible for under section 6 of the National Audit Act 1983 should not be 
addressed by an inspection carried out under the provisions of this section. 
Subsection (5) requires that the inspection must be carried out jointly by HMIC 
and the Scottish Inspectors where the inspection is carried out wholly or partially in 
Scotland. Subsection (6) defines the Scottish and Northern Ireland inspectors for 
the purpose of this section. 

21. The effect of the regulations is to enable the HMIC and other inspectors to carry 
out inspections in relation to: 

• the customs functions exercisable by the Secretary of State, the Director 
and their officials; and 

• the immigration functions of the Secretary of State, the Secretary of 
State’s officials and immigration officers. 

22. The regulations will establish the framework for the commissioning and carrying out 
of inspections and will be subject to negative resolution. The power is administrative 
in nature and for this reason the negative resolution procedure is thought to be 
appropriate. This clause, including the procedure to be followed, mirrors section 27 
of the CRCA 2005. 

Clause 28: Complaints and misconduct 

Power conferred on:    the Secretary of State 

Power exercised by:    regulations made by Statutory Instrument 

Parliamentary procedure:   negative resolution 

23. Clause 28 amends section 41 of the Police and Justice Act 2006, which enables 
functions to be conferred, by regulations, on the Independent Police Complaints 
Commission (IPCC) in respect of immigration functions. This clause extends that 
regulation making power to enable functions to be conferred on the IPCC in respect 
of certain customs functions. The regulation making power is subject to the same 
procedure as the existing regulations under section 41. 

Clause 29: Prosecution of offences 

Power conferred on:    the Attorney General 

Power exercised by:    order 

Parliamentary     Procedure: no procedure 

24. Clause 29(1) enables the Attorney General by order to assign to the Director of 
Revenue and Customs Prosecutions a function of instituting or assuming the 
conduct of criminal proceedings in England and Wales, or providing legal advice, 
relating to criminal investigations by the persons specified in subsection (2). 
Subsection (3) provides that the functions assigned to, and the proceedings 
conducted by, the Director of Revenue and Customs Prosecutions by virtue of this 
clause are to be treated respectively as functions of, and proceedings conducted by, 
the Director under the CRCA 2005. Subsection (4) provides that, in relation to 
persons arrested following a criminal investigation in relation to which functions are 
conferred by virtue of clause 29, sections 37 to 37B of PACE shall have effect as if 
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the references in those sections to the Director of Public Prosecutions are references 
to the Director of Revenue and Customs Prosecutions. Subsection (5) provides that 
an order under this clause may include incidental, supplementary and 
consequential, transitional and transitory provision or savings and may be amended 
or revoked. Subsection (6) establishes how references in this section to instituting 
criminal proceedings are to be read, by reference to section 15(2) of the Prosecution 
of Offences Act 1985 (“POA 1985”). Subsection (7) defines the meaning of 
“criminal investigation” for the purpose of clause 29. 

25. The effect of the order is that the Attorney General can assign functions to the 
Director of Revenue and Customs Prosecutions to institute and conduct 
prosecutions and provide legal advice relating to criminal investigations carried out 
by (i) designated customs officials, (ii) immigration officers, (iii) officials of the 
Secretary of State, (iv) the Secretary of State, (v) the Director, (vi) a person acting 
on behalf of a person mentioned in (i) to (v) and a constable. It is considered 
appropriate that this order is not made by statutory instrument and that no 
parliamentary procedure is followed. This follows the precedent in section 3(2)(g) 
of the POA 1985 whereby the Attorney General assigns functions to the Director of 
Public Prosecutions and also section 35 of the CRCA 2005 under which the 
Attorney General assigns functions to the Director of Revenue and Customs 
Prosecutions. It is considered that the system whereby the Attorney General assigns 
functions to the prosecuting offices under their superintendence should be flexible 
and consistent and we therefore have not sought to apply any parliamentary 
procedure in this clause. 

Clause 31: Power to require payment into the Consolidated Fund 

Power conferred on:    the Treasury 

Power exercised by:    order made by Statutory Instrument 

Parliamentary Procedure:   negative resolution by the House of Commons 

26. Clause 30 (Payment of revenue to the Commissioners) requires the Secretary of 
State and the Director to pay, to the Commissioners, money received by way of 
revenue or security in the exercise of their customs functions. Clause 31 makes 
provision for an order making power to enable the Treasury to direct the Secretary 
of State or the Director to pay the money received in the exercise of their customs 
functions into the Consolidated Fund. Any order making power would also permit 
the deduction of disbursements before such payments are made and permit the 
Treasury to make payments to the Secretary of State or the Director out of the 
Consolidated Fund to enable them to make disbursements. Any provisions would 
require the Secretary of State or the Director to provide accounts of the receipts and 
disposal of revenue. 

27. An order under this section may also amend or repeal clause 30. 

28. It is intended that, upon conferral of customs functions on the UK Border Agency, 
that they will collect revenue but pay those monies directly into the Commissioners’ 
accounts. The Commissioners will be responsible for accounting for the monies 
received by the UK Border Agency and reports to the Comptroller and Auditor 
General in respect of accounting for those receipts. However, depending on the 
amounts to be collected by the UK Border Agency and the procedures to be 
adopted for revenue collection it may be that in future the UK Border Agency will 
have its own bank accounts for the revenue it receives. The effect of clause 33 is 
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therefore to provide flexibility to enable the UK Border Agency, in the event that it 
were to run its own accounts, to pay the money received through the exercise of the 
general or revenue customs functions direct to the Consolidated Fund rather than 
to HMRC. As the order making power would only be used to direct the Secretary of 
State or the Director to pay the money to the Consolidated Fund as opposed to 
HMRC, as set out in this clause, the negative resolution procedure is thought to be 
an appropriate level of parliamentary scrutiny for this largely administrative matter. 
As this clause relates to the collection and accounting of tax revenue this is 
considered to be a matter appropriate to be considered by the House of Commons 
only. 

Clause 33: Power to modify enactments 

Power conferred on:    the Secretary of State 

Power exercised by:    order made by Statutory Instrument 

Parliamentary Procedure:   affirmative resolution 

29. Clause 33 provides an order making power for the Secretary of State to modify 
enactments. Subsection (1) provides that an order made by the Secretary of State 
may provide for an enactment or description of enactments to apply, with such 
modification as is considered necessary in relation to relevant persons as defined in 
subsection (2) or to the exercise of functions by relevant persons. Subsection (2) 
defines “relevant persons” as the Secretary of State by whom general customs 
functions are exercisable, the Director of Border Revenue, designated customs 
officials, immigration officers and officials in that Secretary of State’s department. 
Subsection (3) sets out that an order made under this clause may include provision 
for extending to the persons specified in subsection (2) an exemption or protection 
afforded by another enactment to any other description of persons and providing for 
the disclosure of information to, or the doing of other things in relation to, the 
relevant persons. 

30. Subsection (4) obliges the Secretary of State to consult with the Commissioners 
before making an order under this clause, which related to general or revenue 
customs matters. 

31. The effect of the order is to enable the Secretary of State, subject to consultation 
with the Commissioners, to modify existing legislation so that it is applied 
appropriately in respect of the exercise by relevant persons of their customs 
functions. For example, the order may be used to apply legislation, currently 
applicable to the Commissioners and their officers, to the Secretary of State, the 
Director or officials of the Secretary of State. 

32. Although references to the Commissioners and their officers will be construed as 
including the Secretary of State and her officials or the Director pursuant to clauses 
1, 4, 7 and 12, those clauses cannot be used to modify enactments. This provision is 
therefore necessary to ensure that legislation currently applying to HM Revenue and 
Customs will in future apply, with any necessary and appropriate modifications, to 
the Secretary of State and her officials or the Director. This provision will also 
ensure that any terms in enactments such as references to HMRC offices or 
particular grades of staff within HMRC are applied appropriately to the Secretary of 
State and her officials, or the Director. The provision is based on section 52 of the 
Serious Organised Crime and Police Act 2005. Section 52 was relied upon to apply 
a number of enactments to the Serious Organised Crime Agency when it took over 
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functions and staff from HMRC, the National Crime Squad and the National 
Criminal Intelligence Service. 

33. Given that the order may amend primary legislation the affirmative resolution is 
thought to provide the appropriate level of parliamentary scrutiny. 

Clause 34: Power to make supplementary etc provision 

Powers conferred on:    the Secretary of State 

Powers exercised by:    order made by Statutory Instrument 

Parliamentary procedure:   negative or affirmative resolution 

34. Clause 34 provides the Secretary of State with an order making power for the 
purpose of making such incidental, supplementary, consequential, transitional or 
transitory provision or saving as considered appropriate for the purpose of Part 1 of 
the Bill, or in consequence, or for giving full effect, to any provision made by that 
Part. 

35. Subsection (2) provides that an order made under clause 34 may amend, repeal, 
revoke or otherwise modify any enactment, including this one. 

36. The effect of this order making power is to enable the Secretary of State to make 
appropriate supplementary or incidental provision as required in consequence of the 
Bill. Where the order amends or repeals primary legislation it will be subject to the 
affirmative resolution procedure. Otherwise, as the order can only deal with 
incidental, supplemental or consequential matters the negative resolution procedure 
is thought to provide an appropriate level of parliamentary scrutiny. 

Clause 34(5): Power to make supplementary etc provision 

Powers conferred on:    Scottish Ministers 

Powers exercised by:    order made by Scottish Statutory Instrument 

Parliamentary procedure:   negative or (as the case may be) affirmative 
resolution 

37. The power conferred by 34(1) is exercisable by the Scottish Ministers rather than 
the Secretary of State where the provision to be made would be within the legislative 
competence of the Scottish Parliament if it were included in an Act of that 
Parliament. 

38. The effect of this order is to enable Scottish Ministers to make such incidental, 
supplementary, consequential, transitional or transitory provision or saving as 
considered appropriate for the purpose of Part 1 of the Bill, or in consequence, or 
for giving full effect, to any provision made by that Part, and which fall within the 
legislative competence of the Scottish Parliament. This mirrors the order making 
power of the Secretary of the Secretary of State as described in paragraph 33 above. 
If the order amends or repeals primary legislation it will be subject to approval by 
the Scottish Parliament in accordance with the affirmative resolution procedure; 
otherwise the negative resolution procedure is thought to provide an appropriate 
level of parliamentary scrutiny. 



18 DELEGATED POWERS AND REGULATORY REFORM COMMITTEE 

Part 2: Citizenship 

39. Clauses 37 to 39 amend section 6 of, and Schedule 1 to, the British Nationality Act 
1981 (BNA 1981) which relate to naturalisation as a British citizen. Section 6 sets 
out the circumstances in which the Secretary of State may grant a certificate of 
naturalisation as a British citizen, and amended paragraphs 1 to 4B contain the 
revised qualifying criteria. 

Clause 38: Application requirements: family members etc. 

Powers conferred on:    the Secretary of State 

Powers exercised by:    regulations made by statutory instrument 

Parliamentary procedure:   negative resolution 

40. An application for naturalisation as a British citizen is made under section 6 of the 
BNA 1981. As at present, there are two routes – one route for most applicants 
(section 6(1)), and another for those applying on the basis of a family relationship 
(section 6(2)). There are slightly different requirements, set out in Schedule 1 of the 
BNA 1981, depending on which route the applicant chooses. Most notably, those 
applying under section 6(2) are able to complete a shorter qualifying period. 

41. Clause 38 widens the class of people eligible to apply under the second route 
(section 6(2)). At the moment, section 6(2) is only open to applicants who are 
married to or the civil partner of a British citizen. Clause 38 enables the Secretary of 
State to prescribe in regulations any connection that a person (A) must have with 
another person (B) which will be accepted as a “relevant family association”, and 
will allow the applicant to apply under section 6(2). There is a power to prescribe a 
description of person B, which could be used, for example, to prescribe that person 
B was a British citizen or a person with permanent residence in the UK. 
“Prescribed” is defined in section 50 of the BNA 1981 as meaning prescribed in 
regulations made under section 41 of that Act. 

42. Clause 38(2) (which inserts new section 6(4) into the BNA 1981) also confers a 
power, in the special circumstances of a particular case, to treat the applicant as 
having a relevant family association on the date of the application for naturalisation, 
even though the relevant relationship has broken down before that date. 

43. The requirements for persons applying under section 6(2) are provided for on the 
face of primary legislation. The department thinks it appropriate for the relevant 
family associations to be set out in regulations, as they are likely to be quite detailed 
and may be subject to amendment. For example, if the regulations prescribe the 
connection by reference to a category of the immigration rules under which a person 
has leave to enter or remain, any changes to the name of that category in the 
immigration rules would necessitate a change to the description of the relevant 
family association. This will also give the flexibility to add new relevant family 
associations as considered appropriate. 

44. The department also thinks this is the appropriate level of scrutiny. It is comparable 
to the regime for outlining which dependants of asylum seekers or supported 
persons are entitled to support. Section 94 of the Immigration and Asylum Act 
1999 defines the “dependant” of an asylum-seeker or supported person as someone 
who is in the UK in a class prescribed in regulations subject to negative resolution. 
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Clause 39: The qualifying period 

Powers conferred on:    the Secretary of State 

Powers exercised by:    regulations made by statutory instrument 

Parliamentary procedure:   affirmative resolution 

45. Clause 39 sets out the qualifying period for naturalisation as a British citizen. Clause 
39(1) sets out the default qualifying period. This is 8 years for an applicant applying 
under section 6(1) of the BNA 1981, and 5 years for an applicant applying under 
section 6(2). An applicant can reduce this period by 2 years by virtue of meeting the 
activity condition. 

46. The clause provides for various matters to be prescribed in regulations under the 
BNA 1981. In particular: 

• Clause 39(1) inserts new paragraph 4B(5)(a) into Schedule 1 of the 
BNA 1981 which (when read with the definition of “prescribed” in 
section 50 of the BNA 1981) provides for regulations to be made which 
list the activities to be carried out in order for the activity condition to be 
met; 

• Clause 39(2) inserts new section 41(1)(bc) into the BNA 1981, under 
which regulations may be made which amend the length of the 
qualifying time period – both the default qualifying period, and the 
period by which it may be reduced for those who meet the activity 
condition; 

• Clause 39(2) inserts new section 41(1)(bd) into the BNA 1981, under 
which regulations may be made which determine whether a person has 
carried out the prescribed activities; and 

• Clause 39(2) inserts new section 41(1)(be) into the BNA 1981, under 
which regulations may be made which list groups of persons who are to 
be treated as having carried out the prescribed activities. 

47. Clause 39(3) inserts new section 41(1B) into the BNA 1981 so that, when 
regulations are made under section 41(1)(bc) adjusting the length of the qualifying 
period, the Secretary of State may set the length of the qualifying period so that it 
will remain unaffected by meeting the activity condition. 

48. Clause 39(3) also inserts new section 41(1C) into the BNA 1981 so that, when 
regulations are made under section 41(1)(bd) or (be) (determining whether a 
person has participated in prescribed activities or is to be treated as having 
participated), the Secretary of State may make provision in relation to time before 
the commencement of this clause; or make arrangements with third parties for the 
purposes of verifying whether a person has carried out the prescribed activities, or is 
to be treated as having carried them out. 

49. It is considered appropriate to set out these matters in regulations, rather than on 
the face of the primary legislation, because they will necessarily be detailed. It is also 
important to have the flexibility to make amendments where relevant without 
requiring primary legislation. The department may for example want to adjust the 
list of activities an applicant can complete to reduce their qualifying period for 
naturalisation, or adjust the groups of people who will automatically be treated as 
having carried out those activities. The department has established a design group 
with the voluntary sector and local government to advise on what the prescribed 
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activities should be, the level of commitment needed, and how completion of the 
activities should be verified. The department will be monitoring the practical 
application of these matters with the third sector and other interested parties, and 
therefore believe a regulation-making power is the appropriate way to ensure that 
requirements can be updated in line with the operational realities. 

50. The department believes it is right for these matters to be subject to affirmative 
resolution procedure in recognition of their importance. These matters are 
fundamental to determining how long the qualifying period for naturalisation as a 
British citizen will be, and how an applicant will be able to reduce the length of their 
qualifying period to reach British citizenship more quickly. It is therefore felt 
appropriate that the higher level of Parliamentary scrutiny should be provided for. 

Clause 42: Children born outside UK etc. to members of the armed forces 

Powers conferred on:    the Secretary of State 

Powers exercised by:    regulations made by statutory instrument 

Parliamentary procedure:   negative resolution 

51. Clause 42 inserts new section 4D into the BNA 1981. This enables a child born 
outside the UK to a father or mother who at the time of the child’s birth is a 
member of the armed forces and serving outside the UK to be registered as a British 
citizen. If the applicant is a minor on the date of application, the father and mother 
must consent to the applicant’s registration as a British citizen. New section 4D(3) 
(when read with section 41 of the BNA 1981) provides that the manner in which 
the parents must signal their consent to the registration will be prescribed in 
regulations subject to the negative procedure. 

52. The department considers that prescribing the manner of such consent in 
regulations subject to negative resolution provides the appropriate level of scrutiny. 
The requirement to provide consent is on the face of the legislation, and the 
regulations will provide further details on how to demonstrate that the requirement 
is met. 

53. There is an equivalent power to prescribe the manner in which a parent’s consent to 
their child’s registration application must be signified in section 3(5)(c) of the BNA 
1981. The new power is subject to the same level of Parliamentary scrutiny as this 
existing equivalent. 

Home Office 

January 2009 
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APPENDIX 2: HEALTH BILL [HL] 

Memorandum by the Department of Health 
1. This Memorandum describes the purpose and content of the Health Bill, identifies 

the provisions of the Bill which confer powers to make delegated legislation, and 
explains in each case why the power has been taken and the nature of, and reasons 
for, the procedure selected. 

Purpose 

2. The purpose of the Health Bill is to improve the quality of NHS care, the 
performance of NHS services, and public health. In particular, the Bill is intended 
to implement the proposals of Lord Darzi’s review of the NHS, High Quality Care 
for All, that require primary legislation.1 

3. The Bill is small, with 37 clauses and 6 schedules, and covers ten policy areas. 
These can be grouped under four themes: 

• Delivering High Quality Care for All: provisions in relation to the NHS 
Constitution, direct payments for health care, Quality Accounts, and 
innovation prizes; 

• Delivering the NHS Performance Regime: provisions in relation to the 
regime for unsustainable NHS providers and new suspension powers in 
relation to chairs, vice-chairs and other non-executive members of NHS 
bodies and relevant arms-length bodies; 

• Improving public health: provisions on tobacco and on pharmaceutical 
services; and 

• Miscellaneous: provisions to extend the remit of the Local Government 
Ombudsman in relation to social care complaints, and to enable HM 
Revenue and Customs to continue sharing anonymised pay data for GPs 
and dentists with the Department of Health. 

4. An outline of the proposals in each of these policy areas is provided below. 

NHS Constitution 

5. The NHS Constitution sets out the principles and values of the NHS in England. It 
identifies the rights to which patients, public and staff are entitled, the pledges 
which the NHS is committed to deliver, and the responsibilities which the public, 
patients and staff owe to each other to ensure the NHS operates fairly and 
effectively. 

6. The rights in the Constitution are declaratory: they already exist in law or will be 
established through secondary legislation. However, the Bill will place a duty on 
NHS bodies, providers of primary care services and private and voluntary sector 
providers supplying NHS services to have regard to the Constitution. It will also 
require the Secretary of State to consult on, review and re-publish the Constitution 
at least every ten years, and to review and to republish the explanatory guide at least 
every three years. The Bill also requires the Secretary of State to publish a report on 
its impact. 

                                                                                                                                     
1 High Quality Care for All can be viewed at: 

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_0858
25 
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7. No powers to make delegated legislation are proposed in relation to these 
provisions. 

Quality Accounts 

8. In High Quality Care for All the Government made a commitment to require all 
providers of NHS services to publish annual information on the quality of those 
services in a ‘Quality Account’. The aim is to make those services more accountable 
to patients, carers, managers and clinicians, allowing clinical teams to benchmark 
their performance and commissioners and providers to agree on priorities for 
improvement. 

9. The Bill will place a duty on providers of NHS services to produce Quality 
Accounts, and will delegate power to the Secretary of State by regulations to omit 
prescribed providers or prescribed services from the duty. The Bill also enables the 
Secretary of State to determine in regulations the content, format and timing of 
publication of a Quality Account, including provision for locally agreed elements. 

Direct Payments for NHS Services 

10. In High Quality Care for All the Government indicated that the Department would 
launch a pilot programme in 2009 to explore the potential of personal health 
budgets as a means to give patients greater control over the services they receive. 

11. The Bill will provide powers to enable the use of direct payments where an 
individual will receive money to arrange and pay for their own health services as one 
form of personal health budget. Direct payments have existed in social care since 
1997, but they will be a significant departure from the current funding 
arrangements for health care services. Therefore the payments will be available 
initially only in pilot schemes, and circumscribed by regulations. 

12. The Secretary of State will have power to roll out the powers to make direct 
payments so that they are generally available, to make them available subject to 
regulations or to repeal the powers, depending on a review of the pilot results. The 
powers to repeal the provisions that prevent the making of direct payments outside 
pilot schemes, or conversely to repeal the powers for making direct payments, and 
the power to make consequential amendments to the NHS Act to facilitate the 
making of direct payments cannot be exercised unless a review has been carried out 
of one or more pilot schemes. To provide for appropriate Parliamentary scrutiny of 
provisions which may amend primary legislation, an order pursuant to any of these 
powers is subject to Parliamentary approval in each House of Parliament under an 
affirmative resolution procedure. 

Innovation Prizes 

13. High Quality Care for All set out the Department’s intention to create prizes for 
innovations that directly benefit patients and the public. These prizes will help foster 
an enterprise and innovation culture within the NHS and will focus on some of the 
major health issues, such as radical breakthroughs in the prevention and treatment 
of lifestyle diseases. 

14. The Bill will enable the Secretary of State to make payments as prizes relating to 
innovation in health. An independent expert panel will be recruited to advise the 
Secretary of State. 

15. No delegated powers are proposed in relation to the innovation provisions. 
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Regime for Unsustainable NHS Providers 

16. Chapter 1 of Part 2 of the Bill amends the National Health Service Act 2006 (the 
NHS Act) to provide for the appointment of “trust special administrators” (TSAs) 
for NHS trusts, NHS foundation trusts and Primary Care Trusts (PCTs) in 
England. The proposed provisions are intended to form part of a wider process for 
dealing with the poor performance and failure of such NHS bodies. An important 
challenge is how to address the limited number of organisations that have 
consistently failed to improve their performance, despite receiving significant 
support from PCTs and Strategic Health Authorities. The underlying causes of such 
poor performance may be more fundamental than poor management. The 
provisions are designed to provide a transparent way of tackling this problem while 
safeguarding services. 

17. Under the provisions, the Secretary of State would appoint a Trust Special 
Administrator to take responsibility for the Trust and produce, in consultation with 
local stakeholders, recommendations as to what action to take in relation to the 
trust. In the case of NHS foundation trusts, appointment would be combined with 
de-authorisation of the Trust – i.e. it would become an NHS trust. It would 
however be for Monitor (the Independent Regulator of NHS foundation trusts) to 
recommend that an organisation is de-authorised before the Secretary of State 
exercises his powers and appoints a Trust Special Administrator. The policy 
intention is that the powers would be used only rarely: the existence of the regime 
should itself incentivise improvement amongst providers with poor performance. 

New powers to suspend non-executive board members 

18. Last year’s Healthcare Commission report on outbreaks of Clostridium difficile at 
Maidstone and Tunbridge Wells NHS trust highlighted the need for swift action, in 
extreme circumstances, to suspend chairs and members of NHS Boards. This was 
reinforced by the recommendations of the Appointments Commission’s review of 
the NHS public appointments process in December 2007. Suspension procedures 
have been established for PCTs and NHS trusts through secondary legislation. 

19. The Bill will provide for similar powers in respect of the chairs, vice-chairs and other 
members of other NHS bodies and relevant arms length bodies. Some of these 
powers will be provided for in secondary legislation subject to the negative 
resolution procedure. This will strengthen the way the health care system not only 
supports leaders but also holds them to account when they fail to meet the 
requirements of public office. 

Tobacco 

20. Smoking remains the main cause of preventable morbidity and premature death, 
accounting for 87,000 deaths a year in England alone. The aim of Government 
policy is to reduce the incidence of illness and death caused by tobacco, and in 
particular to reduce the number of children and young people who take up smoking 
and the contribution of tobacco to health inequality. 

21. The Bill will: 

• prohibit the display of tobacco products, with the Secretary of State, the 
Welsh Ministers and the Department of Health, Social Services and 
Public Safety in Northern Ireland given powers by regulations to provide 
for exclusions from this prohibition and to impose requirements in 
relation to the display of prices of tobacco products; and 
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• provide powers to enable the Secretary of State, the Welsh Ministers 
and the Department of Health, Social Services and Public Safety in 
Northern Ireland to prohibit the sale of tobacco from vending machines, 
or impose requirements on the sale of tobacco from such machines. 

Pharmacy 

22. In most areas of NHS primary care (eg GP services) PCTs now have direct local 
contracts to commission services according to local needs, outside rigid nationally 
agreed contractual frameworks. Reform of pharmaceutical services has not taken 
this route. This is because of concerns about the capacity and capability of PCTs to 
take on new contracting roles, and the need to ensure that any regulation 
concerning entry to the NHS market achieves the right balance between a regime 
which encourages enterprise and innovation, and requirements for PCTs to plan 
service commissioning to meet identified local health needs. The powers of PCTs to 
take appropriate action in respect of poor or inadequate performance also require 
reform. 

23. The Bill will: 

• Create a new duty on all NHS PCTs in England to carry out and to 
publish assessments of pharmaceutical needs for their areas in 
accordance with regulations; 

• replace the current market entry measures for pharmaceutical services 
with new arrangements. The Bill contains regulation-making powers 
which enable the Secretary of State to specify matters which PCTs must 
taken into account when considering applications; 

• introduce a power to provide in regulations for PCTs to issue remedial 
notices or to withhold payments as part of a new quality and 
performance regime, which will give PCTs greater powers to address 
poor performance and poor services; 

• amend legislation so that PCTs can provide local pharmaceutical 
services themselves or commission the services from other PCTs in 
circumstances set out in regulations. 

Extending the remit of the Local Government Ombudsman 

24. The question of independent consideration of social care complaints by users who 
fund or arrange their own care was raised during the passage of the Health and 
Social Care Act 2008, where the Government gave a commitment to legislate. 
Currently, people whose care is arranged or funded by Local Authorities have 
recourse to the Local Government Ombudsman if a complaint about their care is 
not satisfied locally. Social care users who pay for their own care (about 35%) or 
with an individual budget from a Local Authority have no equivalent process. 

25. The Bill will amend the Local Government Act 1974 to allow the Local 
Government Ombudsman to consider complaints from social care self-funders and 
those funding their care with an individual budget (direct payment). One delegated 
power is proposed to allow changes to be made to the matters which are excluded 
from consideration under the new scheme. 

Calculating GP and Dentist Pay 

26. Her Majesty’s Revenue and Customs (HMRC) holds information relating to the tax 
affairs of individuals – including those of general practitioners (GPs) and dentists 
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who provide medical care on behalf of the National Health Service. It has been the 
practice of HMRC, over a number of years, to assist in statistical enquiries carried 
out by or on behalf of the Department of Health relating to the earnings and 
expenses of GPs and dentists by providing summarised data in aggregate 
anonymised form. The resulting information is used to produce annual GP and 
dental earnings and expenses reports, which are made publicly available under 
national statistics rules. These reports provide information that is a fundamental 
part of the Department’s GP and dental pay systems. 

27. The Commissioners for Revenue and Customs Act 2005 prohibits officials of 
HMRC from disclosing information of any kind, held by HMRC in connection with 
a function of the HMRC – subject to certain exceptions. Following clarification of 
the legal position, HMRC recently assessed the legal basis of their involvement in 
the GP and Dentist’s earnings and expenses enquiry and concluded that it was 
insufficient. 

28. The purpose of this provision is, therefore, to provide a further exception to the 
current restrictions on the disclosure of information by officials of HMRC in 
relation to the earnings and expenses of GPs and dentists to allow these statistical 
enquiries to continue. 

29. No delegated powers are provided in relation to the HMRC disclosure provisions. 

Provisions for Delegated Legislation 

30. In deciding whether matters should be specified on the face of the Bill or allocated 
to delegated legislation, the Department has carefully considered the need to: 

• avoid too much technical and administrative detail on the face of the 
Bill, for example in relation to the provisions for suspension of members 
of NHS bodies and other bodies concerned with health; 

• ensure flexibility in responding to changing circumstances, for example 
in response to knowledge gained from piloting direct payments for 
health care, so that legislation can be adjusted so that it is fit for purpose 
without requiring further primary legislation; or 

• allow detailed administrative arrangements to be set up and kept up to 
date within basic structures and principles set out in primary legislation 
in the Bill or in other legislation, for example in relation to 
pharmaceutical services, subject to Parliament’s right to challenge 
inappropriate use of powers. 

31. In deciding what procedure is appropriate for the exercise of the power the 
Department has carefully considered in particular: 

• whether the provisions will amend primary legislation, for example 
where an order is made to repeal the provisions for piloting direct 
payments (where an affirmative resolution procedure has been chosen); 

• the importance of the matter to be addressed, for example in relation to 
the power to exempt prescribed bodies or services from the duty to 
publish information relevant to quality (where an affirmative resolution 
procedure has been chosen for the first occasion when the power is 
exercised). 
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PART 1, CHAPTER 2: QUALITY ACCOUNTS 

32. High Quality Care for All announced that from April 2010 all healthcare providers 
working for or on behalf of the NHS would be placed under a legal requirement to 
publish an annual “Quality Account”. Clauses 6 and 7 of the Health Bill propose a 
duty in this respect. 

33. Clause 6 establishes a duty to publish information (to be known as a “Quality 
Account”) containing prescribed information on the quality of NHS services. 
Subsection (1) places that duty on the bodies in subsection (2). Subsection (3) 
places an identical duty on persons providing services or assistance as mentioned in 
clause 2(4)(a) or (b) and (5)(a). Subsection (6) defines “NHS services”. 

34. Subsection (5) is a regulation-making power that enables the Secretary of State to 
make regulations providing that subsections (1) or (3) do not apply to prescribed 
providers, prescribed services or to bodies, persons or services of a prescribed 
description. 

35. Clause 7 makes further provision about the duty. 

36. Subsection (2) provides for the “reporting period”. Subsection (3) provides for 
republication where an account contains an error or omission. A copy of the 
account must be sent to the Secretary of State by virtue of subsection (4). 

37. Subsection (5) sets out some of the matters which might be addressed in regulations 
made by the Secretary of Sate under either clause 6(1) or 6(3), including- 

• making provision as to the form and the content of a Quality Account; 

• imposing duties on the provider in respect of the accuracy of the 
information; 

• making provision as to the way in which a Quality Account is published 
and when a copy must be sent to the Secretary of State; and 

• requiring providers to have regard to guidance. 

38. Subsections (6), (7) and (8) make further provision in respect of publication. 

Clause 6(1) and (3) (read with clause 7(5)) and (5): Quality Accounts 

Powers conferred on:   Secretary of State 

 Power exercised by:   Regulations 

Parliamentary procedure:  Negative except for regulations under clause 6(5), which 
are affirmative on the first occasion on which they are 
exercised. 

39. Clause 6(1) and (3) provides that providers of NHS services must publish a Quality 
Account in accordance with regulations. Subsection (5) provides that the Secretary 
of State may make regulations to exempt some providers, or the providers of some 
services. 

NHS providers 

40. Publicly-owned providers such as NHS trusts, Primary Care Trusts and NHS 
foundation trusts are referred to by name in subsection (2). Providers who are not 
publicly owned, including providers who run private sector hospitals, voluntary 
sector services and independent primary care providers such as general 
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practitioners, are described with reference to the services they provide: see 
subsection (3), which refers back to clause 2(4)(a) and (b) and (5). 

41. The general intention is that all providers of NHS services should publish a Quality 
Account. However, there may be some cases where it is not possible for an NHS 
provider to publish a Quality Account by April 2010. High Quality Care for All stated 
that providers should publish Quality Accounts from 2010, and most publicly 
owned providers will be in a position to publish a Quality Account in 2010 covering 
the 2009/10 year. However, some smaller independent contractors will not be in a 
position to publish Quality Accounts in 2010, and may not be in a position to 
publish for a couple of years or so after that. Exempting these providers from the 
requirement to publish a Quality Account in the first instance will allow them to 
gear up for publication. 

42. In recent years there have been a number of changes in the way NHS services are 
provided, with new types of provider and service evolving to meet patient’s needs, 
and to meet the Government’s intention of ensuring that services are offered as near 
to the patient as possible. Again, it is possible that new providers working within 
new service delivery models in the future would also need time to gear themselves 
up to publish a Quality Account, and may benefit from an initial exemption. 

43. There may also be providers whose volume of NHS work is so small as to mean that 
requiring them to publish a Quality Account would involve them incurring 
publication costs that were not outweighed by the benefits to patients and the public 
that a Quality Account might bring. 

44. The powers in subsection (5) therefore enable the Secretary of State to make 
regulations to omit prescribed providers or providers of prescribed services from the 
duty to publish a Quality Account. It would not be desirable to list the providers to 
be omitted (for the time being) from the requirement, as the policy with regard to 
these providers will change over time and the flexibility of secondary legislation is 
needed to ensure that they can be appropriately included or excluded. The 
affirmative procedure is appropriate when the power is first exercised since the 
intention is to omit specified providers from the ambit of the duty. However, the 
negative procedure is appropriate to subsequent amendment of those regulations 
since the intention is that the power will, in most cases, then be used to extend the 
duty to publish Quality Accounts to those previously excluded. 

NHS Services 

45. Subsection (6) defines NHS services. As with NHS providers, the general intention 
is that no NHS services should be excluded from a Quality Account. However there 
may be instances where the volume of a particular type of service provided for the 
NHS is low, and in these cases it may not be possible for users of the Account to 
draw conclusions about the quality of services offered. 

46. The powers in subsection (5) provide that the Secretary of State may make 
regulations so as to omit the providers of prescribed services from the requirement 
to publish a Quality Account. It would not be desirable or possible to list the 
services which may be removed from the definition on the face of the Bill, as the 
policy with regard to these services will change over time and the flexibility of 
secondary legislation will be needed to ensure that they can be appropriately 
included or excluded. For the reasons given in paragraph 43 above, the affirmative 
procedure would be appropriate on the first occasion that the power is exercised but 
not for subsequent regulations. 

47. Subsections (1) and (3), together with clause 7(5) which refers back to these 
powers, contain regulation-making powers which will enable Secretary of State to 
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make regulations concerning Quality Accounts, including the form, content and 
publication of accounts. Those regulations may also impose duties on the provider 
for the purpose of ensuring the accuracy of information to be contained in a Quality 
Account. Regulations may further require providers to have regard to any guidance 
that the Secretary of State may issue about Quality Accounts. 

48. Quality Accounts will need to reflect the quality of services provided, and how 
providers are performing against national priorities set by Government and local 
priorities set by providers themselves. It is expected that these priorities, both 
national and local, will change over time and the way in which they are reflected in a 
Quality Account will also need to change. The content will further change as 
additional information on quality becomes available, through the work that the Care 
Quality Commission will undertake on registration and performance assessment, 
and through the Department’s programme to develop robust measures (metrics) for 
healthcare quality. The flexibility of secondary legislation is needed to ensure that 
legislation setting out the content of a Quality Account can be amended easily as 
priorities change and as new quality information becomes available. 

49. Quality Accounts will need to be published as soon as possible after the end of the 
reporting period referred to in clause 7(2) if they are to be of use to patients, the 
public and other users. However the need to produce Quality Accounts speedily 
should not place disproportionate burdens on providers, and Quality Accounts 
should also link to other reporting cycles in the NHS. The Department will seek the 
views of stakeholders, and the publication timetable set in these regulations will 
reflect the need to publish Accounts speedily while keeping burdens on providers to 
a minimum. 

50. These regulations will reflect rather than set priorities for quality, and will be 
developed in consultation with providers and other stakeholders. We therefore 
believe that the negative procedure is appropriate in this case. 

PART 1, CHAPTER 3: DIRECT PAYMENTS FOR HEALTH CARE 

51. Clause 9 amends the National Health Service Act 2006 (NHS Act) to insert four 
new sections. Each of the sections is dealt with separately below. 

52. The new sections contain a number of inter-related delegated powers in respect of 
direct payments. The powers allow regulations to be made (under new section 12B 
or new section 12A(4) with section 12B, and possibly also section 272(7) of the 
NHS Act) to provide for how direct payments will operate. New section 12C(1) to 
(4) enable the establishment of pilot schemes by regulations under section 12B to 
explore how direct payments work in practice. The regulations are subject to the 
negative resolution procedure under section 272(4) of the NHS Act. Initially direct 
payments would be available only through pilot schemes. Safeguards include that 
the period for which a pilot scheme has effect must be specified (new section 
12C(3)) and a pilot scheme must be subject to review (new section 12C(4)). 

53. Should the pilots prove successful, an order under section 12C(5) and 12C(6)(a) 
subject to an affirmative resolution procedure (see the amendment made to section 
272(6) of the NHS Act by paragraph 10 of Schedule 1 to the Bill) would allow 
national roll out of the approach. Concurrently with such an order, amendments 
could be made of the regulations made under section 12B using the powers for 
those regulations and possibly also section 272(8) of the NHS Act (again subject to 
negative resolution procedure). Amendments to any provisions of the NHS Act that 
the pilots may have revealed are necessary could also be made by order under 
section 12C(5) and 12C(6)(b) as qualified by the safeguard in section 12C(7), 
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subject to affirmative resolution procedure, to take into account learning from the 
pilot schemes and make any necessary transitional arrangements. 

Clause 9 (Section 12A): Direct payments for health care 

54. New Section 12A(1) (direct payments for health care) enables the Secretary of State 
to make direct payments (defined at subsection (5)) to patients in order for them to 
commission their own health care. The health care services are those described at 
subsection (2). The aim is to build on the success of, and encourage coherence 
with, social care direct payments, which are delivered largely through regulations 
under section 57 of the Health and Social Care Act 2001 (c. 15) (the 2001 Act). 
The evidence from social care suggests that making health care direct payments 
should allow patients more control over the services they use and over which 
providers deliver those services. However direct payments for health care will be 
voluntary. No one will be forced to have a health care direct payment (see section 
12A(1) and (4)). 

55. In practice the power to make direct payments would be delegated to NHS bodies, 
usually PCTs, but potentially also Strategic Health Authorities, who may perform 
specialist commissioning functions, and Special Health Authorities, who 
conceivably could have commissioning functions in the future, under section 7, 19, 
29 or 75 of the National Health Service Act 2006 (c. 41) (NHS Act). For the sake 
of brevity, this Memorandum assumes that delegation will be to a PCT. 

56. The arrangements for the making of direct payments for health care are intended to 
be set out in regulations under new section 12B, or, where they concern the after-
care that a PCT must provide under section 117 of the Mental Health Act 1983, 
under subsection 12A(4) and section 12B. 

57. On commencement, the making of payments pursuant to the power in section 
12A(1) would be restricted to NHS bodies participating in nominated pilot schemes 
in accordance with section 12A(6). 

Clause 9 (Section 12A(4)): Direct payments for health care 

Powers conferred on:   Secretary of State 

Power exercised by:   Regulations made by statutory instrument 

Parliamentary procedure:  Negative resolution 

58. Regulations under section 12A(4) and 12B would allow a PCT to make direct 
payments with respect to someone for whom it must, under section 117 of the 
Mental Health Act 1983, provide “after-care services” when those people have been 
subject to detention under section 3 of the Mental Health Act. The regulations 
would be by statutory instrument by virtue of section 272(2) of the NHS Act and 
subject to the negative resolution procedure by virtue of section 272 (4). The 
provision at section 12A(4) is consistent with the provision at section 12 A(1) and 
the regulation-making powers at section 12B. Section 12A(1) confers a power on 
the Secretary of State to make direct payments in respect of services described at 
subsection (2) subject to the regulations mentioned at subsection (3) which he may 
then delegate to PCTs or other NHS bodies. Section 12A(4) gives the Secretary of 
State similar powers of regulation over services described at section 117 of the 
Mental Health Act 1983. The mechanism is different because the primary duty to 
provide section 117 services falls directly on PCTs. 
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59. Provision in regulations governing the making of direct payments pursuant to 
section 12A(4) in practice are expected to be the same or substantially the same as 
those in respect of direct payments made pursuant to section 12A(1). The choice of 
the negative resolution procedure for such regulations is consistent with the 
procedure that applies to regulations under section 57 of the 2001 Act in respect of 
direct payments for social care services and the regulation-making powers that apply 
by virtue of section 117 (2B) and 32 of the Mental Health Act 1983 in respect of 
section 117 services. 

60. There are no other delegated powers in section 12A. 

Clause 9 (Section 12B): Regulations about direct payments 

Powers conferred on:   Secretary of State 

Power exercised by:   Regulations made by statutory instrument 

Parliamentary procedure:  Negative resolution 

New Section 12B(1) 

61. Section 12B(1) enables the Secretary of State to make regulations about direct 
payments for health care. The Department does not believe that health care direct 
payments should be used to fulfil all of the Secretary of State’s functions under 
sections 2 or 3 of the NHS Act. Therefore, in addition to the overall power to make 
direct payments in section 12A(1), the Department wishes to be able to describe in 
more detail in regulations when, to whom, for what, and how health care direct 
payments can be made. 

62. Based on evidence in social care and experience from other systems there are 
already certain restrictions on the use of direct payments for health care which the 
Department wishes to impose on a trial basis. However, it would be inappropriate to 
legislate for all the details about when and how health care direct payments should 
be used before having the evidence from the pilot schemes to be established 
pursuant to section 12C(1)(a) on which to base such details. Delegated legislative 
powers for setting out the initial parameters of how direct payments should be used 
are therefore appropriate. As indicated, it is intended that there should be a proper 
review of the pilot schemes before any of these powers are extended beyond 
piloting. 

63.  In future, as pilot schemes progress and are reviewed, provisions in regulations 
under section 12B(1) may be refined and added to. Amendments to the regulations 
following review may be of interest to Parliament. However, for direct payments to 
be made outside the confines of a pilot scheme, an order under section 12C(5) and 
12C(6)(a) would be needed. Any such order allowing national roll-out will be 
subject to the affirmative resolution procedure at amended section 272(6) of the 
NHS Act (paragraph 10 of Schedule 1 to the Bill). This will allow Parliament to 
scrutinise and debate the proposals for overall implementation appropriately. 

64. Even after the pilot schemes have been reviewed, it is inevitable that health and 
social care practice will evolve in ways that need to be reflected in how, and 
circumstances in which, health care direct payments can be administered. The 
negative resolution procedure provided by section 272(4) of the NHS Act will allow 
timely changes to align with best practice, which an affirmative procedure would 
delay unnecessarily. 
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New Section 12B(2) 

65. The regulation-making powers in section 12B(1) and (2) provide for similar matters 
to those provided for by the powers at section 57 of the 2001 Act in respect of direct 
payments for social care services. That regulation-making power is also subject to 
the negative resolution procedure (section 64 of the 2001 Act). 

66. To begin with, the Department intends that regulations under section 12B(1) and 
(2) amplified by the powers in section 12C(1)(a) and (b) would define the scope of 
potential pilot schemes and contain rules about how pilot schemes will operate. The 
powers in section 12B(2) are to enable provision to deal with administrative details 
associated with health care direct payments, which are too technical to be set out in 
primary legislation. As indicated, these will be based on existing direct payment 
schemes. Given the safeguards at sections 12C(3) and (4) that apply to the initial 
regulations for pilots, a regulation-making power subject to the negative resolution 
procedure seems most appropriate for the technical and administrative 
arrangements that the regulations will provide for. 

67. Should the Secretary of State in time decide to implement health care direct 
payments nationally by means of an order which repeals section 12A(6), regulations 
under section 12B(1) and (2) would govern their use. The negative resolution 
procedure would continue to be appropriate for any regulations under those powers. 
The powers in section 57 of the 2001 Act are not intended as such to provide for 
pilot schemes, and therefore section 57, subject to the negative resolution 
procedure, is similar to the powers at section 12B(1) and (2) should section 12A(6) 
be repealed in future. 

68. Given the potential impact on patients, for example where services are brought into 
or removed from the scope of direct payments, the Department intends that 
regulations or any changes to the regulations under section 12B(1) and (2) should 
be subject to a public consultation. Current best practice would suggest such a 
consultation should last at least 12 weeks. However, it would be an unnecessary 
drain on Parliamentary time to subject these regulations, or any amendment to the 
regulations which sets out or changes these administrative details, to an affirmative 
procedure. A regulation-making power subject to the negative resolution procedure 
seems most appropriate in order to allow such changes to be made with the 
opportunity for Parliamentary scrutiny, but without placing too much of a burden 
on Parliamentary time. 

Section 12B(2)(a) 

69. Under new section 12B(2)(a), regulations may specify the circumstances in which 
and descriptions of persons and services in respect of which, health care direct 
payments may or must be made, that is, the scope of pilot schemes. 

Services 

70. Generally, the Department intends that the range of services that may be bought 
with a direct payment for health care should be broad, to include for example 
alternative therapies and services for lifestyle changes such as exercise or dietary 
advice or aids and equipment, where appropriate. However direct payments should 
not be able to be spent on gambling, alcohol, cigarettes or debt repayment. It may 
also be appropriate to exclude a small number of health services, for example, 
emergency acute care services or services carried out during GP appointments. 

71. It may in future be necessary to amend such restrictions. For example, the pilot 
schemes may show that allowing people to buy certain sorts of services can be 
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detrimental to their health. Furthermore, as the use of health care direct payments 
develops, the Department expects best practice and available services to develop. 
The Department cannot anticipate these outcomes and wishes not to limit 
innovation. Therefore secondary legislation by way of regulations subject to the 
negative resolution procedure is most appropriate to allow changes to the scope of 
the regulations to keep up with innovation and best practice. 

Persons 

72. Section 12B(2)(a), alone or in conjunction with section 12C(1)(a) and (b) in 
respect of possible pilots, gives the Secretary of State scope through regulations to 
define who can or cannot receive a health care direct payment. Direct payments are 
likely to be suitable for patients whose needs are such that a budget can be set. 
Direct payments are therefore unlikely to be suitable for people whose needs are 
acute or changeable. The Department intends there to be potential for health care 
direct payments to be able to be made to as wide a range of people as possible, so 
long as those people can manage a care plan, or there are suitable people to manage 
care plans on their behalf. 

73. However the Department intends to exclude limited groups of people from pilot 
schemes. For example the Department intends that direct payments will be able to 
be made in respect of individuals who are subject to mental health legislation as long 
as someone else manages payments on their behalf where an individual lacks 
capacity. However they will not be available in respect of people subject to certain 
criminal justice system requirements including requirements in relation to substance 
misuse or mental health treatment. The excluded groups will closely resemble those 
described in Schedule 1 to the draft Community Care, Services for Carers and 
Children’s Services (Direct Payments) (England) Regulations 20092. Criminal 
legislation is itself subject to change over time, as may attitudes about providing 
services in a particular way to people subject to this legislation, and therefore it 
would not be appropriate to set such descriptions of persons out in primary 
legislation. 

74. To allow for meaningful evaluation of pilot schemes (under section 12C(4)), 
regulations need to be able to provide for restriction within a broad range to a 
particular group or groups of patients, for example to older people, pregnant 
women, or patients previously receiving inpatient mental health care or samples of 
those. Powers for secondary legislation provide the ability to specify to such a level 
of detail. Negative resolution procedure will allow flexibility to amend the 
descriptions of people who could be included in pilot schemes and allow any future 
national implementation of direct payments for health care to be regulated in such a 
way that it is informed by the evidence gained from the pilots. Primary legislation is 
clearly inappropriate for these purposes and affirmative resolution would restrict the 
ability to align the scope of direct payments with policy and practice in a timely and 
non-bureaucratic way. 

Circumstances 

75. Circumstances may distinguish one group of patients with a particular condition for 
whom direct payments might be appropriate from another for whom they would 
not, or a service which in one context it might be appropriate to procure by way of 
direct payment from another where it would not be appropriate. 

76. Based on evidence from pilot schemes, it may in future be necessary to further 
describe circumstances in which direct payments can be made. For example, 

                                                                                                                                     
2 http://www.dh.gov.uk/en/Consultations/Closedconsultations/DH_087108 
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evidence might lead the Department to restrict direct payments to mental health 
patients where they are in community care rather than inpatients. Such detail is not 
appropriate for primary legislation. The negative resolution procedure would be 
appropriate to ensure flexibility, as it is not possible to anticipate the range of 
circumstances in which it should or should not be possible to make a direct 
payment. The permitted circumstances may change according to changing practice 
and policy in health and social care, thus justifying the negative resolution 
procedure to allow regulations to remain consistent with best practice, while 
allowing an appropriate level of Parliamentary oversight. 

Section 12B(2)(b) 

Nomination 

77. While direct payments for health care will often be made directly to the patient 
themselves, subsection (2)(b) allows for circumstances to be prescribed in which 
direct payments may or must be made to a person nominated by the patient. 
Regulations could make provision in relation to nomination by a competent child of 
a person to receive direct payments on the child’s behalf, as a child is not able to 
enter into contracts for services. Other examples of circumstances that could be 
addressed by regulations might be where an individual feels unable to manage the 
payment themselves, or where a person knows that they are likely to lose capacity to 
manage the budget in the near future. Such matters involve a level of technical 
detail not appropriate for primary legislation. As experience with direct payments 
evolves, other patient groups, practices and procedures may be identified for which 
the regulations should be amended to provide. The negative resolution procedure is 
sufficiently flexible to enable the legislation to accommodate these. 

78. At this stage, the Department intends that regulations for each of these aspects will 
specify these as circumstances under which direct payments “may” be made to 
another person. However, in the future, the Department may want to test the use of 
direct payments on behalf of people in respect of whom payments cannot initially be 
made, for example those subject to criminal legislation. The Department may want 
to specify that this can only be where the patient has nominated someone to manage 
the direct payment on their behalf. Provision for such matters requires a level of 
technical detail not appropriate for primary legislation. Because at this stage the 
Department cannot anticipate how procedures and practice for the groups of people 
this might apply to would evolve, the negative resolution procedure is appropriate to 
allow regulations to keep up with procedures and practice. 

Section 12B(2)(c) 

Making direct payments where patient lacks capacity 

79. Section 12B(2)(c) allows for regulations to provide for direct payments to be made 
with respect to someone without capacity. “Capacity” is defined at section 
12B(2)(6)(b) by reference to its meaning in the Mental Capacity Act 2005. 
Regulations under subsection (2)(c) could allow consent for direct payments to be 
given on an individual’s behalf where the individual lacks capacity to make the 
necessary decisions about consenting to and managing a health care direct payment 
themselves. This would fulfil the requirement for consent under section 12A(4) and 
allow direct payments to be made to a suitable surrogate on the individual’s behalf. 

80. Regulations under section 12B(2)(c) could ensure that when a health care direct 
payment is made to a person other than the patient, the PCT must consider that 
certain conditions are satisfied, such as that the surrogate should act in the best 
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interests of the patient, the surrogate will be able to manage the budget and procure 
services, and they have had certain criminal record checks. This level of detail is 
suitable for secondary legislation. The existing power at section 272(8)(b) of the Act 
might assist to enable regulations under this section to include that the 
representative should consider he is suitable to receive and manage direct payments. 
The Department may require in regulations that the patient’s nominated 
representative and the PCT be satisfied with the arrangements before health care 
direct payments can begin. Again, this is a level of operational detail not appropriate 
for primary legislation. It is likely to be subject to change according to developing 
policy and practice concerning people lacking capacity. Therefore the negative 
resolution procedure is appropriate. 

81. In social care, certain aspects of the role of surrogate are set out in the primary 
legislation at section 57 of the 2001 Act. In the case of health care, the Department 
wishes to pilot direct payments. Therefore, in line with other aspects of the policy, 
the Department needs flexibility to be able to adjust the arrangements as experience 
shows is necessary. For example, it may be necessary to adjust the role of the 
surrogate to ensure that they are acting appropriately and effectively to support 
people receiving direct payments. Given changing policy about consent and 
capacity, it is appropriate to provide for such technical matter in regulations rather 
than in primary legislation, and for provision to be subject to the negative resolution 
procedure. 

Section 12B(2)(d) 

Secretary of State conditions 

82. Section 12B(2)(d) sets out that regulations can be made about conditions that must 
be complied with by the NHS organisation granting the health care direct payment 
whether on behalf of the Secretary of State or as a PCT responsible for after-care 
before, while or after making a direct payment. For example, conditions might be 
imposed in connection with the PCT assessing a patient, arranging for a patient to 
be assessed, or satisfying itself that a direct payment is appropriate in the particular 
circumstances of the case. Conditions may also include ensuring there is an agreed 
care plan and ensuring that there are proper arrangements in place for paying 
money into a secure bank account. 

83. The Department intends to impose conditions in regulations about indemnity 
cover, so that before making a direct payment for the purchase of services to meet 
an agreed care plan and where relevant, the PCT would need to be satisfied that 
there was appropriate indemnity cover. The regulations could require that either the 
individual take responsibility for checking this or the PCT itself make sure that a 
provider chosen by a patient has appropriate cover. In particular the PCT would 
have to observe its obligations to ensure that vulnerable people are protected. 

84. Provision for such matters involves a level of detail that is inappropriate for primary 
legislation. In the event of a change in practice, the Department would wish for the 
ability to amend regulations in order to allow or require better or different practice 
by NHS organisations. Negative resolution procedure therefore seems appropriate. 

Section 12B(2)(e) 

Patient or payee conditions 

85. Section 12B(2)(e) provides for regulations to be made as to conditions the patient 
or payee should comply with before, when or after a health care direct payment is 
granted. An example might be a requirement in regulations that a recipient of 
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payments open a separate bank account. Another example might be that the patient 
must agree to a care plan that sets out the agreed health outcomes, and the types of 
services to be purchased to help meet those outcomes. 

86. It may also be sensible to follow the pattern established for social care direct 
payments by preventing a patient or payee using health care direct payments to pay 
for services provided by a cohabiting relative or partner, except where a PCT is 
satisfied that this is necessary to meet a patient’s needs (see regulation 6 of the 
Community Care, Services for Carers and Children’s Services (Direct Payments) 
(England) Regulations 2003, S.I. 2003/762). 

87. During and after the making of a payment, patients would be expected to provide 
records of their spending to demonstrate that it was in line with the care plan. These 
matters involve a level of detail not appropriate for primary legislation. As evidence 
emerges from the pilot schemes, or as policy and practice around care planning 
evolves in the future, these conditions may well need to be changed to align with 
best practice, making the negative resolution procedure the most appropriate. 

Section 12B(2)(f) 

Amount 

88. Section 12B(2)(f) specifies a power to make provision as to the amount of a health 
care direct payment or how it is to be calculated. Regulations are likely to prescribe 
that the budget level should be set according to need and be sufficient to purchase 
the services. Monitoring of the direct payment (pursuant to section 12B2(i)) would 
provide the evidence necessary to justify adjusting the level of the budget as needed 
or as the costs of services changes. 

89. Currently, information about prices of the types of health services expected to be 
paid for with a direct payment is poor. Also, in some cases, pilot schemes may have 
as one of their objectives to change the types of services that are used, for example, 
they may encourage a switch from inpatient mental health care to care in the 
community, so that the actual cost of services in a new package might be rather 
different from that provided for in the initial budget. Pilot schemes are therefore 
likely to try out a range of methods for calculating an appropriate level of budget. It 
would limit their potential for innovation if the Department were to specify amounts 
or formulas in primary legislation. 

90. While experience with social care has identified some preferred methods for 
calculating such budgets, there is currently not a preferred method for calculating 
health care direct payments. However, over time, for instance through pilot 
schemes, effective methods may be identified for calculating the amount of a health 
care direct payment in particular circumstances. A flexible regulation-making power 
will mean that although initially the Department does not want to specify a 
particular method, it may become possible to specify such a method in regulations 
in future to meet particular circumstances and ensure a consistent approach. 
However even once the evidence base is strong enough to specify a given method, 
tools may change and develop, and so subjecting the regulations to affirmative 
resolution may slow the development of best practice. Therefore the negative 
resolution procedure is needed. 
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Section 12B(2)(g) 

direct paymentsTerminating health care  

ns may provide for circumstances 

 

 

er consents. 

92.  

Section 12B(2)(h)

91. New section 12B(2)(g) sets out that regulatio
when the Secretary of State may or must stop making health care direct payments. 
The Department expects regulations to specify that the Secretary of State “may” 
stop direct payments where the patient’s health is deteriorating such that it cannot 
be managed within the budget, so that the patient’s needs are managed in a more 
traditional way, with services commissioned by the PCT. The Department also 
expects regulations to specify that he “must” stop health care direct payments: 

• where the PCT finds evidence of fraudulent activity or that a direct
payment has been abused, 

• where the patient or nominated person is no longer suitable to receive
payments because they no longer fall within the conditions set out in 
regulations under section 12B(2)(b) or (c), or 

• where the individual or nominated person no long

In this matter the Department is likely to aim again to follow the lead established by
the Community Care, Services for Carers and Children’s Services (Direct 
Payments) (England) Regulations 2009, once in force. 

93. The level of detail required is inappropriate for primary legislation. The provision is 
likely to need to change, in the light of evidence from pilot schemes and evolving 
best practice even after the pilot schemes are ended. Therefore secondary legislation 
subject to the negative resolution procedure is appropriate. 

 

Repayment 

94. Section 12B(2)(h) allows regulations to prescribe circumstances in which the 

Section 12B(2)(i)

Secretary of State may or must require all or part of a health care direct payment to 
be repaid. The Department currently expects that the only circumstances where this 
will be necessary would be where there is a large underspend, or where the health 
care direct payment is being stopped. The Department intends that repayment will 
be mandatory rather than discretionary if fraudulent activity has taken place. 

95. Regulations would set out when an underspend should be retained by the patient. 
However in light of the experience of the pilot schemes such provision is likely to be 
adjusted. The level of detail required to provide for repayment or retention by a 
patient is therefore not appropriate for primary legislation. It is likely to change 
subject to evidence from pilots and experience of the application of direct payments 
in social care. This necessitates the flexibility provided by the negative resolution 
procedure. 

 

Monitoring 

96. The power at section 12B(2)(i), alone or in relation to particular schemes in 

manner. 

conjunction with the powers at section 12C(1)(a) and (b), allows provision in 
regulations for monitoring arrangements for the making of direct payments, their 
use by the payee, or the services which they are used to secure. This provision 
would help to ensure proper clinical and financial monitoring so that a PCT may be 
confident that a direct payment is being used in an appropriate and effective 
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97. The Department intends to prescribe that the overall arrangements for the making 
of direct payments to an individual should be monitored at least once a year, but 

 

nd to make any 

y require different 

provide for local discretion for more frequent monitoring where this is appropriate. 

98. Monitoring the spending of direct payments by the payee should occur on a regular 
basis, usually monthly, through receipts for services retained by the patient, bank
statements or through copies of invoices from suppliers for services. 

99. Monitoring of the services which direct payments are used to secure would also be 
required, to ensure that the agreed health outcomes are being met, a
changes to the care plan that are necessary. The focus here would be on the 
monitoring of the patient’s health, i.e. ensuring that appropriate services have been 
delivered, rather than specific monitoring of services for quality. 

100. The Department anticipates that different monitoring arrangements may be needed 
for different pilot schemes, and different patient groups ma
monitoring conditions to be set. Monitoring would need to be frequent enough to 
satisfy the PCT that health outcomes were being met. Again, these are technical 
details to do with the practicalities of administering direct payments or running a 
pilot scheme. Since the evidence from pilot schemes may well necessitate changes in 
the future, it would be inappropriate to use primary legislation. Therefore provision 
in secondary legislation is appropriate. The negative resolution procedure will allow 
the Department to update regulations in line with evolving best practice. 

New section 12B(3) 

101. Section 12B(3) would allow the Secretary of State to make regulations to govern 
 a patient has fluctuating capacity, for example where at the time of 

upon regaining capacity, minimising the disruption to their support. This 

situations where
initially being granted a direct payment, they do not have the capacity to consent. 
Such provisions could ensure that existing contracts and services could continue if a 
person gains or regains capacity, so long as they consent to the support put in place 
for them. Patients would be protected, as section 12A(1) and (4) require that a 
patient consent to payments being made for the purpose of securing provision of 
their care, resulting in a health care direct payment ending where a patient does not 
consent. 

102. Allowing direct payments to continue would prevent a patient losing their direct 
payment 
power reflects the regulation-making power in section 57 of the 2001 Act, which is 
subject to the negative resolution procedure. Provision in secondary legislation 
subject to the negative resolution procedure is also appropriate here since these 
arrangements are too detailed for primary legislation and may need to change in 
tune with best practice. 

New section 12B(4) 

103. To provide for the unlikely event that repayment to the Secretary of State or, in the 
yments for after-care to the PCT, is needed because of misuse, or 

fine the conditions in 
which a debt must be repaid to the Secretary of State, and to be able to redefine 

case of direct pa
where steps taken to obtain repayment through provision under section 12B(2)(h) 
may be unsuccessful, new section 12B(4) would allow regulations to prescribe that 
the sum owed be recoverable as a civil debt due to the Secretary of State. There is 
an equivalent regulation-making power in section 57 of the 2001 Act, regulations 
under which are subject to the negative resolution procedure. 

104. Provision in regulations subject to the negative resolution procedure seems also to 
be appropriate here. The Department wishes to be able to de
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them if pilot schemes identify best practice or find significant difficulties. However, 
this would be a question of a change in the process, rather than a change of 
principle. Hence provision would require a level of detail for which primary 
legislation is inappropriate and it would also seem disproportionate to subject 
provision under this power to an affirmative resolution procedure. 

105. In the unlikely event that using the civil process to reclaim a debt was unsuccessful, 
proceedings might be instituted under the Fraud Act 2006 and or the Theft Act 
1968. 

New section 12B(5) 

106. Section 12B(5)(a) or (b) allow regulations to prescribe circumstances in which a 
t of which a health care direct payment has been made be is 

s a service provided or arranged for by the Secretary of State or the 
relevant service in respec
to be regarded a
PCT or other relevant person. “Service” is defined at section 12B(6)(a) to include 
anything in respect of which direct payments may be made. So for example, 
although a patient might be using a mixture of health services, some of which were 
purchased using a direct payment and some of which were commissioned by a PCT, 
regulations pursuant to one or other paragraph of this subsection could clarify that 
in appropriate circumstances the patient would not be entitled to receive provision 
for a particular service both in the traditional manner and by means of direct 
payments. A similar regulation-making power is included in section 57(3)(g) of the 
2001 Act. Such provision could not appropriately be made in primary legislation. 
The negative resolution procedure applies to regulations containing provision under 
section 57(3)(g) of the 2001 Act as it does to provision pursuant to section 
12B(5)(a) or (b). 

Clause 9 (Section 12C(1)- (2)): Direct Payment pilot schemes 

Powers conferred on:   Secretary of State 

Powers exercised by:   Regulations made by statutory instrument 

Parliamentary procedure:  Negative resolution 

107. 
which health care 

ade. (6), these schemes would initially 

hen authorised by the Secretary of State under regulations pursuant to 

New section 12C(1)(a) enables regulations pursuant to section 12B to provide that 
the Secretary of State may make pilot schemes in accordance with 
direct payments may be m  Under section 12A
be the only way in which health care direct payments could be made. Section 
12C(1)(b) enables the Secretary of State to include in the regulations provision 
applicable to one or more than one pilot scheme any provision within section 
12B(2), subject to other provisions in the regulations. Each pilot scheme could 
therefore be subject to a combination of powers under section 12B and 12C(1)(a) 
and (b). 

108. The Department intends to pilot health care direct payments in a pilot programme 
involving around twenty different sites over a period of around three years. A pilot 
scheme w
section 12B and 12C(1)(a) might be operated by one or more NHS bodies acting 
together, including PCTs, Strategic Health Authorities or Special Health 
Authorities. 

109. The Department envisages that arrangements would be set out in regulations under 
section 12B and 12C(1)(a) for certain aspects of pilot schemes that would be 
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consistent among them to allow robust evaluation and review, for example sampling 
techniques, data gathering and reporting. 

110. Before approving a particular pilot scheme under regulations pursuant to section 
12B and 12C(1)(a), the Secretary of State would assure himself that the proposed 

to be identified by geographical area for 

rocesses by which a scheme may be revoked or amended, for 

l be necessary 

ost cases will be unlikely 

retary of State for an extension of the period. It is possible 

eme in regulations will offer a safeguard 

quire the pilot scheme to 

scheme came within the scope of the regulations under section 12B(2) and 
12C(1)(b). The pilot schemes would also need to conform to other provisions in 
regulations under section 12B(2)(b) to (i). 

111. In addition, the Secretary of State may wish to specify in regulations under section 
12B and 12C(2)(a) how a pilot scheme is 
example, by reference to the area of one PCT, or of several PCTs. In practice, the 
Department foresees a process whereby regulations would enable a PCT to submit a 
proposal for a given specification, and for the Secretary of State to approve the 
proposal, either as it stands, or on condition that certain changes were made to one 
or more aspects. 

112. The Department intends to prescribe in regulations under section 12B(2) and 
12C(2)(b) the p
example extended to another patient set or to different services. Changes might be 
necessary in the course of the pilot schemes, for example if a scheme is particularly 
successful and the lead PCT wishes to extend the scope to encompass an additional 
group of patients. Section 12C(2)(b) would enable the regulations to provide for 
appropriate adjustments to be made in relation to particular schemes. 

113. Since each pilot scheme is likely to look at different groups of people and services, 
the amount and variety of technical and administrative detail that wil
to describe the pilot schemes would place substantial demands on Parliamentary 
time were these to be set out in primary legislation or in regulations subject to the 
affirmative resolution procedure. While it is appropriate that there is Parliamentary 
oversight of the pilot programme, and taking into account the safeguards at section 
12C(3) and (4), a negative resolution procedure, as proposed for the other 
regulations under section 12B, would seem to balance the need for oversight 
without being overly burdensome on Parliamentary time. 

114. The Department must, in regulations under section 12B and 12C(3), require that a 
scheme specify the period for which it will run, which in m
to exceed three years. 

115. Regulations would also set out the circumstances under which a PCT or lead PCT 
could apply to the Sec
that the health benefits of direct payments for some long term health conditions 
would not be clear after three years. By way of another example, where it was clear 
that the numbers of patients, either overall or of a particular group, who had been 
recruited to the pilot scheme were too small to allow the evidence upon review to be 
conclusive, a PCT might apply (either before or after review) to be able to continue 
the pilot scheme to gather more evidence. 

116. Setting out pursuant to section 12C(2)(b) the process by which a PCT can apply for 
changes to the description of the pilot sch
against pilot schemes seeking to be extended indefinitely. 

117. Under section 12C(4), the Department must make provision in regulations about 
the criteria for review and evaluation of a scheme, or re
include such provision. This is to ensure that the pilot schemes are properly 
evaluated. 
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118. As mentioned, since each pilot scheme is likely to look at different groups of people 
and services, the amount and variety of technical and administrative detail that will 
be necessary to describe the pilot schemes would place substantial demands on 
Parliamentary time were these to be set out in primary legislation or in regulations 
subject to the affirmative resolution procedure. While it is appropriate that there is 
Parliamentary oversight of the pilot programme, a negative resolution procedure, as 
proposed for the other regulations under section 12B, would seem to balance the 
need for oversight without being overly burdensome on Parliamentary time. 

Clause 9 (Section 12C(5) and (6)(a) or (b) or (8)) 

Powers conferred on:   Secretary of State 

Powers exercised by:   Order by statutory instrument 

Parliamentary procedures:  Affirmative resolution 

119. New section 12C(5) requires that at least one pilot scheme must be reviewed before 
any decision can be made to extend provision for direct payments beyond pilot 
schemes by repealing by order under subsection (6)(a) the provision for pilot 
schemes in sections 12A(6) and section 12C(1) to (4). Similarly at least one pilot 
scheme must be reviewed before any decision can be made to amend or otherwise 
modify or repeal any provision of the NHS Act by order under subsection (6)(b), or 
to repeal by order under subsection (8) the provision made by new sections 12A, 
12B, 12C and 12D for direct payments for health care. 

120. An evaluation of a pilot scheme or schemes is necessary to determine how health 
care direct payments can be most effective in delivering health and wellbeing 
outcomes whilst remaining an appropriate use of NHS resources. Following a 
review of the evidence, the Secretary of State would make a decision as to what to 
do about health care direct payments. The primary legislation needs to 
accommodate the various options that would then be available with the minimum 
burden on Parliamentary time but with appropriate and proportionate scrutiny. The 
order making powers at new section 12C(6)(a) and (b) and (8) would provide him 
with the following options. 

121. The Secretary of State could take no action and continue to make health care direct 
payments available under pilot scheme(s), for example where the evidence indicates 
(perhaps, because the evidence for a broader roll-out is not overwhelming or it is 
not yet clear the extent to which regulations should limit the general availability of 
direct payments) that continuing to limit the making of direct payments to defined, 
time-limited schemes subject to review, possibly looking at other groups of patients, 
is the most appropriate course. An order under section 12C(6)(b) would allow any 
modification of the Act that the review had indicated was necessary or expedient to 
facilitate the making of direct payments in pilot schemes. 

122. The Secretary of State could choose to discontinue all pilot schemes, by regulations 
under new sections 12B(1), (2) and 12C(2)(b) including any necessary transitional 
provision under the powers in section 272(8) of the NHS Act, coupled with or 
followed by an order under section 12C(8) repealing sections 12A to 12D of the 
Act. This is likely to be a plausible option only where the evidence from the review 
of pilot schemes has been overwhelmingly negative. 

123. The Secretary of State could make direct payments generally available by extending 
the powers to make health care direct payments in section 12A(1) and by 
regulations under section 12A(4) by order under section 12C(5) and (6)(a) 
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repealing sections 12A(6) and 12C(1) to (4), subject to regulations under sections 
12A(4) or 12B. Before the order came into force, all pilot schemes could be 
discontinued by regulations under sections 12A, 12B and 12C(2)(b) subject to 
appropriate transitional provision in the regulations under the powers at section 
272(8) of the NHS Act. An order pursuant to section 12C(5) and (6)(b) subject to 
the safeguard at section 12C(7) would allow for any modification of the Act that 
was necessary or expedient for enabling full implementation of health care direct 
payments. 

124. It is clearly desirable that there should be Parliamentary scrutiny of any decision to 
extend the facility for direct payments generally by removing the pilot scheme 
restrictions at sections 12A(6) and 12C(1) to (4). However it would seem to be 
proportionate for the restrictions to be removed by order, subject to affirmative 
resolution, rather than by amendment by primary legislation in some future health 
bill. This would provide an appropriate balance between a timely roll-out once 
reviews were complete and the evidence available with any necessary changes to 
regulations or by order co-ordinated effectively and the opportunity for 
Parliamentary scrutiny. The amendment at paragraph 10 of Schedule 1 to section 
272(6) of the NHS Act provides for an affirmative procedure to apply to an order 
pursuant to section 12C(6) or (8). 

125. The provision for an order under section 12C(5) and (6)(b) to modify other 
provisions of the NHS Act is subject to two express safeguards. It could only be 
used after a review of one or more pilot schemes (subsection (5)) and only in 
relation to health care direct payments if necessary or expedient to facilitate the 
exercise of the powers to make such payments (subsection (7)). As provision under 
an order would change primary legislation, an affirmative resolution procedure as 
required by amended section 272(6) is necessary to ensure sufficient Parliamentary 
oversight. This power to make provision in secondary legislation rather than on the 
face of the Bill is appropriate since the Department will not know until the pilot 
schemes have been reviewed, whether and how the NHS Act might need to be 
changed. 

126. The possibility of complete withdrawal of direct payments provides an important 
form of protection for patients and the public purse. Were the evidence emerging 
from the pilot schemes that direct payments were not successful, the Department 
would be able to remove the provisions quickly, rather than wait for the next 
legislative session. Clearly Parliament should have the opportunity to debate such a 
decision. For this reason an order under section 12C(8) is subject to an affirmative 
resolution procedure. 

127. Section 12D and new clause 10 do not contain any delegated powers. 

128. Clause 11 introduces Schedule 1, which makes minor and consequential 
amendments relating to direct payments, including in the case of section 117 of the 
Mental Health Act 1983, social care direct payments. Other than by way of 
expansion of the order making power at section 246(3) of the NHS Act effected by 
the amendment made at paragraph 9 of Schedule 1, Clause 11 and Schedule 1 do 
not contain any delegated powers. 

PART 2 CHAPTER 1: TRUST SPECIAL ADMINISTRATORS FOR NHS 
BODIES IN ENGLAND 

129. Most NHS organisations deliver high-quality care, and Lord Darzi’s report High 
Quality Care For All set out ambitious plans to drive and enable further 
improvement. However, in any system that delivers services, a minority of 
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organisations will under-perform. In the vast majority of cases, the NHS 
performance regime and Monitor’s compliance framework will offer early 
interventions and support, which in turn will improve services. However, in a few 
instances, an additional process will be required where an organisation is no longer 
failing, but where it has become impossible to turn it around and it has actually 
failed. In this situation direct intervention will be needed to ensure that service 
continuity is given priority and that over time high quality local services are 
developed. 

130. Historically, failing NHS trusts have been dealt with in a relatively ad hoc way. This 
legislation provides for a regime which will ensure clarity and transparency and 
ensure that key processes are applied systematically. Consultation on a regime for 
unsustainable NHS providers, September 2008 and The regime for unsustainable NHS 
providers: response to consultation, January 2009, provide further background and set 
out more detail on the policy. 

131. Clauses 13 to 16 make provision for the appointment of “trust special 
administrators” (TSAs) for NHS trusts, de-authorised NHS foundation trusts and 
PCTs in England. The appointment of a TSA will be the final stage in the 
performance process, where earlier attempts to improve performance using existing 
powers have failed and there is no agreed local plan to improve the organisation. 

132. The clauses enable the Secretary of State to appoint, or in the case of a PCT, 
require the trust to appoint, a TSA to take control of the body for a temporary 
period, during which the TSA would be responsible for ensuring that the body 
continued to exercise its functions (e.g. in the case of an NHS trust, that it 
continued to provide services in accordance with its NHS contracts). During the 
period of appointment, the TSA will produce a report stating the action which the 
TSA recommends the Secretary of State should take in relation to the trust. The 
TSA will be obliged to consult various persons before finalising the report. The 
Secretary of State will be obliged to make a decision as to what action to take in the 
light of the final report, within 20 working days of receiving the report. In the case 
of NHS foundation trusts, it would be for Monitor to initiate the regime, by giving a 
notice to the Secretary of State in accordance with the provisions. On receiving such 
a notice, the Secretary of State would be obliged to make an order revoking the 
trust’s authorisation and appointing a TSA. A de-authorised foundation trust would 
become an NHS trust and be subject to the other provisions of the Chapter relating 
to such trusts. 

Clause 13: Trust Special Administrators: NHS trusts and NHS foundation trusts – 
New Section 65B (appointment of trust special administrator) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Order 

 Parliamentary procedure:  None 

133. New section 65B(1) confers on the Secretary of State the power to make an order to 
appoint a trust special administrator (TSA) to exercise the functions of the 
chairman and directors of an NHS trust and subsequently produce 
recommendations on the future of the organisation and services. The Secretary of 
State must be satisfied that the appointment of the TSA to the trust is in the 
interests of the health service: a TSA is only likely to be appointed after previous 
performance interventions through the new NHS performance regime or Monitor’s 
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compliance framework have been unsuccessful. The order will specify the date on 
which the appointment is to take effect. 

134. The intervention by the Secretary of State will, by its nature, be particular to an 
individual NHS trust. The power may need to be exercised promptly, in order to 
take swift action to deal with a poorly performing organisation. The provision of this 
power to the Secretary of State is proportionate with his role overseeing the regime 
and his political accountability in these exceptional circumstances. The 
Department’s view is that this order is concerned with the detailed operation and 
management of an individual NHS body. The orders do not themselves remove or 
alter the trust’s statutory power or duties. Although the administrator may make 
recommendations, a final decision in relation to the trust is taken by the Secretary of 
State, who would be able to exercise his existing powers to implement that decision. 
The procedure for the appointment order under section 65B(1) is equivalent to that 
for an order made under section 25 of, or Schedule 4 to, the Act, which establishes 
or dissolves an NHS trust, or alters its functions or constitution. The Department 
also notes that the intervention order powers under section 67 of the NHS Act are 
not subject to any Parliamentary procedure (and are not even made by statutory 
instrument). 

135. Although there is no Parliamentary procedure for the order, the Secretary of State 
will be obliged to lay the order before Parliament, in order to inform Parliament of 
the intervention. In addition, there is an obligation on Secretary of State to publish 
the name of the person appointed, to ensure transparency. 

Clause 13: Trust Special Administrators: NHS trusts and NHS foundation trusts – 
New Section 65E (de-authorisation and appointment of trust special 
administrator) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Order 

 Parliamentary procedure:  None 

136. New section 65E(1) imposes a duty on the Secretary of State to make an order for 
the NHS foundation trust to cease to be a foundation trust and making it an NHS 
trust (a process described as “de-authorisation”), where the Secretary of State 
receives a notice from “the regulator” under section 65D. “The regulator” is the 
Independent Regulator of NHS foundation trusts provided for in section 31 of the 
Act, known as “Monitor”. The order is necessary to remove foundation trust status 
from a failing trust and enable the implementation of the trust special administrator 
regime and the Secretary of State’s final decision on the future of the trust. An order 
may be made only where Monitor is satisfied that (a) the foundation trust has failed 
to comply with a notice issued to it by Monitor under section 52 of the NHS Act 
(failing NHS foundation trusts) and (b) further exercise of those powers would not 
be likely to secure the provision of services which the trust’s authorisation requires it 
to provide. 

137. The intervention by the Secretary of State will, by its nature, be particular to an 
individual NHS foundation trust. The power may need to be exercised promptly, in 
order to take swift action to deal with a poorly performing organisation. The 
provision of this power to the Secretary of State is proportionate with his role 
overseeing the regime and his political accountability in these exceptional 
circumstances. The Department’s view is that these orders are concerned with the 
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detailed operation and management of an individual NHS body. The powers 
replace, for certain NHS foundation trusts, the powers to dissolve NHS foundation 
trusts provided for in section 54 of the Act. Under section 54(7) and (8), where a 
test similar to that in new section 65D(1) is satisfied, the Secretary of State had the 
power to make an order to dissolve the trust and apply provisions of insolvency 
legislation relating to the winding up of companies. Such an order is subject to the 
negative procedure. An order under new section 65D(1), however, would not 
dissolve the trust or distribute its assets, nor would it involve the application with 
modification of provisions of other primary legislation. The Department therefore 
considers that the application of the negative procedure is not appropriate. 

138. Although there is no Parliamentary procedure for the order, the Secretary of State 
will be obliged to lay the order before Parliament, in order to inform Parliament of 
the intervention. In addition, there is an obligation on Secretary of State to publish 
the name of the person appointed, to ensure transparency. 

Clause 13: Trust Special Administrators: NHS trusts and NHS foundation trusts – 
New Section 65F (draft report) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Directions 

 Parliamentary procedure:  None 

139. New section 65F(2)(b) enables the Secretary of State to direct the TSA to consult 
any person which commission services from the NHS trust, in addition to 
consulting the local Strategic Health Authority. Who the TSA should consult at this 
stage will vary in different situations and is a matter of administrative detail which in 
the Department’s view is unnecessary on the face of the Bill. The provision enables 
the Secretary of State to specify which commissioning bodies should be consulted, 
rather than requiring all to be consulted (some may commission a very limited range 
of services and a requirement to consult them would be disproportionate). The Bill 
contains more detailed provision on who should be consulted on the draft report 
itself. 

Clause 13: Trust Special Administrators: NHS trusts and NHS foundation trusts – 
New Section 65H(7)(c) and (10) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Regulations by statutory instrument 

 Parliamentary procedure:  Negative resolution procedure 

140. New section 65H(7)(c) and (10) enable the Secretary of State to make regulations 
further detailing who the TSA should consult as part of the 30 working day 
consultation process. The power in clause 65H(7)(c) enables the Secretary of State 
to prescribe that the TSA must request a written response from Members of 
Parliament, relevant Local Involvement Networks and local authority overview and 
scrutiny committees, as specified in the regulations. In addition, clause 65H(10) 
enables the Secretary of State to require the administrator to hold meetings with or 
request written responses from other persons. The power to include these provisions 
in secondary legislation avoids too much technical and administrative detail being 
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on the face of the Bill and ensures that the Department has flexibility in responding 
to changing circumstances, for example when organisations change their name or 
structure, so that legislation can be kept up to date without requiring further 
primary legislation. The provision of this power to the Secretary of State is 
proportionate with his role overseeing the regime and his political accountability in 
these exceptional circumstances. 

Clause 13: Trust Special Administrators: NHS trusts and NHS foundation trusts – 
New Section 65J(2) (power to extend time) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Order 

 Parliamentary procedure:  None 

141. New section 65J(2) enables the Secretary of State to make an order extending any of 
the time periods for preparing the draft report, conducting the consultation or 
providing the final report. The power would be exercisable only where the Secretary 
of State considers that it would not be reasonable to expect the administrator to 
complete the relevant activity in the specified period. This order enables detailed 
administrative arrangements to be set up within the basic structures and principles 
set out in primary legislation in the Bill. The Department envisages that the power 
would be exercised in cases, for example, where the administrator fell ill, or where 
an unforeseen emergency would prevent the administrator from completing the 
report in time. The Department is not however able to predict all the circumstances 
in which it may be necessary to extend the time available and the power may have to 
be exercised promptly. As with the order to appoint the administrator, there is no 
Parliamentary procedure, although the order will be laid before Parliament after it is 
made. 

Clause 13: Trust Special Administrators: NHS trusts and NHS foundation trusts – 
New Section 65L (Trusts coming out of administration) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Order 

 Parliamentary procedure:  None 

142. New section 65L(2), which applies if the Secretary of State decides not to dissolve 
the trust, enables the Secretary of State to make an order specifying the date when 
the appointment of the TSA and the suspension of the chairman and directors of 
the trust will come to an end. Such an order would bring to an end the 
administration instituted by an order under section 65B, which itself is subject to no 
Parliamentary procedure. 

143. If the trust subject to administration is a de-authorised NHS foundation trust, new 
section 65L(4) requires the Secretary of State to make an order making provision 
for the name of the trust, the functions of the NHS trust and the number of non-
executive and executive directors. This ensures that the Secretary of State can make 
permanent provision for the trust equivalent to that which would be made in an 
order under section 25 of the Act establishing a new NHS trust. As with such 
orders, there is no Parliamentary procedure. 
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144. In the case of a de-authorised NHS foundation trust, the trust’s directors would be 
suspended but would be restored to office at the end of the period of administration. 
The constitution of the former foundation trust may mean that the number of 
remaining executive or non-executive directors of the trust is greater or less than the 
number required by the regulations governing the membership of NHS trusts (made 
under paragraph 4 of Schedule 4 to the Act) or specified by the order under section 
65L(4). Section 65L(5) therefore enables the Secretary of State to remove the 
existing directors or appoint new directors. As with the other powers in this section, 
the order would not be subject to any Parliamentary procedure. The Department 
notes that regulations under paragraph 4 of Schedule 4 confer on the Secretary of 
State powers to appoint or remove NHS directors which are exercisable without the 
making of any order. 

145. The provision of this power to the Secretary of State is proportionate with his role 
overseeing the regime and his political accountability in these exceptional 
circumstances. This order enables detailed administrative arrangements to be set up 
within the basic structures and principles set out in primary legislation in the Bill. 

Clause 14 and Schedule 1 : De-authorised NHS foundation trusts – New Schedule 
10A, paragraph 8(3) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Directions 

 Parliamentary procedure:  None 

146. Schedule 10A makes provision for the cases where an NHS foundation trust is de-
authorised by the Secretary of State by order under new clause 65E. The effect of 
de-authorisation is that, subject to the provisions of Schedule 10A, the trust 
becomes an NHS trust subject to the provisions of the Act relating to such bodies, 
rather than an NHS foundation trust. De-authorisation may occur part way through 
the year and paragraph 8(3) of Schedule 10A enables the Secretary of State, by way 
of directions, to make provision so that the trust is able to complete the current 
year’s accounts in the format required by Monitor for NHS foundation trusts. This 
would enable the Secretary of State to remove an administrative burden, while 
ensuring that proper reporting of the trust’s financial position continues. The 
directions relate to administrative matters and therefore directions, not subject to 
Parliamentary procedure, are appropriate. This is similar to other directions under 
the Act in relation to trust accounts (see paragraphs 2 and 3 of Schedule 15). 

Clause 15: Trust Special Administrators: Primary Care Trusts – New Section 65P 
(appointment of special administrator) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Directions 

 Parliamentary procedure:  None 

147. New section 65P(1) enables the Secretary of State to direct a PCT to appoint a 
TSA to exercise “provider functions” of the PCT, who will also produce 
recommendations on the future of the function. The directions will specify which 
functions the TSA will exercise, and the extent to which the TSA will exercise them, 
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the date when the appointment is to take effect and the name of the person 
appointed. The directions therefore make similar provision to the order-making 
powers for NHS trusts and NHS foundation trusts (new sections 65B and 65E). 
But different provisions are required as the TSA is to be appointed only in relation 
to the functions of the trust which consist of the provision of services. The 
administration regime is intended to be used only for bodies providing services, and 
is not to apply to the commissioning of services by PCTs. As with NHS trusts, the 
Secretary of State must be satisfied that the appointment of the TSA to the trust is 
in the interests of the health service and a TSA is only likely to be appointed after 
previous performance interventions have been unsuccessful. The provision of this 
power to the Secretary of State is proportionate with his role overseeing the regime 
and his political accountability in these exceptional circumstances. 

148. For the reasons given above, no Parliamentary procedure is appropriate. Directions 
rather than an order are appropriate, as more detailed provision may be necessary in 
order to specify which functions of the PCT are to be subject to the regime. The use 
of directions is also consistent with sections 7 and 8 of the National Health Service 
Act 2006, which enable the Secretary of State to direct PCTs to exercise his 
functions and to direct PCTs about the exercise of any of their functions. The 
power is, by its nature, exercisable in relation to an individual PCT and must be 
flexible to cater for different circumstances. 

Clause 15: Trust Special Administrators: Primary Care Trusts – New Section 65R 
(draft report) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Directions 

 Parliamentary procedure:  None 

149. New section 65R(2)(b) enables the Secretary of State to direct the TSA to consult 
persons which commission services from the PCT, in addition to consulting the 
local Strategic Health Authority,. Who the TSA should consult is likely to vary in 
different circumstances and is a matter of administrative detail which in the 
Department’s view is unnecessary on the face of the Bill. The provision is equivalent 
to new clause 65F for NHS trusts and NHS foundation trusts and the same 
reasoning applies. 

Clause 15: Trust Special Administrators: Primary Care Trusts – New Section 65T 
(consultation requirements) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Regulations by statutory instrument 

 Parliamentary procedure:  Negative resolution 

150. New section 65T enables the Secretary of State to direct that the TSA should seek a 
written response from any of the persons named in section 65H(8). The Secretary 
of State can also direct the TSA to request a written response from, or meet with, 
any other person. The provision is equivalent to new clause 65H for NHS trusts and 
NHS foundation trusts and the same reasoning applies. 
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Clause 15: Trust Special Administrators: Primary Care Trusts – New Section 65V 
(power to extend time) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Order 

 Parliamentary procedure:  None 

151. New section 65V(2) enables the Secretary of State to make an order extending any 
of the time periods for preparing the draft report, conducting the consultation or 
providing the final report. The provision is equivalent to new section 65J for NHS 
trusts and NHS foundation trusts and the same reasoning applies. 

Clause 15: Trust Special Administrators: Primary Care Trusts – New Section 65X 
(removal of trust special administrator) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Directions 

 Parliamentary procedure:  None 

152. New section 65X enables the Secretary of State to direct the PCT and the TSA, 
requiring that the TSA is removed with effect from a specified day. The provision of 
this power to the Secretary of State is proportionate with his role overseeing the 
regime and his political accountability in these exceptional circumstances. As the 
appointment of the administrator and provisions regarding the exercise of functions 
are to be specified in directions, it is appropriate for removal of the administrator to 
be exercisable by direction. The power is, by its nature, exercisable in relation to an 
individual PCT and must be flexible to cater for different circumstances. 

Clause 15: Trust Special Administrators: Primary Care Trusts – New Section 65Z 
(Secretary of State’s direction to trust special administrators) 

Powers conferred on:   Secretary of State 

 Power exercised by:   Directions 

 Parliamentary procedure:  None 

153. Section 65Z enables the Secretary of State to direct the TSA about the exercise of 
functions which are exercisable by the TSA during the period of the TSA’s control – 
in particular how the TSA carries out the PCT’s provider functions. The provision 
of this power to the Secretary of State is proportionate with his role overseeing the 
regime and his political accountability in these exceptional circumstances. Providing 
these details in regulations will avoid too much technical and administrative detail 
being on the face of the Bill and will ensure that there is flexibility to respond to 
different circumstances. The power would enable the Secretary of State to limit the 
TSA’s role to the PCT’s provider activity and ensure that, for example, the TSA 
could be prevented from divesting the PCT’s provider arm before the end of 
administration and the Secretary of State’s final decision. The power is, by its 
nature, exercisable in relation to an individual PCT and must be flexible to cater for 
different circumstances. 
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PART 2, Chapter 2: NHS AND OTHER HEALTH APPOINTMENTS: 
SUSPENSION 

154. Clause 17 of Chapter 2, Part 2 of the Bill introduces Schedule 3 to the Bill 
containing amendments to enactments, including some containing delegated 
powers, to provide powers to enable suspension of chairs, vice-chairs or members of 
Strategic Health Authorities, Special Health Authorities and other health bodies 
established in legislation. Similar procedures have already been put in place for 
Primary Care Trusts and NHS trusts through secondary legislation. 

155. The new powers to suspend allow for a more flexible approach whilst investigations 
take place. Where the powers are given to the Secretary of State the powers could be 
delegated to the Appointments Commission. This would fulfil a commitment in 
“Developing the NHS Performance Regime3“ to strengthen the way that the health care 
system not only supports leaders but also holds people to account when they fail to 
meet the requirements of public office. 

156. Developing the Performance Regime is designed to afford greater transparency and 
consistency across the NHS in relation to identifying underperformance; 
interventions to address turnaround; and managing failure. Suspension powers will 
enable a situation to be investigated before a decision is taken to terminate an 
appointment or revoke suspension. 

Clause 17: NHS and other health appointments: suspension 

157. Clause 17 gives effect to the provisions for amendments of legislation at Schedule 3. 

Schedule 3: NHS and Other Health Appointments: Suspension 

Medicines Act 1968 (c.67) 

Paragraph 1 of Schedule 3 

Powers conferred on:   The Ministers. By section 1 “the Ministers” means the 
Department of Health, Social Services and Public Safety 
in Northern Ireland (DHSSPS) and, in the case of 
anything failing to be done by the Ministers, means those 
Ministers acting jointly 

Power exercised by:   Regulations by statutory instrument (see section 129(2) 
of the 1968 Act (orders and regulations) 

Parliamentary procedure:  Negative resolution (see section 129(3) of the 1968 Act) 

158. Paragraph 1(3) of Schedule 3 inserts sub-paragraph (2) into paragraph 6 of 
Schedule 1A to the Medicines Act 1968 (the 1968 Act). The sub-paragraph enables 
the Ministers by regulations to deal with ancillary details associated with the terms 
on which members of the bodies established under the 1968 Act shall hold and 
vacate office. 

                                                                                                                                     
3 Department of Health (2008). Developing an NHS Performance Regime, Department of Health, London. 

Available at: 
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_0852
15 

http://www.dh.gov.uk/en/Publications
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159. The powers to enable the Ministers to make ancillary provision might be used to 
provide in regulations for the Ministers to be able to suspend and appoint an 
interim chair of an Advisory Body or Expert Advisory Group where the Ministers 
have made the appointment. The powers could also be used to make provision in 
regulations about suspension and appointment of interim chairs where an Advisory 
Body or Bodies is responsible for the appointment of a chairman of an Expert 
Advisory Group. They are consistent with similar regulation-making powers in other 
enactments in which health bodies are established such as the Health Act 2006 or 
the NHS Act. The power has been left to delegated legislation to avoid placing too 
much technical and administrative detail on the face of the bill. 

160. The negative resolution procedure is appropriate as the matters to be covered by the 
legislation are of a level of detail insufficiently important to allocate for debate by 
both Houses of Parliament. The procedure is the same as that for the terms for 
which the regulation-making powers at paragraph 6 provide. 

Health Protection Agency Act 2004 (c. 17) 

Paragraph 5(3) of Schedule 3 

Power conferred on:   Secretary of State 

Power exercised by:   Regulations by statutory instrument (see paragraph 
29(1) of Schedule 1 to the 2004 Act (regulations)) 

Parliamentary procedure:  Negative resolution procedure 

161. Paragraph 5(3) of Schedule 3 inserts sub-paragraph (5A) into paragraph 1 of 
Schedule 1 to the Health Protection Agency Act 2004 (the 2004 Act). The sub-
paragraph enables the Secretary of State by regulations to provide that where the 
chairman of the Agency is suspended, if the Secretary of State so directs, the 
appointment of deputy chairman ceases to have effect during the suspension, and 
the Secretary of State may appoint another non-executive member to be deputy 
chairman of the Agency. 

162. The power is needed to be able to make provision in regulations to ensure that 
where a chairman is unable to act and a deputy chair would act in the place of the 
chairman, there is power to suspend the deputy chairman also. The power has been 
left to delegated legislation to avoid too much technical and administrative detail 
appearing on the face of the Bill. 

163. The negative resolution procedure is appropriate as the matter to be covered by the 
legislation is of a level of detail insufficiently important to allocate for debate by both 
Houses of Parliament. The procedure is consistent with the procedure for the other 
matters relating to the Agency for which regulation-making powers are provided in 
Schedule 1 to the 2004 Act. 
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Paragraph 6 of Schedule 3 

Power conferred on:   Secretary of State 

Power exercised by:   Regulations by statutory instrument (see paragraph 
29(1) of Schedule 1 to the 2004 Act (regulations)) 

Parliamentary procedure:  Negative resolution procedure 

164. Paragraph 6 of Schedule 3 inserts sub-paragraph (3) into paragraph 29 of Schedule 
1 to the 2004 Act. The sub-paragraph enables regulations under powers in Schedule 
1 to include ancillary provision to better provide for ancillary circumstances where 
the regulation-making powers are exercised. 

165. The powers for ancillary provision might be used to provide in regulations for 
appointment by a devolved authority of an interim member where regulations 
provide for a member appointed by a devolved authority to suspend a member it has 
appointed. The powers are consistent with similar regulation-making powers in 
other enactments in which health bodies are established such as the Health Act 
2006 or the NHS Act. They avoid placing inappropriate technical and 
administrative detail on the face of the Bill. 

166. The negative resolution procedure ensures flexibility in responding to differing or 
changing circumstances and allows for detailed administrative arrangements to be 
set up and kept up to date without the necessity for affirmative Parliamentary 
debate. The procedure is consistent with the procedure for the other matters 
relating to the Agency for which regulation-making powers are provided in Schedule 
1 to the 2004 Act. 

Health Act 2006 (c. 28) 

Paragraph 8(3) of Schedule 3 

Powers conferred on:   Secretary of State (see section 71 of the 2006 Act) 

Power exercised by:   Regulations by statutory instrument (see section 79(1) of 
the 2006 Act) 

Parliamentary procedure:  Negative resolution procedure 

167. Paragraph 8(3) of Schedule 3 inserts sub-paragraph (2) into paragraph 6 of 
Schedule 4 to the Health Act 2006 (the Appointments Commission: 
supplementary) (the 2006 Act). Sub-paragraph (2) contains a regulation-making 
power to enable the Secretary of State to provide for what is to happen in respect of 
the office of vice-chairman if the chairman of the Commission is suspended. Sub-
paragraph (2) enables regulations to provide that if the Secretary of State so directs, 
the appointment of the vice-chairman ceases to have effect during the suspension, 
and the Secretary of State may appoint another non-executive member as vice-
chairman. 

168. The power to be able to make provision in regulations to enable the Secretary of 
State to provide for appointment of another vice-chairman if the chairman is 
suspended is needed to ensure that where a chairman is unable to act and a vice-
chairman would act in the place of the chairman, regulations can provide also for 
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suspension of the vice-chairman. The matter has been left to delegated legislation to 
avoid too much technical and administrative detail appearing on the face of the Bill. 

169. The negative resolution procedure is appropriate to allow detailed administrative 
arrangements of this sort to be set up. It is consistent with the procedure for other 
regulation-making powers in Schedule 4. 

National Health Service Act 2006 (c. 41) 

Paragraph 10 of Schedule 3 

Powers conferred on:   Secretary of State (see section 275 of the NHS Act) 

Power exercised by:   Regulations by statutory instrument (see section 272(2) 
of the NHS Act) 

Parliamentary procedure:  Negative resolution procedure 

170. Paragraph 10 of Schedule 3 inserts replacement sub-paragraph (d) into paragraph 9 
of Schedule 2 to the National Health Service Act 2006 (the NHS Act) (Strategic 
Health Authorities). Sub-paragraph (d) enables regulations under paragraph 9 of 
the Schedule to provide for circumstances in which the chairman, vice-chairman or 
any member may be suspended from office. 

171. The power to enable the Secretary of State to provide in regulations for 
circumstances in which the chairman, vice-chairman or any member may be 
suspended from office is needed to ensure that the Secretary of State may suspend 
an individual while he considers whether to remove them from office. Consistently 
with other matters relating to Strategic Health Authorities of this nature, the matter 
has been left to delegated legislation to avoid too much technical and administrative 
detail appearing on the face of the Bill. 

172. The negative resolution procedure is appropriate for detailed administrative 
arrangements of this sort. The negative resolution procedure enables the legislation 
to be more easily adjusted to respond to differing or changing circumstances. The 
procedure is consistent with the procedure for other regulation-making powers in 
Schedule 2. 

Paragraph 11 of Schedule 3 

Powers conferred on:   Secretary of State (see section 275 of the NHS Act) 

Power exercised by:   Regulations by statutory instrument (see section 272(2) 
of the NHS Act) 

Parliamentary procedure:  Negative resolution procedure 

173. Paragraph 11 of Schedule 3 inserts replacement sub-paragraph (d) into paragraph 5 
of Schedule 6 to the NHS Act (Special Health Authorities). Sub-paragraph (d) 
enables regulations under paragraph 5 of the Schedule to provide for the 
circumstances in which the chairman, vice-chairman or any member may be 
suspended from office. 

174. The power to enable the Secretary of State to provide in regulations for 
circumstances in which the chairman, vice-chairman or any member may be 
suspended from office is needed to ensure the Secretary of State may suspend an 
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individual while he considers whether to remove them from office. Consistently with 
other matters relating to Special Health Authorities of this nature, the Secretary of 
State may suspend the individual while he considers whether to remove them from 
office. The matter has been left to delegated legislation to avoid too much technical 
and administrative detail appearing on the face of the Bill. 

175. The negative resolution procedure is appropriate for detailed administrative 
arrangements of this sort. The negative resolution procedure enables the legislation 
to be more easily adjusted to respond to differing or changing circumstances. The 
procedure is consistent with the procedure for other regulation-making powers in 
Schedule 6. 

Paragraph 13(2) of Schedule 3 

Powers conferred on:   Secretary of State (see section 275 of the NHS Act) 

Power exercised by:   Regulations by statutory instrument (see section 272(2) 
of the NHS Act) 

Parliamentary procedure:  Negative resolution procedure 

176. Paragraph 13(2) of Schedule 3 inserts the words “including removal or suspension 
from office” after “office” into paragraph 1(b) of Schedule 19 (further provision 
about standing advisory committees). Paragraph 13(2) makes it clear that the 
existing provisions about terms of office include suspension from office. 

177. The existing power to enable the Secretary of State to provide in regulations for a 
member to be suspended from office is needed to ensure that the Secretary of State 
may suspend an individual while he considers whether the office should be vacated. 
The matter has been left to delegated legislation to avoid too much technical and 
administrative detail appearing on the face of the Bill. 

178. The negative resolution procedure is appropriate for detailed administrative 
arrangements of this sort. The negative resolution procedure enables the legislation 
to be more easily adjusted to respond to differing or changing circumstances. The 
procedure is consistent with the procedure for other regulation-making powers in 
paragraph 1 of Schedule 19. 

Paragraph 13(3) of Schedule 3 

Powers conferred on:   Secretary of State (see section 275 of the NHS Act) 

Power exercised by:   Regulations by statutory instrument (see section 272(2) 
of the NHS Act) 

Parliamentary procedure:  Negative resolution procedure 

179. Paragraph 13(3) of Schedule 3 inserts new paragraph 5A into Schedule 19 to the 
NHS Act (further provision about standing advisory committees). Paragraph 5A 
enables regulations to be made under powers in Schedule 19 for the appointment of 
an interim chairman if the chairman of a standing advisory committee is removed or 
suspended from office. 

180. The power to enable the Secretary of State to provide in regulations for the 
appointment of an interim chairman if the chairman has been removed or 
suspended is needed to ensure that where an elected chairman is unable to act, 
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there is power for the Secretary of State to appoint an interim chairman for the 
duration of the suspension or until such time as a new chair is elected. The matter 
has been left to delegated legislation to avoid too much technical and administrative 
detail appearing on the face of the Bill. 

181. The negative resolution procedure is appropriate for detailed administrative 
arrangements of this sort. The negative resolution procedure enables the legislation 
to be more easily adjusted to respond to differing or changing circumstances. The 
procedure is consistent with the procedure for other regulation-making powers in 
Schedule 19. 

National Health Service (Wales) Act 2006 (c. 42) 

Paragraph 16(3) 

Powers conferred on:   Welsh Ministers 

Power exercised by:   Regulations (see section 203(2) of the NHS (Wales) 
Act) 

Parliamentary procedure:  Negative resolution procedure 

182. Paragraph 16(3) of Schedule 3 inserts new paragraph 2A into Schedule 10 to the 
National Health Service (Wales) Act 2006 (the NHS (Wales) Act) (further 
provision about community health councils). Paragraph 2A enables regulations 
under powers in Schedule 10 for the Welsh Minister to appoint a member of the 
Council to chair the Council on an interim basis if the elected chair of a Council is 
removed or suspended from office. 

183. The power to enable the Welsh Minister to provide in regulations for the 
appointment of an interim chairman if the chairman has been removed or 
suspended is needed to ensure that where a chairman is unable to act there is a 
power to appoint another member of the Council to chair the Council during the 
period of the Chair’s suspension. The matter has been left to delegated legislation to 
avoid too much technical and administrative detail appearing on the face of the Bill. 

184. The negative resolution procedure is appropriate for detailed administrative 
arrangements of this sort. The negative resolution procedure enables the legislation 
to be more easily adjusted to respond to differing or changing circumstances. The 
procedure is consistent with the procedure for other regulation-making powers in 
Schedule 10. 

Paragraph 17(3) of Schedule 3 

Powers conferred on:   Welsh Ministers 

Power exercised by:   Regulations (see section 203(2) of the NHS (Wales) 
Act) 

Parliamentary procedure:  Negative resolution procedure 

185. Paragraph 17(3) of Schedule 3 inserts new paragraph 5A into Schedule 13 to the 
NHS (Wales) Act (further provision about standing advisory committees). 
Paragraph 5A enables regulations under powers in Schedule 13 for the Welsh 
Minister to appoint a member of a standing advisory committee to chair the 
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Committee on an interim basis if the elected chair of a Committee is removed or 
suspended from office. 

186. The power to enable the Welsh Minister to provide in regulations for the 
appointment of an interim chairman if the chairman has been removed or 
suspended is needed to ensure that where a chairman is unable to act there is a 
power to appoint another member of the Committee to chair the Council during the 
period of the Chair’s suspension. The matter has been left to delegated legislation to 
avoid too much technical and administrative detail appearing on the face of the Bill. 

187. The negative resolution procedure is appropriate for detailed administrative 
arrangements of this sort. The negative resolution procedure enables the legislation 
to be more easily adjusted to respond to differing or changing circumstances. The 
procedure is consistent with the procedure for other regulation-making powers in 
Schedule 13. 

PART 3: MISCELLANEOUS 

CLAUSES 18 TO 22: TOBACCO 

188. Part 3 amends the Tobacco Advertising and Promotion Act 2002 (“the 2002 Act”), 
the Children and Young Persons (Protection from Tobacco) Act 1991 (“the 1991 
Act”) and the Children and Young Persons (Protection from Tobacco) (Northern 
Ireland) Order 1991 (“the 1991 (NI) Order”), to provide for the adoption of further 
measures to protect children and young persons (and others) from tobacco. The Bill 
amends the 2002 Act to prohibit the display of tobacco products in England and 
Wales. It provides powers for the Secretary of State (in relation to England), the 
Welsh Ministers (in relation to Wales) and the Department of Health, Social 
Services and Public Safety in Northern Ireland (DHSSPSNI) (in relation to 
Northern Ireland) to grant exclusions from such prohibition. The Bill also 
introduces new powers for the Secretary of State, the Welsh Ministers and 
DHSSPSNI to prohibit, or impose requirements in relation to, the sale of tobacco 
products from vending machines in England, Wales and Northern Ireland 
respectively. 

Clause 18: Prohibition of advertising: exclusion for specialist tobacconists 

Powers conferred on:   Secretary of State in relation to England, the Welsh 
Ministers in relation to Wales and DHSSPSNI in 
relation to Northern Ireland 

Power exercised by:   Regulations by statutory instrument or, in relation to 
Northern Ireland, by statutory rule 

Parliamentary procedure:  Negative resolution 

189. Section 2(1) (prohibition of tobacco advertising) of the 2002 Act lays down a 
general prohibition on the publication of tobacco advertisements (advertisements 
whose purpose or effect is to promote a tobacco product). Section 6(1) (specialist 
tobacconists) of the 2002 Act provides an exclusion from this general prohibition for 
‘specialist tobacconists’. Paragraph 3(2) of Schedule 4 amends section 6(1) of the 
2002 Act to limit its application to Scotland and clause 18 inserts a new subsection 
(A1) into section 6. Instead of laying down an exclusion for specialist tobacconists 
from the general prohibition on tobacco advertising, this new subsection gives the 
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Secretary of State, the Welsh Ministers and DHSSPSNI power by regulations to 
provide for such an exclusion. 

190. These amendments would give the Secretary of State, the Welsh Ministers and 
DHSSPSNI power to decide whether or not there should be an exclusion to the 
general prohibition on advertising for specialist tobacconists. 

191. Regulations made by the Secretary of State, the Welsh Ministers or DHSSPSNI 
under this proposed new power will be subject to the negative resolution procedure 
before Parliament, the Welsh Assembly, or the Northern Ireland Assembly (as the 
case may be). The negative procedure is in line with existing powers under section 
4(3) of the 2002 Act to grant certain exclusions from the general prohibition on 
tobacco advertising. 

Clause 19: Prohibition of tobacco displays etc. 

Powers conferred on:   Secretary of State in relation to England, the Welsh 
Ministers in relation to Wales and DHSSPSNI in 
relation to Northern Ireland (new sections 7A to 7C of 
the 2002 Act) and on the Secretary of State (new section 
7D of the 2002 Act) 

Power exercised by:   Regulations by statutory instrument or, in relation to 
Northern Ireland, by statutory rule. 

Parliamentary procedure:  Negative resolution (new sections 7A and 7B of the 2002 
Act) and affirmative resolution (new sections 7C and 7D 
of the 2002 Act) 

192. Section 8 (displays) of the 2002 Act makes it an offence for a person, in the course 
of a business, to display tobacco products or their prices in a place, or on a website, 
where tobacco products are offered for sale if the display does not comply with any 
requirements specified by the appropriate Minister4 in regulations. Paragraph 4(2) 
of Schedule 4 amends section 8 of the 2002 Act to limit its application to Scotland 
and clause 19 inserts a new section 7A (prohibition of tobacco displays) into the 
2002 Act, subsection (1) of which would make it an offence to display tobacco 
products in a place in England ,Wales and Northern Ireland. New section 7A(2) 
and (3) provide that the appropriate Minister may by regulations: provide for the 
meaning of “place” for the purposes of this prohibition; and, make provision for a 
display which also amounts to an advertisement to be treated as a display or as an 
advertisement for the purposes of the 2002 Act. 

193. Clause 19 also inserts a new section 7B (tobacco displays: exclusions and defence) 
into the 2002 Act. This proposed new section grants exclusions from this general 
prohibition and gives a power to the Secretary of State, in relation to England, the 
Welsh Ministers, in relation to Wales, and DHSSPSNI, in relation to Northern 
Ireland, to provide for exclusions for displays which meet specified requirements 
(see subsection (3)). 

194. Evidence shows that displays of tobacco products are a major source of promotion 
of smoking to young people in the UK. They can be particularly appealing to 
children and young persons as a result of their physical location, such as by 

                                                                                                                                     
4 Section 21(1) of the 2002 Act currently defines the “appropriate Minister” as the Secretary of State in 

relation to England, Wales and Northern Ireland, and the Scottish Ministers in relation to Scotland.  
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confectionary, and their overall colourful, eye-catching appearance. They also make 
it more difficult for those trying to stop smoking as they prompt impulse purchases. 
For reasons such as these, a number of other jurisdictions have removed point of 
sale display. However, it may be appropriate to provide for certain limited 
exclusions to the proposed general prohibition on display, for example for specialist 
tobacconists (whose main trade is in tobacco products and who are rarely accessed 
by young people). 

195. The powers to make regulations under new section 7A(2) and (3) are intended 
merely for the purpose of providing for the meaning of “place” for the purposes of 
the new section 7A(1) prohibition (if this power is not exercised the prohibition will 
apply to any place in England, Wales and Northern Ireland), as well as whether a 
display which also amounts to an advertisement is to be treated as a display or as an 
advertisement under the 2002 Act. The negative resolution procedure is therefore 
appropriate for regulations made under these powers. As for the power to grant 
exclusions under the new section 7B(3) of the 2002 Act, the negative resolution 
procedure is in line with the procedure which applies to regulations made under the 
existing power in section 4(3) of the 2002 Act to grant exclusions from the general 
prohibition on tobacco advertising. 

196. Clause 19 also inserts new sections 7C (displays: prices of tobacco products) and 
7D (displays on a website) into the 2002 Act. These new sections would replicate, 
in relation to England, Wales and Northern Ireland, the Secretary of State’s existing 
powers in section 8 of the 2002 Act for the appropriate Minister to impose 
requirements in relation to the display of prices of tobacco products in a place and 
the display of such products and their prices on a website. The power to impose 
requirements in relation to the display of prices under the new section 7C in relation 
to Wales will however be transferred to the Welsh Ministers, and in relation to 
Northern Ireland, will be transferred to DHSSPSNI. 

197. In line with section 8 of the 2002 Act, the power to impose such requirements by 
regulations under new sections 7C and 7D will be subject to the affirmative 
resolution procedure. 

Clause 20: power to prohibit or restrict sales from vending machines 

Powers conferred on:   Secretary of State in relation to England and, the Welsh 
Ministers in relation to Wales 

Power exercised by:   Regulations by statutory instrument 

Parliamentary procedure:  Affirmative resolution 

198. Clause 20 inserts a new section 3A into the 1991 Act, which gives to the Secretary 
of State, in relation to England, and the Welsh Ministers, in relation to Wales, 
power by regulations to prohibit, or otherwise impose requirements in relation to, 
the sale of tobacco from vending machines. 

199. Figures for England show that vending machines represent 1% of the adult cigarette 
purchasing market, and approximately 17% of cigarettes bought by people aged 11 
to 15 years (the minimum age of sale is currently 18 years). Reports from Trading 
Standards show that 41% of test purchases on vending machines are failed – ie: 
children under the age of 18 were able to purchase cigarettes. This is by far the 
highest failure rate for sources of cigarettes for underage smokers, as compared to, 
for instance, corner-shops and supermarkets. The intention is to use these proposed 
new powers to reduce the availability of cigarettes to those who are under-age. 
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200. The Department considers it appropriate to provide for these powers to be exercised 
by regulations to provide flexibility for a range of measures to be adopted on a 
staged basis to reduce the availability of cigarettes to children and young persons 
from vending machines. Such measures could relate to either the location of the 
machine (for example, for it to be located within sight of the individual managing or 
running the premises where it is used), or the way in which it is operated (for 
example, age-restricting operational requirements). Alternatively, if such measures 
were not considered effective a prohibition could be placed on the sale of tobacco 
products from vending machines. Leaving the power to regulations would also 
enable further consultation to take place and for further consideration to be given to 
the cost effectiveness of different types of restrictions which could be imposed. 

201. The proposed new section 3A(3) provides power for regulations to make provision 
as to the persons who are liable in the case of any breach of a prohibition or 
requirement. This flexibility is required because those liable may depend on the type 
of requirement, or whether there is a prohibition, imposed. For example, where the 
requirement relates to the operation of a vending machine (such as bar staff 
supplying a special token), the owner or occupier of the premises may be the 
appropriate persons liable for a breach of the requirement. Alternatively, where the 
requirement relates to the location of the machine, it may also be appropriate to 
make the supplier of the machine (who in practice often has a say in where their 
machine is located) liable for a breach of the requirement. 

202. Regulations made by the Secretary of State or the Welsh Ministers under this 
proposed new power will be subject to the affirmative resolution procedure before 
Parliament or the National Assembly for Wales respectively. The affirmative 
procedure is in line with existing powers under section 8 of the 2002 Act to impose 
requirements on the display of tobacco products. 

Clause 21: power to prohibit or restrict sales from vending machines: Northern 
Ireland 

Powers conferred on:   DHSSPSNI in relation to Northern Ireland 

Power exercised by:   Regulations by statutory rule 

Parliamentary procedure:  Affirmative resolution 

203. Clause 21 inserts a new article 4A into the 1991 (NI) Order, which gives to 
DHSSPSNI, in relation to Northern Ireland, power by regulations to prohibit, or 
otherwise impose requirements in relation to, the sale of tobacco from vending 
machines. 

204. Whilst figures for Northern Ireland are not available, figures for England show that 
vending machines represent 1% of the adult cigarette purchasing market, and 
approximately 17% of cigarettes bought by people aged 11 to 15 years (the 
minimum age of sale is currently 18 years). Reports from Trading Standards show 
that 41% of test purchases on vending machines are failed – ie: children under the 
age of 18 were able to purchase cigarettes. This is by far the highest failure rate for 
sources of cigarettes for underage smokers, as compared to, for instance, corner-
shops and supermarkets. The intention is to use these proposed new powers to 
reduce the availability of cigarettes to those who are under-age. 

205. The Department considers it appropriate to provide for these powers to be exercised 
by regulations to provide flexibility for a range of measures to be adopted on a 
staged basis to reduce the availability of cigarettes to children and young persons 
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from vending machines. Such measures could relate to either the location of the 
machine (for example, for it to be located within sight of the individual managing or 
running the premises), or the way in which it is operated (for example, age-
restricting operational requirements). Alternatively, if such measures were not 
considered effective a prohibition could be placed on the sale of tobacco products 
from vending machines. Leaving the power to regulations would also enable further 
consultation to take place and for further consideration to be given to the cost 
effectiveness of different types of restrictions which could be imposed. 

206. The proposed new article 4A(3) provides power for regulations to make provision as 
to the persons who are liable in the case of any breach of a prohibition or 
requirement. This flexibility is required because those liable may depend on the type 
of requirement, or whether there is a prohibition, imposed. For example, where the 
requirement relates to the operation of a vending machine (such as bar staff 
supplying a special token), the owner or occupier of the premises may be the 
appropriate persons liable for a breach of the requirement. Alternatively, where the 
requirement relates to the location of the machine, it may also be appropriate to 
make the supplier of the machine (who in practice often has a say in where their 
machine is located) liable for a breach of the requirement. 

207. Regulations made by DHSSPSNI under this proposed new power will be subject to 
the affirmative resolution procedure before the Northern Ireland Assembly. The 
affirmative procedure is in line with existing powers of the Secretary of State under 
section 8 of the 2002 Act to impose requirements on the display of tobacco 
products. 

CLAUSES 23 TO 27: PHARMACEUTICAL SERVICES IN ENGLAND 

208. Part 3 makes amendments and introduces new provisions to Chapter 1 of Part 7 of 
the NHS Act 2006 (“the 2006 Act”) concerning the provision of NHS 
pharmaceutical services, to Chapter 3 of that Act concerning the provision of Local 
Pharmaceutical Services and introduces a new Chapter 5A. 

209. The main purpose of the measures is threefold. The first main purpose has two 
elements. The Bill provides new powers to impose a duty on PCTs to carry out an 
assessment of the needs of people in their area for NHS pharmaceutical services. 
Known as pharmaceutical needs assessments (PNAs), PCTs will be required to 
publish their assessments. The Bill enables the Secretary of State to determine the 
content of PNAs and creates a regulation-making power which will enable the 
Secretary of State to specify when and in what circumstances the published PNA 
must be reviewed. 

210. The Bill then goes on to amend the current provisions governing entry to a PCT’s 
pharmaceutical list for applicants who wish to provide NHS pharmaceutical services 
(or who wish to change their listing once admitted). The new arrangements will 
enable, through regulations, PCTs to determine whether a new prospective provider 
will be admitted to a PCT’s pharmaceutical list (or amend an existing listing) 
against their PNA. Only those pharmacies that are on a PCT’s pharmaceutical list 
may provide NHS pharmaceutical services. The new test will be a two part test. A 
PCT must grant an application where the first part of the new test is satisfied and 
may do so where the second part of the new test is satisfied. The Bill gives the 
Secretary of State the power to specify in regulations any matters that a PCT must 
take into account in making their decision. 

211. The second main purpose is that the Bill introduces a power for the Secretary of 
State through regulations to enable PCTs to issue remedial notices or to withhold 
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payments as part of action to secure quality pharmaceutical services and to manage 
performance. This will give PCTs new powers and discretions in respect of 
appropriate action to address poor performance and poor services. 

212. The third main purpose is that the Bill amends existing legislation so that the 
Secretary of State may authorise PCTs to provide local pharmaceutical services 
themselves in prescribed circumstances such as an emergency or where there is no 
suitable alternative provider. Local Pharmaceutical Services are direct contracts for 
the provision of pharmaceutical services and are distinct from general NHS 
pharmaceutical services provision. 

Clause 23: Pharmaceutical needs assessments 

Powers conferred on:   Secretary of State 

 Power exercised by:   Regulations by statutory instrument 

 Parliamentary procedure:  Negative resolution 

213. This provision creates a new duty on all NHS PCTs in England to carry out and to 
publish assessments of pharmaceutical needs for their areas in accordance with 
regulations. The Secretary of State will stipulate in those regulations the information 
and other matters that must be or may be included in these assessments, and will 
require PCTs to publish their first statement, once the regulations are in force, and 
any subsequent revision to that statement. 

214. Section 129 (Regulations as to pharmaceutical services) of the 2006 Act provides 
powers to make regulations in connection with the provision of NHS 
pharmaceutical services. These powers include the creation by each PCT of a 
pharmaceutical list and admittance to that list, changes to a listing following 
admittance, and removal from the list as well as other matters. The powers are 
exercisable by statutory instrument. Under section 272(3) of the 2006 Act, the 
procedure that applies is the negative resolution procedure. Under section 275 of 
the 2006 Act, “regulations” means regulations made by the Secretary of State. 
Therefore, the regulations to be made by the Secretary of State concerning the 
making of pharmaceutical needs assessment and their content will be subject to the 
negative resolution procedure as will the remaining regulation-making powers that 
are conferred on the Secretary of State in relation to pharmaceutical services. 

215. The negative resolution procedure is considered appropriate in relation to the new 
powers for reasons of consistency with the existing regulation-making powers in 
relation to NHS pharmaceutical services (and other types of NHS primary care) in 
the 2006 Act. All of these regulation-making powers are subject to the negative 
resolution procedure. It is not considered that the powers which are being inserted 
into the 2006 Act by this Bill are any more wide-ranging in scope than the existing 
powers in the 2006 Act. It is therefore considered that the negative resolution 
procedure will provide the appropriate level of scrutiny for each of the new powers. 
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Clause 24: New arrangements for entry to pharmaceutical list. 

Powers conferred on:   Secretary of State 

 Power exercised by:   Regulations by statutory instrument 

 Parliamentary procedure:  Negative resolution 

216. Subsection (2)(c) of section 129 (Regulations as to pharmaceutical services) of the 
2006 Act sets out the criteria under which PCTs currently determine applications to 
be admitted to a NHS pharmaceutical list (or to change that listing once admitted). 

217. This clause amends section 129(2)(c) to introduce new criteria which PCTs will use 
when determining such applications. 

218. This clause also introduces a new two part test for those applicants wishing to be 
admitted to a PCTs pharmaceutical list. Under subsection (2A) a PCT must grant 
an application if it is satisfied it is necessary to grant the application. Under 
subsection (2B) a PCT may grant the application if it is satisfied that to grant the 
application would secure improvements, or better access to pharmaceutical services. 
The new powers under subsection (2A) and (2B) enable the Secretary of State to 
prescribe matters that a PCT should have regard to, in addition to its needs 
statement, when considering whether or not to grant an application. 

219. New subsection (2C) enables the Secretary of State to stipulate in regulations, the 
matters in which the PCT must or must not take into account when determining 
whether to grant an application under subsection (2B) and the manner in which the 
PCT is to determine whether to grant an application under subsection (2B). 

220. New subsection (3A) enables the Secretary of State to specify in regulations the 
circumstances in which two or more applications may be considered together by a 
PCT. This clause amends section 129(4) creating a general power to make 
provision for the case where two or more applications, taken individually, meet the 
test under new subsection (2A) or (2B), but taken together, do not. 

221. New subsection (4A) allows regulations under subsection (4) to include, in 
particular, the provision mentioned in subsection (5) with or without modification. 
This new subsection ensures the wording in subsection (5) can apply to both parts 
of the two part test under subsection (2A) and (2B). 

222. As with clause 23, the regulations to be made by the Secretary of State to 
implement these new criteria will be subject to the negative resolution procedure 
before Parliament for the same reasons. 

Clause 26: Breach of terms of arrangements: notices and penalties 

Powers conferred on:   Secretary of State 

Power exercised by:   Regulations by statutory instrument 

Parliamentary procedure:  Negative resolution 

223. Clause 26 inserts in Part 7 of the 2006 Act a new Chapter 5A. This comprises a 
new draft section 150A concerning the issuing by PCTs of certain kinds of notices 
to contractors and powers to withhold payments to contractors. Subsection 1 
provides that Secretary of State may by regulations set out that where a contractor 
breaches a term of arrangements for providing pharmaceutical services (for example, 
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of a term of service, or of agreed quality standards or of performance in the 
provision of services) then a PCT can take certain action. 

224. Specifically, the amendments enable regulations to be made that will permit a PCT 
to issue remedial notices, requiring corrective action to be taken or requiring the 
contractor to refrain continuing with actions which have led to the breach, within a 
specified period of time. A PCT will also be able to withhold all or part of any 
payments due to the contractor for a prescribed period connected with the breach. 
Such powers would be used in conjunction with, or separate to, the issue of 
remedial notices. The clause provides that the regulations must confer rights of 
appeal against such actions. 

225. As with clause 23, the regulations to be made by the Secretary of State under this 
clause will be subject to the negative resolution procedure before Parliament for the 
same reasons. 

Clause 27: LPS schemes: powers of Primary Care Trusts and Strategic Health 
Authorities 

Powers conferred on:   Secretary of State 

Powers exercised by:   Regulations by statutory instrument 

Parliamentary procedure:  Negative resolution 

226. Clause 27 amends section 144 and Schedule 12 of the NHS Act 2006 to make 
provision for Strategic Health Authorities to enter into local pharmaceutical service 
(LPS) contracts. An insertion in paragraph 1 of Schedule 12 limits the 
circumstances in which Strategic Health Authorities can make LPS contracts, to 
those where the only parties to the LPS scheme are PCTs. The amendments that 
are being made by the Bill will enable PCTs themselves to be providers of local 
pharmaceutical services (i.e. to provide pharmaceutical services under directly held 
contracts) or commission them from other PCTs in circumstances set out in 
regulations. In removing the prohibition on PCTs from doing this, it is intended to 
bring NHS Local Pharmaceutical Services more closely into line with other primary 
care services where this is already possible. In the case of LPS services, however, it is 
not considered appropriate for PCTs to directly provide LPS services in all 
circumstances. The relevant provisions therefore enable the Secretary of State to 
specify that this will only be possible in circumstances specified by the regulations. 
An example of the type of circumstance that it is intended to specify is that the PCT 
will be permitted to provide service directly where there is no other willing and 
suitable provider. It might also be appropriate for PCTs to provide services directly 
to one another in the event of a major emergency, such as an influenza pandemic. 

227. It is also proposed, as with clause 23, that this regulation-making power should be 
subject to the negative resolution procedure. 

CLAUSES 28 TO 30: PHARMACEUTICAL SERVICES IN WALES 

228. In relation to Wales, Part 3 of the Bill makes amendments and introduces new 
provisions into Schedule 7 in relation to the provision of Local Pharmaceutical 
Services and into Chapter 2 of Part 8 of the National Health Service (Wales) Act 
2006 (“the Act”), which gives Welsh Ministers a new regulation-making power to 
provide for the issue of notices and penalties to certain NHS contractors. A minor 
amendment also is made to Chapter 1 of Part 7 of the Act. 
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229. Clauses 28, 29 and 30 replicate clauses 25, 26 and 27 for Wales. Clause 29 however 
applies in Wales not only to NHS pharmaceutical services but also to general 
ophthalmic services. The Welsh Ministers have not introduced primary ophthalmic 
services contracts for the providers of ophthalmic services in the NHS in Wales and 
have instead retained general ophthalmic services, which are also provided on a 
terms of service basis. It is for this reason that the Welsh Ministers have determined 
that both the providers of NHS pharmaceutical services and the providers of general 
ophthalmic services in Wales will be covered by this new provision. 

230. In Wales, the powers are exercisable by the Welsh Ministers and will be applied to 
Local Health Boards, not PCTs. 

231. Therefore, in Wales, as in England, it is considered that the negative resolution 
procedure will provide an appropriate level of scrutiny. 

Clause 31: investigation of complaints about privately arranged or funded adult 
social care 

232. Clause 31 gives effect to Schedule 5 which introduces a new Part 3A into the Local 
Government Act 1974 to extend the remit of the Local Commissioner for 
Administration to consider complaints about adult social care which is neither 
provided, arranged or funded by a local authority. The Local Commissioner will be 
able to investigate complaints from people who arrange and pay for their own care 
(estimated to be about 35 per cent of adult social care service users), and also those 
who are given individual budgets by local authorities to purchase their own adult 
social care services. 

233. The Local Commissioner will investigate whether there have been failures in 
provision or failures to provide adult social care, which is regulated by the Care 
Quality Commission, by providers that are not local authorities. If the Local 
Commissioner finds that there have been failures, providers will be under a duty to 
notify the Commissioner of action they have taken or propose to take to remedy the 
situation. Should a provider fail to notify the Commissioner or if the Commissioner 
is not satisfied with the action proposed or taken, then a provider may be required 
to publish an ‘adverse findings notice’ setting out the action recommended by the 
Commissioner that they have not taken. The Commissioner may publish such a 
notice should the provider not do so. 

234. The purpose of this Part of the Bill is to give those individuals who fund and arrange 
their own social care an independent body to complain to. As well as helping 
individuals who have suffered injustice as a result of failures in social care provision, 
it is hoped that the involvement of the Local Commissioner will contribute to 
ensuring provision of high quality adult social care. 

235. No delegated powers are conferred on the Secretary of State by clause 31. However, 
this clause provides that Schedule 5 shall have effect. The delegation of powers 
under provisions set out in Schedule 5 is addressed by reference to that Schedule. 
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SCHEDULE 5 – INVESTIGATION OF COMPLAINTS ABOUT PRIVATELY 
ARRANGED OR FUNDED ADULT SOCIAL CARE 

PART 1 – NEW PART 3A FOR THE LOCAL GOVERNMENT ACT 1974 

Paragraph 2: 

Powers conferred on:   Her Majesty 

Power exercised by:   Order in Council 

Parliamentary procedure:  Negative resolution 

236. Paragraph 2 inserts new sections into the Local Government Act 1974 including 
section 34B which sets out what matters a Local Commissioner may investigate 
under the new scheme. Subsection (2) provides certain matters are not subject to 
investigation and these are listed in Schedule 5A. Matters not subject to 
investigation include for example those which could be investigated by Local 
Commissioner under the existing Part 3 scheme (since it is not intended that 
complainants could bring a complaint under both Part 3 and 3A) and complaints 
about the conduct of civil or criminal proceedings. 

237. Subsection (10) provides for Schedule 6A to be amended by Order in Council to 
add, omit or change the description of a matter excluded from investigation. This 
power will enable changes to be made in order to reflect changing circumstances if 
necessary. For example if a new Commissioner was established who had within their 
remit matters which could come within the scope of investigation by the Local 
Commissioner. 

238. There is a corresponding power in section 26 of Part 3 enabling Schedule 6, which 
sets out matters not for investigation under Part 3, to be amended by Order in 
Council. An Order under section 26 is subject to the negative procedure and it 
therefore seems appropriate for the negative procedure to be used for an Order 
under section 34B. It is possible that if an amendment needs to be made to 
Schedule 6, Schedule 6A will also need amendment. 

PART 4, GENERAL 

239. This part contains general provision in relation to other provisions of the Bill. In 
particular it provides order-making powers for the Secretary of State, Welsh 
Ministers and DHSSPSNI in connection with the coming into force of provisions of 
the Bill, for the Secretary of State, the Welsh Ministers and DHSSPSNI with regard 
to transitional provision and for the Secretary of State for consequential provision. 
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Clause 33: power to make transitional and consequential provision etc 

Clause 33 (1)(a) or (b): 

Powers conferred on:   Secretary of State 

Power exercised by:   Order by statutory instrument 

Parliamentary procedure:  Affirmative resolution it the order amends an enactment 
contained in an Act of Parliament; otherwise negative 
resolution 

240. Clause 33(1)(a) confers on the Secretary of State the power to make transitional or 
transitory provisions or savings in connection with the commencement of any 
provision of the Bill. Subsection (1)(b) also confers on the Secretary of State power 
by order to make such supplementary, incidental, or consequential provision as he 
considers appropriate for the purposes of, in consequence of or for giving full effect 
to any provision of the Bill. However subsection (1) is limited by the exclusions in 
subsection (2). By subsections (5) and (9)(a) such orders may amend, repeal, 
revoke or otherwise modify any enactment contained in an Act of Parliament in 
which case they would be subject to an affirmative resolution procedure requiring 
debate in each House of Parliament. By subsection (5) and (9)(b) such orders may 
amend etc any other legislation by the negative resolution procedure. The powers 
are additional to any other provision of the Bill. 

241. The power at subsection (1)(a) is necessary to ensure that appropriate transitional 
arrangements can be made without substantial difficulty or unfairness. By these 
means it will be possible to modify the application of the Bill to existing situations or 
save relevant existing legislative provision to ensure a smooth transition from the old 
law and procedures to the new. 

242. Transitional arrangements are likely to be necessary in relation to commencement of 
various provisions of the Bill, including the provisions for suspension, and in 
relation to tobacco, pharmaceutical services and the investigation of complaints 
about privately arranged and funded adult social care. As regards the suspension 
provisions, provision may be needed in respect of the application of existing 
termination procedures. Specific provision is also made at paragraph 19 of Schedule 
3 to the Bill. Transitional provision is likely to be needed in respect of NHS 
pharmaceutical services for applications received by, or being processed by PCTs at, 
the time the new provisions concerning market entry are brought into force. 

243. Transitional provision is necessary in relation to paragraph 4(6) of Schedule 4 
(tobacco: minor and consequential amendments). The effect of paragraph 4(2) of 
the Schedule is to carve England and Wales and Northern Ireland out of section 8 
(displays) of the Tobacco Advertising and Promotion Act 2002 (these territories will 
then be covered by the new sections 7A to 7D). A new subsection (1A) is being 
inserted into section 8 for the purpose of implementing the e-Commerce Directive, 
which will cover providers of information society services established in Scotland 
(this amendment will commence 2 months after Royal Assent). However, until the 
new sections 7A to 7D are commenced, paragraph 4(6) of the Schedule provides 
that this new section 8(1A) of the 2002 Act will, until such time as clause 19 is fully 
commenced, apply to service providers established in the United Kingdom (i.e. 
reference to Scotland is to be read as a reference to the UK). If any of England, 
Wales or Northern Ireland commence before any of the others, there will need to be 
a transitional amendment to paragraph 4(6) of the Schedule carving out that 
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particular territory (e.g. if the Secretary of State commences before the others, 
provision will be needed in the order to amend paragraph 4(6) to provide that 
references to Scotland in section 8(1A) of the 2002 Act are to be read as including 
Wales and Northern Ireland). 

244. The power to by order to make savings is needed in respect of paragraph 11 of 
Schedule 4. Paragraph 11 amends the definition of “appropriate Minister” for the 
purposes of the 2002 Act. This has the effect of transferring certain powers of the 
Secretary of State under that Act to the Welsh Ministers and to DHSSPSNI. As a 
result of such a transfer, any regulations made by the Secretary of State under the 
relevant powers will no longer apply in relation to Wales and Northern Ireland, 
unless a saving is made in respect of such regulations (the reason being that this 
amounts to a repeal of the Secretary of State’s powers in relation to Wales and NI 
and, in consequence, anything done by the Secretary of State under such powers in 
relation to Wales and Northern Ireland is also repealed). This would apply, for 
example, in relation to regulations made under section 4(3) (advertising: exclusions) 
of the 2002 Act. 

245.  The powers to make supplemental, incidental, or consequential provision under 
subsection (1)(b) or to amend, repeal, revoke or otherwise modify under subsection 
(5) are essential to ensure that the changes made to the law by the Bill are reflected 
in other legislation which refers to or is dependent on provisions repealed or 
amended by the Bill. In particular although Schedule 2 to the Bill makes provision 
in relation to de-authorised NHS foundation trusts, appropriate amendments will 
have to be made to enactments which refer to NHS trusts. Other amendments may 
need to be made as a consequence of amendments made to legislation by Schedule 
1 to the Bill introduced by clause 11 consequent on the provisions for direct 
payments. 

246. The Parliamentary procedure that applies to an order depends on the content of the 
order. As indicated, an order that amends a provision of an Act of Parliament is 
subject to an affirmative procedure that requires debate in each House of Parliament 
pursuant to subsection (9)(a). Otherwise, the negative resolution procedure applies. 
This combination of procedures strikes an appropriate balance between the need to 
secure a quick and smooth transition between an old and a new regime and not to 
burden the Parliamentary timetable with unnecessary detail concerning 
amendments of secondary legislation and the need to respect the necessary 
involvement of Parliament where primary legislation is amended. 

Clause 33(3): 

Powers conferred on:   Welsh Ministers 

Power exercised by:   Order by statutory instrument 

Parliamentary procedure:  subject to annulment in pursuance of a resolution of the 
National Assembly for Wales 

247. The power at subsection (3) is necessary to ensure that appropriate transitional 
arrangements can be made by the  Welsh Ministers without difficulty or 
unfairness. By these means it will be possible to modify the application of the Bill to 
existing situations and to ensure the smooth transition from the old law and 
procedures to the new. An order made under subsection (3) will be subject to 
annulment in pursuance of a resolution of the National Assembly for Wales. Like 
the negative Parliamentary procedure, this ensures that the National Assembly for 
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Wales is not  over-burdened with unnecessary detail concerning the amendment 
of secondary legislation but that legislation does receive an appropriate level of 
scrutiny. 

Clause 33(4): 

Powers conferred on:   DHSSPSNI 

Power exercised by:   Order by statutory rule 

Parliamentary procedure:  None (but Negative Resolution procedure before 
Northern Ireland Assembly) 

248. The power at subsection (4) is necessary to ensure that appropriate transitional 
arrangements can be made by DHSSPSNI without difficulty or unfairness. By these 
means it will be possible to modify the application of the Bill to existing situations 
and to ensure the smooth transition from the old law and procedures to the new. An 
order made under subsection (4) will be subject to annulment in pursuance of a 
resolution of the Northern Ireland Assembly. Like the negative Parliamentary 
procedure, this ensures that the Northern Ireland Assembly is not over-burdened 
with unnecessary detail concerning the amendment of secondary legislation but that 
legislation does receive an appropriate level of scrutiny. 

Clause 36: Commencement 

Clause 36(1): 

Powers conferred on:   Secretary of State 

Power exercised by:   Order by statutory instrument 

Parliamentary procedure:  None 

249. Clause 36(1) confers power on the Secretary of State by order made by statutory 
instrument to bring into force on a day appointed provisions of the Bill, other than 
those identified at subsections (2), (3), (5),(6), and (7). By virtue of subsection (4), 
different days may be appointed for different purposes or different areas. However 
before making an order in respect of amendments made by the Bill to the Medicines 
Act 1968, the Secretary of State must consult DHSSPSNI, to the Health Protection 
Agency Act 2004, the Secretary of State must consult the Welsh Ministers, 
DHSSPSNI and the Scottish Ministers, to the Human Tissue Act 2004, he must 
consult the Welsh Ministers and DHSSPSNI, and in respect of amendments made 
by Schedule 3 to Schedule 6 or 19 to the NHS (Wales) Act 2006, he must consult 
the Welsh Ministers. The powers enable timely transition from the current position 
under relevant legislation to the position to be governed by the new provisions. 
Consistent with the usual practice, no Parliamentary procedure is considered 
necessary for these provisions. 
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Clause 36(2): 

Powers conferred on:   Welsh Ministers 

Power exercised by:   Order by statutory instrument 

Parliamentary procedure:  None 

250. Clause 36(2) confers power on the Welsh Ministers by order made by statutory 
instrument to bring into force various provisions of the Bill other than those 
identified at subsections (1), (3), (5), (6) and (7), in accordance with provision 
made in the order. The power applies in respect of provisions so far as they relate to 
amendments of the NHS (Wales) Act, as provisions in clauses 18 to 22 regarding 
tobacco relate to Wales or as provisions relate to pharmaceutical services in Wales. 
However before making an order in respect of amendments made by section 17 of 
and Schedule 3 to the Bill to the NHS (Wales) Act the Welsh Ministers must 
consult the Secretary of State. The power enables timely transition from the current 
position under relevant legislation to the position to be governed by the new 
provisions. Consistent with the usual practice, no procedure is considered necessary 
for these provisions. 

Clause 36(3): 

Powers conferred on:   DHSSPSNI 

Power exercised by:   Order by statutory rule 

Parliamentary procedure:  None (but Negative Resolution procedure before 
Northern Ireland Assembly) 

251. Clause 36(3) confers power on DHSSPSNI by order made by statutory rule for the 
purposes of the Statutory Rules (Northern Ireland) Order 1979 (S.I. 1979/573 (N.I. 
12)) to bring into force various provisions of the Bill other than those identified at 
subsections (1), (2), (5),(6) and (7), in accordance with provision made in the 
order. The power applies in respect of provisions in clauses 18 to 22 and Schedule 4 
so far as they relate to Northern Ireland. The power enables timely transition from 
the current position under relevant legislation to the position to be governed by the 
new provisions. 

Department of Health 

January 2009 

 

Supplementary memorandum by the Department of Health 

Clause 26 

252. The Department of Health submits this memorandum by way of additional 
information for the Committee concerning clause 26 of the Health Bill (which is 
mirrored, as respects Wales by clause 29 of that Bill). 

253. The Department considers that it would be helpful to explain the provisions in 
clause 26 in the context of section 17 of the Health and Medicines Act 1988. 



 DELEGATED POWERS AND REGULATORY REFORM COMMITTEE 69 

Section 17 provides that, in relation to primary care services, regulation making 
powers shall be construed as conferring power on the Secretary of State to:- 

a) make provision as to the investigation of any matter relating to the 
services in question; 

b) make provision as to the conduct of any such investigation including 
provision about what rights of appeal shall flow from a decision of such 
an investigation; 

c) make provision to permit the imposition of certain sanctions; and 

d) make provision corresponding to any provision in Part 2 of the National 
Health Service (Committees and Tribunal) Regulations 1974 (now 
replaced by the National Health Service (Committee and Tribunal) 
Regulations 1992) or their equivalents in Scotland. 

254. The sanctions which may be imposed in the case of any person are set out at 
subsection (2) to the section, and are as follows:- 

1. to recover an amount by deduction from his remuneration or otherwise 

2. to issue a warning that the person should comply more closely with his 
obligations under the relevant regulations. 

255. These powers enable a Primary Care Trust (PCT) (or equivalent body) to be given 
powers to manage the performance of a provider by the imposition of financial 
penalties for performance which has been shown to fall short of the standard 
required by that provider’s terms of service and by issuing “warnings” that the 
performance needs to be improved. The basic principle is that, as with a commercial 
contract, the person who is commissioning the services (the PCT) must have 
appropriate levers to enable it to address poor performance. The powers in the Bill 
seek to build upon this principle. 

256. In England all areas of NHS primary care other than pharmaceutical services (that 
is, medical, dental and ophthalmic services), and in Wales medical and dental 
services (but not pharmaceutical or ophthalmic services) are now managed by 
means of directly held contracts between the PCT and the individual contractor. 

257. These contracts include measures which enable PCTs to proactively manage the 
performance of contractors by issuing “remedial notices” which require contractors 
to take specific action within a specified timescale to address issues of performance, 
and by allowing PCTs to withhold payments from contractors until problems have 
been addressed. (See for example Schedule 6 paragraphs 116 and 117 of the 
National Health Service (General Medical Services Contracts) Regulations 2004 
(S.I. 2004 No. 291)). 

258. The Department considers that the same sorts of measures to enable PCTs to 
proactively address future performance could be usefully used in relation to 
providers of pharmaceutical care services which continue to be provided on the 
basis of statutory arrangements. 

259. The provisions in clause 26 therefore enable PCTs to be given specific tools to 
manage providers’ performance. These would be in addition to those which they 
already have as a result of the 1988 Act. 

260. PCTs might use the new powers to require a provider to take specific actions within 
a specified time frame to bring its performance up to the standard required by the 
statutory terms of service. For example, a current term of the arrangements is that a 
provider is able to carry out confidential consultations (usually in connection with 
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medicines use reviews) in a part of the pharmacy which will afford a reasonable 
degree of privacy to a patient. A PCT might wish to use the new power in clause 
26(1) (a) to require that a door or screens are installed in a particular area to ensure 
that this requirement is met and that this area is sufficiently distinct from other 
public areas of a pharmacy. 

261. Similarly, where a pharmacy is deficient in a particular area of performance (such as 
providing a sufficiently distinct private consultation area), the powers in clause 26 
might be used to provide that a proportion of the remuneration payable in respect of 
medicines use reviews could be withheld until the actions required in a notice 
specifying the improvements have been taken. 

262. The new powers therefore take the provisions in section 17 of the 1988 Act a step 
forward. The powers in the 1988 Act are essentially concerned with investigating 
and imposing sanctions in respect of inadequate past performance. The new powers 
are intended to give PCTs tools to enable them to ensure that where a deficiency 
has been identified, a provider’s performance is more closely managed for the 
future, and that the provider is given a clear timescale within which to make any 
improvements and a financial incentive to improve. 

263. The powers in the 1988 Act to impose sanctions appear as part of an overall 
legislative scheme where they may be imposed following investigation of a provider’s 
performance. However, it is not felt necessary in relation to the new powers to 
specify that there must be an “investigation”. This is because this may well not be 
appropriate in all cases. 

264. In some cases, for example, the new powers may be used where an investigation 
under section 17 has already taken place, to ensure that performance problems 
identified as a result of that investigation are addressed. In some cases it may be 
obvious that a pharmacy does not meet the required standard, for example where it 
admits in response to a routine enquiry from the PCT that it does not have the 
required staffing levels, or does not have a private consultation area (as in the 
example given above), or where it has been in discussions for some time with a PCT 
about a need to address particular issue, and these issues have remained 
unaddressed. 

265. A PCT will, however, only be justified in imposing a particular sanction where this 
is proportionate to address a breach of the terms of service, and clearly the 
regulations which will give effect to this measure will need to ensure that the right to 
take any action would only be given where this would be compatible with the 
European Convention on Human Rights, in particular Articles 6 and Article 1 
Protocol 1. 

266. In the Department’s view, the new powers do not represent a significant departure 
from the principles established in section 17 of the 1988 Act. The powers in the 
1988 Act are subject to the negative resolution procedure, and it is the 
Department’s view that the powers in clauses 26 and 29 should also be subject to 
that procedure. 

267. The new clause specifies that the regulations must give rights to appeal in respect of 
the imposition of sanctions. 

268. Like the 1988 Act, clause 26 does not specify to whom an appeal will lie, and the 
department considers such provision to be reasonable. 

269. The Department would also point to section 130 of the National Health Service Act 
2006 as an example of a provision (relating to pharmacy) where the identity of the 
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body who will hear appeals from decisions is (with the exception of appeals against 
refusal of entry onto the pharmaceutical list) not specified. 

270. It will, of course, be necessary to ensure the proper independence of the body which 
hears any appeal (this will in any event be necessary to provide a procedure which is 
compliant with Article 6 of the European Convention on Human Rights). 

271. In practice, it is likely that appeals will be heard by a body such as the NHS 
Litigation Authority. The NHS Litigation Authority (to take this as an example), is, 
however, a body established in secondary legislation, and it is not therefore thought 
appropriate to make specific reference to this body within the new primary 
legislation. The provisions in the Bill ensure that provision must be made for proper 
appeal rights, but it is considered appropriate to leave the question for the body to 
which an appeal must be made as a matter to be dealt with in the secondary 
legislation. 

272. The information set out above in relation to clause 26 is also applicable to clause 
29, which makes mirror provision for Wales. The provision in respect of Wales is 
applicable ophthalmic services as well as to pharmaceutical services as in Wales 
ophthalmic services also continue to be provided on the basis of statutory 
arrangements. 

Department of Health 

January 2009 
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