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White Paper – Trust, Assurance and Safety

Background
1. In July 2006, the Government published two documents for consultation – Good doctors, safer patients and the regulation of the non-medical health professions. The aim of the two reviews was to ensure a coherent approach to regulation across all health professions focussed on protection of the public. The consultation closed in November 2006. GOC’s response to the consultation was included in the papers for Council’s meeting of 23rd November, 2006.
2. On 21st February 2007, the Secretary of State for Health announced a White Paper – Trust, Assurance and Safety. This sets out a programme of reform to health regulation in the UK based on the two earlier consultations. Government is now to put in train Section 60 Orders and primary legislation to achieve these reforms, and it is understood that an implementation plan is to be published shortly.

3. This paper highlights the key issues in the White Paper which will impact on GOC, many of which will require legislative change, and identifies possible discussion points for Council which have a bearing on the implementation of the reforms. Many of these will need further consideration by relevant working groups and Council committees. Annex 1 summarises the key points. Annex 2 sets out a draft implementation plan. This will inevitably be subject to change once the Government implementation plan is published. It is presented here for illustrative purposes only, to provide an estimate of the work that may need to be undertaken by GOC and the likely timeframes involved. Council will need to agree the mechanism for carrying this work forward to ensure that GOC can respond in a timely fashion to Government to ensure its views are known as the reforms are implemented.
Principles

4. The Secretary of State identifies the following principles as underpinning the regulation of health professionals:

· Its overriding interest should be the safety and quality of care that patients receive from health professionals;

· It should sustain the confidence of both the public and the professions through demonstrable impartiality. Regulators should be independent of government, the professions, employers, educators, and all other interest groups;

· It should be as much about sustaining, improving and assuring professional standards of the overwhelming majority of health professionals as it is about identifying and addressing poor practice or bad behaviour;

· It should not create unnecessary burdens, and be proportionate to risk;
· It should ensure the strength and integrity of health professionals, and be flexible enough to work effectively for the different health needs and approaches within and outside the NHS in England, Scotland, Wales and Northern Ireland and be able to adapt to future changes.

Governance

5. The White Paper sets out a number of changes relating to the constitution and governance arrangements of Councils:

(1) All Councils should be constituted to ensure that professional members do not form a majority. Thus, there should be at least parity between professional and lay members. Councils may choose to adopt a lay majority. Those who adopt parity will have to put in place measures that demonstrate they are conducting their activities in ways which are not open to accusations of professional partiality and which command public confidence. These will be subject to review in 2011 to ensure that this aim has been achieved.
(2) All members of Councils, both professional and lay, will be appointed by the Appointments Commission against clearly specified criteria and competencies.

(3) Councils will be smaller in size of membership, and more board-like, with a statutory duty to ensure the interests of all stakeholders are considered. A working group on governance will be convened to consider changes that will bring greater consistency of size and approach across the regulators.
(4) All Councils will elect chairs rather than presidents. Any council wishing to have chairs independently appointed can do so.

(5) Councils will be accountable to Parliament, and will be required to present annual reports to Parliament.

	ISSUES FOR COUNCIL - GOVERNANCE
The changes will require amendments to Schedule 1 of the Opticians Act, and there will be consequential amendments to the Committee Constitution Rules 2005. It is likely that further changes will be required throughout the Act and Rules to enable tasks and functions to be carried out by working groups, officers etc. (see below). It is not clear whether all these changes can be achieved through Section 60 Orders or whether primary legislation is required. It is anticipated that the new arrangements could be in place early 2009.
Parity or lay majority?
A position will need to taken as to whether Council is to have a lay majority, or whether it opts for parity. If parity is preferred, there will need to be a wholesale review of GOC’s operations to ensure they are ‘bullet proof’ to accusations of professional bias, as this will be subject to government review in 2011. Careful consideration will need to be given to the constitution of GOC’s committees.
It is unlikely that ophthalmologists would satisfy the criteria to be considered as lay members. The White Paper warns: ‘If lay members are perceived to be deliberately drawn from groups that might be naturally sympathetic to professional interests…they will risk undermining the critical perception of independence…’ (p.26). How the valued involvement of ophthalmologists in GOC is achieved under the new arrangements will need consideration.
Smaller and more board like

Whilst not in the White Paper itself, the Department of Health has indicated that any Council larger than 24 would not be acceptable. Consideration will need to be given to the size of Council, particularly in relation to its more board like functions.
It is clear that the intention of making Councils more board-like is to focus their responsibilities on oversight of strategic direction and risk management, ensuring accountability, and evaluating executive performance. Under this model, Council members would not be involved in operational matters. Council will need to consider what structures are needed to deliver this separation between strategic and operational responsibilities. Does it have the right committees? Is the scheme of delegation appropriate? Does the current statute give Council functions which are inconsistent with this model? What implications are there for the skill-profile needed of staff and the use of contracted consultants/advisers?
Bearing in mind the new board-like function and size of Council, consideration will need to be given as to the criteria and competencies required for the appointment of Council members.


Revalidation
6. The White Paper endorses the principle of revalidation for all health professionals. However, it states that the intensity and frequency of revalidation needs to be proportionate to the risks inherent in the work in which each practitioner is involved. The Department of Health will discuss with each regulator the most appropriate arrangements.

7. The regulatory bodies will be responsible for approving the standards which registrants will need to meet to maintain registration.
8. The White Paper states that professionals in England will fall into three broad groups for revalidation purposes:
· Employees of an approved body (e.g. those working in an NHS organisation or licensed private or independent sector provider). Evidence to support revalidation will be provided as part of normal staff management and clinical governance, and employers will make recommendations to the professional regulators;

· Those performing services commissioned by NHS primary care organisations. The revalidation process will be carried out either by the commissioning organisation or, where it is necessary to take an overview of both NHS and private work, the regulatory body. In either case, there will be appropriate collaboration between the commissioning body and the regulator;

· All others. The regulatory body will develop direct revalidation arrangements.

9. Where appropriate, common standards and systems should be developed across professional groups where this would benefit patient safety.

10. A United Kingdom Steering Group on revalidation will be established to develop and co-ordinate the introduction of revalidation.
	ISSUES FOR COUNCIL - REVALIDATION
The introduction of revalidation will require legislative change to give GOC powers to set standards for revalidation and to ‘supervise’ or manage the revalidation process. The White Paper envisages that primary legislation will be required.

The White Paper states that there will be a need for thorough piloting and consultation, and revalidation will need to be phased in over time. The Regulatory Impact Assessment, accompanying the White Paper, gives further details on expected timeframes, with the introduction of revalidation for doctors in the second half of 2009/10, with nurses and then others following.
GOC will need to consider the standards required to maintain registration. CHRE is putting in place a project to investigate the possibility of there being common standards and systems across the professions, and consideration will need to be given as to how far standards appropriate to other professions might be adopted for optometrists and dispensing opticians.
GOC will also need to consider how it might work collaboratively with PCTs in handling the revalidation process.

GOC’s Revalidation Working Group has already considered the kind of revalidation system that would be proportionate to the risks involved for optometrists and dispensing opticians. This work will now need to be reviewed in the light of the White Paper. Any further developments will need to dovetail with the work of CHRE, the national revalidation steering group, and be informed by the outcomes of any pilot projects. Standards Committee has reconvened the Revalidation Working Group to consider these issues, and it is expected to meet in May 2007 (date tbc).
A key issue for GOC will be the costs in introducing revalidation.




Fitness to Practise (FTP)
11. The White Paper states that the civil standard of proof, with a sliding scale such that more serious matters require a higher degree of probability of the evidence being true, should be the common standard of proof for all regulators in FTP proceedings.
12. CHRE will review a sample of cases that regulators have not referred to full fitness to practise panels, and will report annually to Parliament as to whether patient safety interests have been properly considered in the decisions and operations of FTP cases.

13. CHRE will work to develop common protocols of investigation across all the regulators, and develop guidance to employers on when cases should be referred to the regulator.
14. Regulators will be required, as part of their annual report to Parliament, to provide information on equality issues relevant to regulation within its profession, including analyses of any trends in ethnicity in its FTP proceedings.

15. Council members will not be involved in FTP Panels. A new independent adjudication body will be set up to consider GMC FTP cases. Other regulators will use a list of vetted and approved potential panellists who are appointed by the Appointments Commission to populate their own FTP Panels. This list will be kept by the new independent adjudication body. Over time, regulators may wish to adopt the independent body to conduct its FTP cases.
	ISSUES FOR COUNCIL – FTP
Standard of proof
Legislative change will be required to ensure that FTP Panels use the civil standard of proof. The White Paper indicates that this will be achieved through secondary legislation.
GOC FTP Panels currently use the criminal standard of proof. The timescale for introducing the civil standard as a requirement for FTP Panels is not yet known, but one can assume that this will be at the same time as the new regime for appointing members from the approved list is introduced. (If it is sooner, there will clearly be implications for training and guidance to GOC’s current Panel members). Consideration will need to be given as to how the civil standard is introduced, and what transitional arrangements will be needed.
CHRE Scrutiny/common protocols of investigation
GOC will need to review its investigation processes to ensure that the common protocols are followed and to ensure that CHRE receives the information it requires for audit purposes.
Independent Adjudication
GOC has already separated investigation and adjudication procedures, and the Opticians Act forbids members of Council being appointed to the Hearings Panel.
Consideration will need to be given as to whether GOC would wish, as part of its long term planning, to adopt the independent body to conduct its FTP cases.



Registration

16. The White Paper identifies that a common approach to ‘good character’ is needed across the regulators, and CHRE is charged with recommending a single standard definition of ‘good character’.
17. The Government expects there to be closer co-operation between regulators and employers when a health professional enters employment for the first time, and wants requirements to be simplified and harmonised as far as possible. CHRE is charged with investigating this, and is to report back to Ministers in April 2008.

18. Each regulator is asked to consider the issue of student registration, and to report back with proposals by January 2008.

19. Post-registration qualifications should be recorded in the Register where these are relevant to patient care. The Department of Health will ask regulators what other changes could be made to provide better information for patients, the public and employers.

	ISSUES FOR COUNCIL - REGISTRATION
GOC will need to feed in its views to CHRE on ‘good character’ and how closer co-operation between employers can be achieved.
Whilst GOC’s position on the issue of student registration has already been settled, it may use the report to the Department in January 2008 to put forward its views on how the system could be further refined.

Specialty qualifications are already recorded in the Register. Is there other information which should be recorded in the Register to benefit patients, the public and employers?



Education
20. The White Paper states that regulators should continue to be responsible for the assurance of educational standards. The Government expects the regulators to work collaboratively with the Sector Skills Council for Health.

	ISSUES FOR COUNCIL - EDUCATION
Consideration will need to be given as to how GOC is to work effectively with Skills for Health, e.g. in the development of competencies.



New roles and emerging professions

21. The Government plans to introduce statutory regulation for applied psychologists, healthcare scientists, psychotherapists, counsellors and other psychological therapists. The Department of Health will establish a UK working party to develop criteria to determine which roles should be statutorily regulated.

22. The Government will not establish any new regulators, and emerging professions will be managed by the existing regulatory bodies.

	ISSUES FOR COUNCIL – NEW AND EMERGING ROLES
Does GOC have views on the criteria to determine which roles should be regulated? Are there candidates for new and emerging roles in optics?



CHRE
23. There will changes to the governance arrangements to CHRE, similar to those to be made to regulators’ Councils. The regulators will no longer nominate members to CHRE Council. The chair of CHRE will be appointed rather than elected.

	ISSUES FOR COUNCIL - CHRE
Does GOC have views on how CHRE should be constituted so as to ensure the confidence of the public, regulators, and the professions in its work?




Stakeholders

24. The White Paper identifies a number of key stakeholder engagement issues. In particular, there will be a need to demonstrate how public and patient views are taken into account in policy- and decision-making. Good communications and consultation will be needed with other stakeholder groups, including the professions and employers/contractors. There will be new reporting requirements associated with regulators’ accountability to Parliament, including the need to provide information about equality issues relevant to regulation. 

	ISSUES FOR COUNCIL – STAKEHOLDERS

Should the GOC bring forward work to develop a public and patient involvement strategy? Can we utilise joint consultation mechanisms? Should the Council consider introducing an equality and diversity policy to ensure best practice in relation to equality issues relevant to regulation?




