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Future of Pharmacy registration, regulation
and
representation in Northern Ireland.

I ntroduction

The Pharmaceutical Society of Northern Ireland (PSNI) has considered the proposals for
the future of Pharmacy in Great Britain as outlined in the White Paper (ref) and the
Health and Socia Care Bill. It isthe Society’ s view that the suggested direction would
not represent a positive way forward for Pharmacy in Northern Ireland

With the return of Devolution in 2007 and all aspects of health being devolved, the PSNI
supports the contention that the regulation, registration and representation of Northern
Ireland Pharmacy is best done by a bespoke model, overseen by a devolved Minster that
meets the needs of the profession and the patients in Northern Ireland.

The PSNI has been in existence since 1925, during that time the Society has registered,
regulated and represented the Pharmacy profession in Northern Ireland. The system in NI
is separate and distinct from that of the RPSGB, who inspect, regulate and represent
pharmacy in GB. The effectiveness and the uniqueness of our system, in that the
inspection role is separate from the Society, has been acknowledged and complimented
by Dame Janet Smith in the Shipman Inquiry report, whilst acknowledging our strengths
over alternative models she accepts that implementing our system throughout GB whilst
beneficial would be difficult due to resource issues.

The Society supports the view that Pharmacy should be guided by the same professional
principles throughout the UK however, as recent events have highlighted, there are clear
differences between the Regions of the UK in relation to regul ations and the development
of Pharmacy. Uniquely Northern Ireland has the devolved authority to regulate all
Northern Ireland health matters, thusit is the Society’ s view that any move to replace the
local regulatory and professional functions with a centralised system would significantly
inhibit the devolved administration’s ability to develop pharmacy at apace and in a
manner which reflects the overall strategy for Healthcare in Northern Ireland.

Going forward, under these proposals, Northern Ireland Pharmacy will be able to play its
full role as adevolved region within the UK. From recent reports, it is evident that in
Scotland there are proposals to form a Scottish Pharmacy body, possibly with the Scottish
Government providing funds. Clearly there will be formal links with any new body
proposed in GB and with any emerging Scottish body. It is essential, in the Society’s
view, that pharmacy NI must be able to interact with all these new structures as an equal
partner, we believe that the model laid out below will enable this to happen.



Northern Ireland is unique within the United Kingdom in having aland border with
another European Union country. This fact creates different challenges and opportunities
for both Northern Ireland patients and pharmacists. Clearly medicines and patients cross
daily but now with the EU Mutual Recognition of Professional Qualification Regulations
2005/36 the registration of non UK pharmacists is a significant factor to consider. The
issues of temporary registration and non registration of qualified pharmacists, particularly
with reference to temporary and occasional workers, working in Northern Ireland, while
an issue across the UK, will be more acute in the Northern Ireland setting.

The recent European Commission® Reasoned Opinion to the UK government and the
resultant changes being proposed (all schedules of Controlled Drugs excepted) to
medicines legislation to enable a UK pharmacist to dispense a prescription for a
Prescription Only Medicine written by a doctor or dentist registered in another EEA state
or Switzerland will have agreater impact and significance to pharmaciesin Northern
Ireland due to its juxtaposition with the Republic of Ireland. Thiswill have an impact on
professional regulatory activities particularly in border areas

It isclear that close working relations between the NI regulator and Republic of Ireland

Regulator are essential to ensure patient safety and maintain oversight of Professional
activity.

GB structures and established NI structures

The current proposal for GB proposes the formation, in the short term, of a General
Pharmaceutical Council analogous to the current General Medical Council, along with a
new, completely separate representative body, possibly a Royal College for Pharmacy.

Asthe proposal in the Health and Socia Care Bill envisages the current GMC passing its
adjudication role to the Office of the Health Professions Adjudicator (OHPA), and
changing the make up of its Council to a more board-like structure it seems prudent to
consider aNI structure which is future-proofed to match these devel opments.

The Society contends that to achieve both the spirit of the White Paper and the delivery
of devolution the only way forward is to develop amodel of pharmacy regulation,
registration and representation that also mirrors and reflects the needs and the political
reality of Northern Ireland. The model as envisaged by the PSNI does this and achieves
the ultimate goal and meets the standards as set out in the White Paper, while maintaining
the devolutionary strengths of our current system. The model we propose clearly
separates not only the adjudication roles but also the inspection/investigation roles whilst
creating clear leadership for the profession and providing avoice for patients and the
public.

To inform the debate we believe that there are two clear examplesin Northern Ireland
where this has already been achieved;



The Law Society of Northern Ireland (NILS) currently operates under the proposals as
outlined in the Bain Report (Complaints, Regulation, Competition). The underlying
principle of the Bain report accepts that the legal system in Northern Ireland, like the
structure of the Pharmacy profession in Northern Ireland, is significantly different from
the rest of the UK and warrants a separate local structure. This structure registers,

regul ates and represents the legal profession. The model enables the NILS to adequately
separate the regulatory functions from the representative functions within the one
Society. The adjudication panel is asindependent of the Law Society as possible. The
need for increased lay representation has been accepted by the NILS and currently the
Law Society is adapting its council make up to further enhance lay representation.

The second example is the Northern Ireland Social Care Council (NISCC). Thisisa
purpose built Northern Ireland regulator for those working in Social Care. The NISCC
works to the same principles as their GB counterparts but registers and regulates
Northern Ireland practitioners only. The devolutionist rationale of aneed for aNI body
for Social Workers should be mirrored in pharmacy. It isthe PSNI’ s contention that
going forward, whilst the principles across the UK should be consistent, the Minister may
wish to vary regulations or the pace of pharmaceutical development to meet local
strategic priorities thus alocally developed model is required. The clear precedent that
has been set accepts the argument for a Northern Ireland system for the Legal and Social
Care professionsin Northern Ireland, the PSNI believes the same principles should apply
to Pharmacy.

In reviewing the other UK wide regulatory bodies, their presence and activity varies. The
GMC istheonly UK health regulator that has a presence in Northern Ireland and this
office opened in 2005. Whilst the GM C has regulated doctors throughout the UK for
nearly 150 years the GM C as a council have only ever met in Northern Ireland once and
all of its“hearings’ are held in either London or Manchester. The GMC maintains a staff
of two in Belfast but their roleis purely representative. As has already been noted the
functions of the GMC are set to change, while currently the GM C investigates and
adjudicates on medical malpractice and fitness to practice matters, going forward the
adjudication will move to the new OHPA.

Other key regulators such as the General Dental Council or the Healthcare Professional
Councils have neither offices nor structuresin Northern Ireland and have only alimited
Northern Ireland representation on their Councils. Even this limited representation is set
to decrease under the current Health and Socia Care Bill. For Pharmacy the PSNI
believes that local structures and local staff are essential elementsin the provision of
accessibility, support for development of the profession and assurance of patient safety.

The Royal College of Nurses and the Royal College of Midwives, each see their primary
role closer to that of atrades union, while professiona education, development and
representation roles are secondary. There is no support from pharmacistsin NI for the
PSNI to become atrade union like organisation, a function currently provided by the
PCC and the UCA.



Other medical Royal Colleges, such asthe Royal College of Physicians and the Royal
College of Gynaecologists & Obstetricians have structures in Northern Ireland, regiona
committees but no permanent staff or offices. Their role is strongly oriented towards
professional education, including provision of professional qualifications. This allows the
Royal Colleges to accredit courses for professional development and in doing so enables
them to influence medical servicesin Northern Ireland. Membership is voluntary but
progression within specialist fields of medicine is dependant on passing the appropriate
Royal College Exam. Their professional representative role is mainly confined to London
and the Westminster Parliament.

PSNI proposals

The PSNI contends that any system that adequately represents patients and professionals
in Northern Ireland should be bespoke for Northern Ireland. We propose the system as
outlined in the Bain Report for the Law Society of Northern Ireland as it offers the best
structure for Northern Ireland, whilst also meeting the requirement for the adoption of
common principles. The minister isinvited to adopt this approach.

The Bain Modéel could create a structure for the PSNI that not only meets the immediate
need, but also creates a mechanism that will be analogous to the final model for
regulation as proposed in the White paper. Thiswould create a Northern Ireland system
asfollows;

The PSNI would be governed by a Council or executive board, made up of appropriate
numbers of pharmacy registrants and appointed lay representatives

It will be responsible for providing the following services:

1. Registration of Pharmacists and technicians

2. Registration of Pharmacy premises

3. Pre-registration services

4. The registration examination

5. Continuing Professional Development/Re-validation
6. Professional Guidance and Standards

7. Professiona Leadership

8. Accreditation for NI pharmacy degrees

9. Accreditation for pharmacy courses

10. Fitness to practise support

It isrecognised that all aspects of the adjudication process, currently described as the
Statutory Committee, must be independent of the PSNI therefore these functions will no
longer be provided by the Society, though clerical support would be provided if required.



The new “Independent Statutory Committee” would be analogous to the role to be played
by OHPA and therefore could transfer its functions to OHPA in 2011. The PSNI, aong
with other UK regulators would work to ensure that the adjudication function reflected
local practice and was locally accessible.

The adjudication panel could be directly appointed by the minister or appointment could
be subject to ministerial approval with amix of lay and professional participation chaired
by alegally qualified individual. The “Independent Statutory Committee” would hear all
cases referred to them by the inspectorate and it is suggested that the sanctions currently
available to this panel be expanded in line with the GB Section 60 order for pharmacy.

Building on the strengths of the current Northern Ireland system we would strongly
support the retention of the departmental inspectorate. The inspectorate would retain
responsibility for inspecting the practice of pharmacists, investigating complaints against
pharmacists and inspecting premises. Where there is a need for ajudgement to be made
regarding a complaint, as to whether it should be investigated, sent for adjudication or
resolution by another method, the inspectorate is suggested as the competent body.
Should the Minister choose not to use the inspectorate for this role, an independent body
should be appointed.

Theinitia role of the PSNI would be, in co-operation with the interim adjudication panel
and the Department, to develop and implement standards and guidance as relevant to
Northern Ireland. The PSNI would also have arole in supporting, developing and
revalidating those who were sanctioned by the Independent Statutory Committee. PSNI
would work closely with other UK Healthcare regulators in agreeing and adopting
common principles.

Aswith the LSNI model, the PSNI recognises the need for an oversight commissioner or
an oversight organisation for the Independent Statutory Committee. Thisrole could be
performed by an individual appointed by the Minister or, preferably, the Council for
Healthcare Regulatory Excellence.

Turning to professional leadership the Society would seek to widen its engagement with
the profession and its patients. To enable this engagement to be meaningful and
accessible, structures will be created as advisory groups to Council / executive board.
The PSNI would propose setting up two fora, one to be made up solely of registered
pharmacists, the second to be made up of patient representatives, major healthcare |obby
groups and consumer champions.



Summary
The key benefits of thismodel are;

This model more accurately reflects the reality of the devolved nature of
Healthcare in Northern Ireland.

It strengthens public confidence in the adjudication process

It strengthens patient and public involvement

It is more adaptable and future-proofed, allowing parallel development with other
UK regulators whilst reflecting devolution, the EU land border and the need for
local |eadership

It builds on the recognised strengths of the inspectorate being independent from
the adjudication process

It provides a strong local vehicle for stakeholder input and planning

It maintains a strong local voice and identity for pharmacy

It provides for a structure whereby professiona development, revalidation and
fitness to practise can be delivered in alocal context reflecting local needs
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Adjudication process:

*Receipt of all complaints
eDecision on case to answer
eInvestigation

eHearings — fitness to
practice
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*Oversight by CHRE




