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Introduction

portant aspect of all businesses and healthcare settings and is
tivity undertaken and the risks involved. As retail pharmacy
hat can carry significant risk, including the sale and supply of
at specific governance roles have been set out in law to

lic. Pharmacists and those in pharmacy governance roles are
sistent standards of safe and quality pharmacy services to

of the functions of the PSI as a regulator is to ensure that the
overnance is complied with.

rovide clarity on pharmacy governance roles, PSI has developed
on the responsibilities of those in governance roles and all
pharmacy businesses.

mended) (“the Act”) requires each retail pharmacy business to
in some cases, legal entities) acting in three specified

s and rules made under the Act give further detail on the

th these roles. The statutory governance roles are:

overnance roles, the Act and associated regulations require
istered pharmacist at the pharmacy to supervise the sale and
, all pharmacists working in a retail pharmacy business are
lities in relation to pharmacy governance.

ce

ple-based outline of the governance responsibilities of the

nt pharmacist, supervising pharmacist, and all pharmacists
etail pharmacy business. As the focus of this guidance is on

| responsibilities and should therefore be considered

07 (as amended), pharmacy and medicines legislation, the PSI
and guidelines, and all other relevant legislation. Where a
body such as a limited company, the legislation under which
rmed will also be relevant. Where the term “pharmacy” is
to a retail pharmacy business as defined in the Act.


https://www.thepsi.ie/gns/Pharmacy_Practice/code-of-conduct.aspx

Pharmacy Governance Roles

tatutory governance roles working together
cy to implement safe and compliant systems to
ents and the public.

These four roles form the four pillars of pharmacy governance.

Pharmacy Owner: A person (or corporate body) carrying on a retail pharmacy business who
has overall responsibility for ensuring the safe and compliant operation of the business.
The owner nominates a superintendent pharmacist and a supervising pharmacist.

Superintendent pharmacist: A pharmacist with three or more years of post-registration
experience who has overall responsibility for the management and administration of the
sale and supply of medicines from the pharmacy. A superintendent pharmacist can act for
more than one pharmacy.

Supervising pharmacist: A pharmacist with three or more years of post-registration
experience who is in whole-time charge (see section 3.4.1) and is responsible for the day-to-
day operation of the pharmacy. A supervising pharmacist can only act for one pharmacy.

Pharmacist: A pharmacist who is registered with the PSI and governed by the principles and
ethical standards of the PSI Code of Conduct (the Code).

Superintendent m

pharmacist Supervising

Pharmacy
owner pharmacist




Pharmacy Governance

Optimum pharmacy governance structures, acknowledge the roles of the pharmacy owners,
superintendent pharmacists and supervising pharmacists in having a shared responsibility
and accountability, operating in tandem and in partnership with PSI as the pharmacy
regulator and regulatory structures designed by the Oireachtas to assure quality, safety and
best outcomes for patients.

While the four pillars of pharmacy governance are essential, how they are arranged can vary
between pharmacies. One person may be the owner, superintendent, and supervising
pharmacist, or separate individuals may occupy these roles. An owner may be a pharmacist,
partnership, representative, or a corporate body (such as a limited company) and own one
or multiple pharmacies. The pharmacist(s), support staff, staff skill mix, and the services
provided will also be unique to each pharmacy. Regardless of the specific arrangements, the
same key governance principles apply to every pharmacy. Pharmacy governance is effective
when all four pillars work together to ensure the patient is at the centre of all decisions.

Pharmacy Governance Principles

armacy governance roles are derived from the Act,
en the responsibilities are considered collectively,
rching governance principles:

Principle 1: Safe and compliant pharmacy systems with patients at the centre

The pharmacy owner and superintendent pharmacist establish systems
and procedures to support the pharmacy in delivering safe, quality
pharmacy services and patient-centred care. The supervising
pharmacist puts these systems into action by ensuring they are
followed on a day-to-day basis in the pharmacy. Operating within safe
systems and procedures guides the pharmacy team to work in a way
that puts the patient first and complies with legislation, guidance,
standards, and the Code of Conduct.

Principle 2: Effective leadership, delegation, and clear accountability

The superintendent pharmacist and supervising pharmacist provide
leadership at senior management level and day-to-day level. The
owner provides the necessary staffing, environment, and

resources and works with the superintendent pharmacist and
supervising pharmacist to address any needs that arise. The
superintendent pharmacist establishes clear roles and
responsibilities for everyone at the pharmacy, meaning each
member of the team knows what they are doing, who they report



Pharmacy Governance

to, and the standard expected. The supervising pharmacist oversees that the team fulfil their
responsibilities. Everyone is accountable for their actions and inactions.

Principle 3: Managing risk and driving continuous improvement

The pharmacy owner supports the superintendent pharmacist and supervising pharmacist in
establishing and implementing robust processes for identifying, assessing
and managing risk, dealing with complaints, acting on medicine safety
alerts, and driving the ongoing improvement of all aspects of
services delivered. The supervising pharmacist monitors the
operation of these processes on a day-to-day basis, and all
0 T pharmacists working at the pharmacy contribute effectively and
equally. Working together, those in the governance roles embed an
open safety culture where issues are discussed and reviewed with a
focus on learning, improvement and prevention.

Principle 4: Competent pharmacy teams, acting with honesty and integrity

The pharmacy owner supports the superintendent pharmacist and supervising pharmacist
to develop a pharmacy team with the skills, competence, and
knowledge they need to deliver compliant, safe, and quality
services. Pharmacists and team members identify their
training needs, take action to address these needs and seek
support when necessary. The pharmacy owner,
superintendent pharmacist, and supervising pharmacist lead
with integrity. Pharmacists are encouraged to use their

professional judgment and make decisions in accordance with the
Code of Conduct.




rnance Roles and Responsibilities

The pharmacy owner, superintendent pharmacist, supervising pharmacist, and all
pharmacists working at the pharmacy have specific responsibilities under each of the four
overarching principles of effective pharmacy governance. While some responsibilities may
be shared across several roles, they apply at different levels depending on the nature of the
role. For example, pharmacy owners will tend to have overall responsibility for ensuring the
safe and compliant operation of the business; the superintendent pharmacist will be
responsible at a management level, the supervising pharmacist will be responsible for the
day-to-day operation of the pharmacy, and all pharmacists working at the pharmacy will be
responsible for adhering to legislation, guidance, procedures, and the Code of Conduct in
their practice. A person acting in a governance role can delegate aspects of their duties to
another; however, responsibility for ensuring the task has been completed appropriately
remains with the person in the governance role.

The four principles of pharmacy governance require all pharmacists and those in pharmacy
governance roles to work collectively and collaboratively on a continual and consistent basis.

The sections which follow set out:

3.1 Responsibilities for all Pharmacists

3.2 Responsibilities for Pharmacy Owners

3.3 Responsibilities for Superintendent Pharmacists

3.4 Responsibilities for Supervising Pharmacists




Governance Roles and Responsibilities

Responsibilities for all Pharmacists

will have core responsibilities in relation to
es apply to all pharmacists, including locums,
so hold statutory governance roles.

Principle 1: Safe and compliant pharmacy systems with patients at the centre

1.1 You follow the systems and procedures established at the pharmacy and lead the
pharmacy team to do the same.

1.2 You supply medicines, deliver pharmacy services, and provide appropriate advice and
counselling in line with legislation, guidance, and pharmacy procedures.

1.3 In your practice, you ensure the quality and integrity of all medicines being supplied. You
verify medicines, check expiry dates, ensure appropriate licencing, and respond to
medicine safety alerts and recalls.

1.4 You complete pharmacy records in line with the legislation, guidance, and procedures.
You lead the pharmacy team to do the same.

9 Principle 2: Effective leadership, delegation, and clear accountability

2.1 Before providing services at the pharmacy, you ensure you are appropriately registered
and fit to practise.

2.2 You are aware of your specific role, responsibilities, and accountability, and you take
steps to clarify any uncertainty.

2.3 You communicate effectively and professionally and follow the pharmacy’s
communication and escalation processes.

2.4 You cooperate with those in governance roles, the PSI, and other bodies with statutory
authority.

2.5 When working as the sole pharmacist at the pharmacy, you ensure the sale and supply of
medicines, provision of services, and access to medicines and pharmacy records remain
under your supervision. When working with other pharmacists, you ensure there is a
clear understanding as to each individual pharmacist’s roles and responsibilities.

2.6 Before leaving the pharmacy at any time other than when it is closing, you ensure
another pharmacist has assumed responsibility, or alternatively, procedures approved by
the superintendent pharmacist are put in place to ensure non-pharmacists (including
members of staff) do not have access to the pharmacy except in the presence of a
pharmacist.
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Principle 3: Managing risk and driving continuous improvement

3.1 You follow and contribute to the pharmacy’s risk management, quality improvement,
and complaint handling processes, and you lead the pharmacy team to do the same.

3.2 Where you identify quality or risk issues, you take any necessary steps to resolve them
and escalate them as appropriate to the supervising pharmacist.

@ Principle 4: Competent pharmacy teams, acting with honesty and integrity

4.1 You maintain the clinical skills and knowledge you need to fulfil your role in the
pharmacy. You address your training needs and seek support when needed.

4.2 You practise within your competence and refer patients to others as appropriate.

4.3 You consider the competence of the pharmacy team working alongside you and delegate
and supervise accordingly.

4.4 You take care to maintain your physical and mental wellbeing, and you take appropriate
rest breaks while working in the pharmacy. You raise any concerns about your ability to
perform your role with those in governance roles and the PSI where necessary.

4.5 You are open and honest, act with integrity, and take accountability for your actions and
inactions.

4.6 You use your professional judgement and decision-making in your practice and do not
allow targets or incentives to determine decisions on patient care.

4.7 You follow the Code of Conduct, practice in accordance with legislation, guidance, and
practice standards, and put the patient’s best interests at the centre of your decisions.
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Responsibilities for Pharmacy Owners

ponsibility for the governance and compliance of
lity with the superintendent pharmacist and
priate management, leadership, and

e a responsibility to support the superintendent
discharging their duties.

Principle 1: Safe and compliant pharmacy systems with patients at the centre

1.1 You ensure the superintendent pharmacist develops clear, structured procedures for the
pharmacy, which are specific, compliant with legislation and guidance, and establish safe
systems of operation and service provision.

1.2 You ensure the supervising pharmacist implements the pharmacy procedures and
oversees that staff are trained and competent to follow them.

1.3 You ensure the pharmacy is managed in a way that delivers the safe sale and supply of
medicines, provision of patient counselling, and provision of other services, in line with
legislation and guidance, and under the supervision of a pharmacist.

1.4 You ensure the pharmacy is managed so that medicines are sourced, stored, and
disposed of in a safe and compliant manner. Medicines supplied by the pharmacy are
verified, in-date, and appropriately licenced, and medicine safety alerts and recalls are
received and actioned.

1.5 You ensure contingency plans have been developed to respond to issues affecting the
pharmacy’s operation and to support patients’ continued access to care.

1.6 You ensure pharmacy records are maintained in compliance with legislation and
guidance.

1.7 You ensure that where the pharmacy is involved in internet supply, veterinary medicines,
residential care supply, vaccination services or any other additional services, these are
conducted in line with legislation and guidance.

1.8 You maintain all aspects of the pharmacy’s registration and notify the PSI of changes.

9 Principle 2: Effective leadership, delegation, and clear accountability

2.1 You appoint appropriately experienced and competent pharmacists to act as the
superintendent pharmacist and supervising pharmacist for the pharmacy. You use
succession planning to ensure the continuity of statutory governance roles.

2.2 You have overall responsibility for ensuring the pharmacy team are provided with the
necessary staff, premises, procedures, and equipment required for the pharmacy to
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deliver safe and effective patient-centred care and pharmacy services. You ensure rest
breaks are facilitated for all staff.

2.3 You communicate regularly and effectively with the superintendent pharmacist and
supervising pharmacist and ensure that effective communication procedures are in place
in the pharmacy.

3.1 You respond to and resolve issues you are made aware of, including the appropriateness
of staffing levels, staff training, and pharmacist cover at the pharmacy.

3.2 You cooperate with the PSI and other statutory bodies with relevant authorisation, and
lead all those involved in the pharmacy to do the same.

g_:” Principle 3: Managing risk and driving continuous improvement

3.3 You maintain the pharmacy premises, equipment, and resources in accordance with
legislation and PSI guidance, and you address any deficiencies that arise.

3.4 You ensure systems are established in relation to risk management, quality improvement
and the handling of complaints.

3.5 You respond to and resolve any issues you are made aware of, including those in relation
to risk management, safety issues, complaints, and quality improvement matters.

3.6 You support the superintendent pharmacist and supervising pharmacist in establishing
an open and honest safety culture? in the pharmacy with a focus on learning for
improvement.

@ Principle 4: Competent pharmacy teams, acting with honesty and integrity

4.1 You support pharmacists in the pharmacy to use their professional autonomy and
judgement. You don’t use targets or incentives which could adversely influence decisions
affecting patient care.

4.2 You ensure the patient’s best interests are at the centre of all decisions. You lead all
involved in the pharmacy to do the same.

1 A safety culture exists when issues relating to patient safety and staff are critically reviewed and discussed
within a pharmacy team.

10
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Responsibilities for the Superintendent Pharmacist

pecific statutory responsibilities. You control
armacy services and the sale and supply of
and you have overall control of the professional

Principle 1: Safe and compliant pharmacy systems with patients at the centre

1.1 You develop clear, structured procedures for the pharmacy, which are specific, compliant
with legislation and guidance, and establish safe systems of operation and service
provision.

1.2 You review, audit, and update procedures on an ongoing basis to ensure they remain
reflective of the practices in the pharmacy and are in line with any relevant legislation
and guidance.

1.3 You work with the supervising pharmacist to ensure procedures are implemented and
followed at the pharmacy.

1.4 You put systems in place to ensure the sale and supply of medicines, provision of
services, and provision of patient counselling at the pharmacy are carried out safely, in
compliance with legislation and guidance, and under the personal supervision of a
pharmacist.

1.5 You put systems in place to ensure medicines are sourced, stored, and disposed of in a
safe and compliant manner. Medicines supplied by the pharmacy are verified, in-date,
and appropriately licenced, and medicine safety alerts and recalls are received and
actioned.

1.6 You develop a pharmacy contingency plan to respond to issues affecting the pharmacy’s
operation and to support patients’ continued access to care.

1.7 You ensure pharmacy records are maintained in compliance with legislation and
guidance, and you maintain any records relevant to you as the superintendent
pharmacist.

9 Principle 2: Effective leadership, delegation, and clear accountability

2.1 You ensure pharmacy procedures provide all members of the team (including locum
pharmacists) with clarity on their roles and responsibilities.

2.2 You ensure the staffing levels, skill mix, and level of pharmacist cover are sufficient for
the services being provided at the pharmacy, bearing in mind busy periods and the
provision of additional services. You ensure all staff are given appropriate rest breaks.

11
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2.3 You review and resolve, where possible, any issues you are made aware of relating to
staffing levels, training needs, resources, premises, or equipment. You escalate to the
pharmacy owner where necessary.

2.4 You communicate regularly and effectively with the pharmacy owner and supervising
pharmacist and develop effective communication and escalation processes for the
pharmacy team (including locums).

2.5 You cooperate with the PSI and other statutory bodies with relevant authorisation and
lead all those involved in the pharmacy to do the same.

ool

Principle 3: Managing risk and driving continuous improvement

3.1 You develop systems to monitor and manage risks at the pharmacy, including the
recording and investigation of near-misses and errors. You work with the supervising
pharmacist to develop action plans to mitigate risks and prevent a recurrence.

3.2 You put systems in place to continually monitor the quality and compliance of pharmacy
services, including conducting internal audits and self-assessments.

3.3 You put systems in place to manage complaints and concerns raised by patients, the
public, pharmacy staff, other health professionals or organisations, including the PSI.

3.4 You review and resolve, where possible, any issues you are made aware of relating to risk
management, safety issues, complaints, and quality improvement matters, and you
escalate to the pharmacy owner where necessary.

3.5 You establish an open and honest safety culture in the pharmacy where staff are
encouraged to discuss errors, incidents, and near-misses with a focus on learning for
improvement.

9 Principle 4: Competent pharmacy teams, acting with honesty and integrity

4.1 You ensure staff have the knowledge, skills, and competence they need to perform their
roles. You work with the supervising pharmacist to facilitate appropriate training and
development to support staff to fulfil their role.

4.2 You exercise professional autonomy and professional judgement in your work and
support other pharmacists at the pharmacy to do the same. You don’t use targets or
incentives which could adversely influence decisions affecting patient care.

4.3 You put the patient’s best interests at the centre of all decisions. You lead all involved in
the pharmacy to do the same.

12




Governance Roles and Responsibilities

Responsibilities for the Supervising Pharmacist

ve specific statutory responsibilities and occupy a key
ou are the pharmacist in ‘whole-time charge’ and are
agement and operation of one pharmacy only.

@ Principle 1: Safe and compliant pharmacy systems with patients at the centre

1.1 You implement the pharmacy procedures by ensuring they are being followed on a day-
to-day basis in the pharmacy. You therefore ensure that the pharmacy is operating in a
safe and compliant manner and consistently delivering safe, quality care for patients and
the public.

1.2 You ensure the pharmacy procedures remain reflective of the current practices in the
pharmacy. You address any deviation from procedures by staff, and you advise the
superintendent pharmacist of any changes in process at the pharmacy as they evolve.

1.3 You ensure that the sale and supply of medicines, provision of pharmacy services, and
provision of patient advice and counselling at the pharmacy are carried out in line with
legislation and guidance and under the personal supervision of a pharmacist.

1.4 You ensure medicines at the pharmacy are sourced, stored, and disposed of in a safe and
compliant manner. Medicines supplied by the pharmacy are verified, in-date, and
appropriately licensed, and medicine safety alerts and recalls are received and actioned.

1.5 You put the pharmacy’s contingency plan into action when needed and ensure steps are
taken to support patients' continued access to care.

1.6 You maintain the pharmacy record keeping in line with legal requirements. You maintain
all records which require your input and lead others to do the same. You monitor,
investigate, and address non-compliance.

'!' Principle 2: Effective leadership, delegation, and clear accountability

2.1 You ensure all staff have a clear understanding of their specific roles and responsibilities.
And you ensure they work in accordance with procedures which are relevant to them.

2.2 You monitor staffing at the pharmacy on a day-to-day basis to ensure the correct
personnel (including pharmacists) and skills are available to support the safe provision of
quality care for patients. You plan for busy periods and the provision of additional
services. You ensure all staff (including pharmacists) are given appropriate rest breaks.

2.3 You communicate regularly and effectively with the superintendent pharmacist and
pharmacy owner. You ensure effective communication and escalation processes are

13
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being followed in the pharmacy by all members of the pharmacy team (including locum
pharmacists).

2.4 You review and resolve, where possible, any issues you are made aware of, including
those relating to staffing levels, training needs, resourcing, premises, and equipment,
and you escalate to the superintendent pharmacist where necessary.

2.5 You cooperate with the PSI and other bodies with statutory authority and lead all those
involved in the pharmacy to do the same.

o | Principle 3: Managing risk and driving continuous improvement

3.1 You monitor and manage risks at the pharmacy on a continual basis. You ensure near-
misses, incidents and errors are recorded, investigated, and reviewed. You take action to
mitigate risks and prevent recurrence and escalate to the superintendent pharmacist
where necessary.

3.2 You continually monitor the quality and compliance of pharmacy services. You audit and
assess performance against the relevant guidance and standards. Where improvements
are needed, you develop action plans with specific objectives and timelines and escalate
to the superintendent pharmacist where necessary.

3.3 You manage complaints and concerns raised at the pharmacy by patients, the public,
pharmacy staff, other health professionals or organisations, including the PSI. You review
complaints, gather relevant information, take any actions required, and escalate to the
superintendent pharmacist where necessary.

3.4 You operate an open and honest safety culture by encouraging members of the
pharmacy team to discuss errors, incidents, and near-misses with a focus on learning for
improvement. You lead by example in discussing your own errors and near misses with
the pharmacy team.

Principle 4: Competent pharmacy teams, acting with honesty and integrity

4.1 You ensure all staff are trained to follow pharmacy procedures and fulfil their roles, and
you maintain records of staff training.

4.2 You monitor the ongoing competence and performance of pharmacists and staff to
ensure they maintain the knowledge, skills, and competence needed for their role.
Where deficiencies or development needs are identified, you arrange appropriate
training and support. You escalate to the superintendent where necessary.

4.3 You exercise professional autonomy and professional judgement in your work and
support other pharmacists at the pharmacy to do the same. You don’t use targets or
incentives which could adversely influence decisions affecting patient care.

14
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4.4 You put the patient’s best interests at the centre of all decisions. You lead all involved in
the pharmacy to do the same.

Supervising Pharmacist - Whole-Time Charge

While there is no specific definition of “whole-time charge” in pharmacy legislation, the
nature of the role determines that the supervising pharmacist needs to be practising in the
pharmacy on a consistent and continuous basis during the pharmacy opening hours. The
supervising pharmacist, therefore, needs to work in the pharmacy on a regular basis so that
they can effectively fulfil their responsibility to oversee the day-to-day operations and
implement safe and compliant systems to consistently deliver safe, quality care for patients
and the public. This is illustrated in Figure 1 below.

As all pharmacies vary, the PSI has not set a required minimum number of weekly hours for
a supervising pharmacist to be present. Instead, a risk-based decision should be made by
the pharmacy owner and the superintendent pharmacist as to what level of professional cover
is to be provided by the supervising pharmacist. Consideration should be given to the views of
the supervising pharmacist, the pharmacy opening hours, and any additional services
provided. The decision should clearly support the provision of safe and quality pharmacy
services for patients and the public, and the agreement should be documented by those
involved.

In summary, whole-time charge entails the supervising pharmacist taking proactive steps to
establish clear procedures, ensure safe and patient-centred practices, manage risks
effectively, maintain a robust quality management system, and facilitate ongoing staff
training and development to uphold high standards of pharmacy services, without requiring
their physical presence on-site at all times.

Clear, structured The day-to- day Risk management Robust Quality Support staff
procedures are management of is an integral part Management training and
consistently followed dispensing activity and of how pharmacy System is in place. ensure pharmacy
by the pharmacy pharmacy services are services are team keep their

team. safe and patient- delivered. knowledge and
centred. skills up to date.

Figure 1: ‘Whole-time charge’ responsibilities
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