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About the PDA

About the Pharmacists’ Defence Association
The Pharmacists’ Defence Association (PDA) is a not-for-
profit organisation which aims to act upon and support 
the needs of individual pharmacists and, when necessary, 
defend their reputation. It currently has more than 26,000 
members. The PDA Union was inaugurated in May 2008 
and achieved independent certification in 2011.

The primary aims of the PDA are to:

• Support pharmacists in their legal, practice and 
employment needs

• Represent the individual or collective concerns of 
pharmacists in the most appropriate manner

• Proactively seek to influence the professional, practice 
and employment agenda to support members

• Lead and support initiatives designed to improve the 
knowledge and skills of pharmacists in managing risk 
and safe practices, so improving patient care

• Work with like-minded organisations to further improve 
the membership benefits to individual pharmacists

• Provide insurance cover to safeguard and defend the 
reputation of the individual pharmacist
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Summary of Pharmaceutical Society of Northern Ireland (PSNI) proposals

Summary of Pharmaceutical  
Society of Northern Ireland  
(PSNI) proposals
The PSNI is consulting from 2 October to 27 November 
2017 on proposed new premises standards for retail 
pharmacy businesses provided at or from registered 
pharmacies. Its expectation is that these will be met by 
pharmacy owners and superintendents. The PSNI will 
acquire new powers under The Pharmacy (Premises 
Standards, Information Obligations, etc.) Order 2016  
(“the 2016 Order”), when it is enacted, to set such premises 
standards.[1] The Order was the result of the work of the 
Department of Health’s Rebalancing Medicines Legislation 
and Pharmacy Regulation programme board, of which the 
PSNI was a represented member.

The PSNI does not currently have the powers to set 
premises standards for existing pharmacies; its existing 
standards cannot be enforced through sanctions and 
therefore effectively have guidance status. Its inspectors can 
examine certain pharmacy standards which are covered by 
other areas of law, such as in relation to controlled drugs, 
and refer these to the relevant authorities.[2]
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Foreword

Foreword
Premises standards and the role  
of the regulator
The conditions within registered pharmacies are 
fundamental to ensuring pharmacy services can be 
provided safely and effectively. The premises standards 
define what those conditions should be. Pharmacy owners 
and superintendents have the ability to, and responsibility 
for, determining such conditions; it is typically not within 
the gift of employee pharmacists to determine and control 
them. Consequently, the regulator has an important role  
in monitoring premises standards and enforcing 
compliance therewith.

The risks to the public of the corporatisation of pharmacy 
have been recognised by the European Court of Justice 
(ECJ). The ECJ in effect found that chain pharmacies in the 
pursuit of profit may result in pressure on pharmacists that 
is not in keeping with a public health interest and member 
states are justified in legislating to counteract this.[3]  
It found that “restriction [to prevent pharmacy ownership 
by non-pharmacists] can nevertheless be justified by 
the objective of ensuring that the provision of medicinal 
products to the public is reliable and of good quality.”  
The court’s conclusions in relation to the balance of power 
in pharmacy, between the owner and employee, were also 
recognised: “the interest of a non-pharmacist in making 
a profit would not be tempered in a manner equivalent to 
that of self-employed pharmacists and that the fact that 
pharmacists, when employees, work under an operator 
could make it difficult for them to oppose instructions given 
by him.”[4] The extensive corporatisation of pharmacy in 
the UK – where many pharmacies are in large chains and 
ownership is not restricted to pharmacists – means that the 
role of the regulator in monitoring and enforcing premises 
standards is all the more important.

Applicability of the premises standards
In the case of Elizabeth Lee, who was prosecuted for an 
inadvertent dispensing error, it was determined that a 
person carrying on a business, as defined in the Medicines 
Act 1968, was the employer (i.e. the pharmacy owner) and 
not the employee (see paragraphs 44 and 45 of the Court 
of Appeal determination).[5] This term and its interpretation 
are repeated in the 2016 Order.[1] It appears that, due to the 
wording of the 2016 Order, superintendents who are not 
pharmacy owners (in a partnership or among the directors 
of a body corporate) could not be held to account by the 
PSNI for meeting the premises standards. 

Unlike the standards applicable to individual registrants, 
it may only be possible for the PSNI to apply sanctions 
in relation to breaches of premises standards where the 
fitness to practise committee or statutory committee is 
satisfied that the pharmacy owner is unfit to carry on  
the relevant business safely and effectively. The only 
sanction available will be the removal of the pharmacy  
from the register.

Recommendation
The PSNI must clearly set out the extent to which 
it can hold superintendents who are not pharmacy 
owners (in a partnership or among the directors of  
a body corporate) to account for meeting the 
premises standards, if at all.

Recommendation
Enforcement of regulatory standards must be 
consistent, and be seen to be consistent, across all 
pharmacy ownership models (single pharmacists, 
partnerships and bodies corporate).

The consultation document states that “Where compliance 
with the standards is poor, the implementation of action 
plans by the Pharmacy Owner and Superintendent will 
contribute to compliance and general improvements in 
quality and performance, within an agreed timeframe.” 
Registrant pharmacists may face sanctions for a failure 
to meet the PSNI’s Code of Ethics and Standards for 
Pharmacists. However, the PSNI has not set out the 
circumstances in which it would levy a sanction against 
a pharmacy owner for the failure to meet the proposed 
premises standards.

Recommendation
The PSNI must make clear the circumstances in 
which it is prepared to remove pharmacies from  
the register for a breach of premises standards.
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The consultation document also states: “Whilst we currently 
publish Pharmacy Premises Standards; in future, we want 
to simplify these to make them less prescriptive and more 
focussed on patient outcomes. Pharmacy Owners and 
Superintendents will be given autonomy to validate the 
services they provide to patients and the public.” This 
approach from the PSNI appears to be similar to that 
which has already been put in to practice by the General 
Pharmaceutical Council (GPhC) in Great Britain. There is 
concern that this is not an effective method of regulating 
pharmacy premises. Despite significant concerns from our 
pharmacist members that the GPhC’s premises standards 
in England and Wales are not being met by some 
pharmacy owners – and that risks to patient and public 
safety have developed in pharmacy practice attributable 
to failures to provide appropriate standards and working 
conditions in pharmacies – a recent Freedom of Information 
request revealed that the GPhC has not taken any punitive 
action against pharmacy owners in connection with these 
standards since its inception in 2010.[6]

A regulator must regulate, and protect the public in 
doing so. Light-touch or indeed “hands off” regulatory 
approaches create risks to the public, which, as outlined 
by the ECJ, may be particularly problematic if there was 
insufficient control exerted over the activities of some 
extensively corporatized pharmacy businesses. Light-touch 
or inadequate regulation has been identified as a material 
enabler of various failures, including the 2008 banking 
crisis and the Mid Staffordshire NHS Foundation Trust 
failures between 2005 and 2009.[7] [8] [9] [10]

Although improvements could be made to the existing PSNI 
Standards for Registered Pharmacy Premises (January 
2010), the draft new standards appear to be a significant 
retrograde step in both format and content.[2] Whilst we 
do agree with a regulatory approach involving in part the 
inspection and monitoring of patient outcomes, it is not 
appropriate to monitor outcomes alone, particularly in the 
context of the substantial corporatisation of community 
pharmacy. There are various issues with monitoring 
outcomes alone, without monitoring more prescriptive 
requirements:

• The outcomes could be delivered by any means 
necessary, which may result in inappropriate 
approaches from some pharmacy owners.

• If the outcomes are not written in a prescriptive manner, 
they may be subject to wide interpretation. Fundamental 
requirements which underpin patient safety may not 
be adhered to. Some pharmacy owners may choose 
to focus on specific operational elements in an effort 
to demonstrate that an outcome has been achieved, 
whilst avoiding drawing the inspector’s attention to 
those which have not been achieved. Further, an 
inspector may conclude that overall, an outcome has 
been achieved, even where fundamental underlying 
problems have been identified. To give an illustrative 
example, for the proposed standard “3.3 Provide an 
appropriate stock of medicines and medical device 
[sic]”, an inspector visiting a pharmacy may see a 
robust Standard Operating Procedure related to 
medicines ordering, staff may be able to confidently 
describe the theory of how they manage stock ordering 
and owed items etc. However, the pharmacy owner 
may choose not to draw the inspector’s attention to 
uncontrolled fridge temperatures, controlled drugs 
balance discrepancies, dispensing errors arising 
from poor stock management in practice, shortages 
in certain medicines due to selective purchasing 
in order to maximise reimbursement and profit, or 
delays in patients getting their medicines due to stock 
mismanagement, for example. An inspector would 
be under no instruction or obligation to check these 
things and may conclude that this standard is being 
met satisfactorily, whilst underlying problems were 
masked and allowed to persist; a light-touch approach 
is enabled.

• Spending a lot of time working with corporate 
businesses during its inspection process, the PSNI 
might risk unknowingly and inadvertently becoming 
subject to regulatory capture. This is a phenomenon 
where, often unwittingly, a regulator becomes 
dominated or heavily influenced by those it is charged 
with regulating. Much can be read about this online.

The issues above make it all the more important that the 
standards be prescriptive in nature and not subject to 
interpretation which allows patient safety issues to be 
masked or overlooked.

Recommendation
The existing format and nature of the PSNI’s 
Standards for Registered Pharmacy Premises should 
be retained. The PSNI should consult on revisions to 
the content.

Foreword
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Foreword

Recommendation
Due to the commercial focus of some community 
pharmacy owners, Standards for Registered 
Pharmacy Premises must be detailed and prescriptive 
in nature, setting out exactly what is expected by 
the regulator. In this way, meaningful premises 
inspections can be conducted. The standards may 
require particular outcomes, but should at the same 
time be prescriptive about important aspects of 
practice which allow those outcomes to be achieved.

Recommendation
The PSNI should use the term ‘pharmacists’ and not 
‘pharmacy professionals’ (a term used inappropriately 
by the GPhC and others to refer to both pharmacists 
and pharmacy technicians) in its Premises Standards 
and other documentation.
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The PDA’s recommendations

The PDA’s recommendations are:
• The PSNI must clearly set out the extent to which 

it can hold superintendents who are not pharmacy 
owners (in a partnership or among the directors of a 
body corporate) to account for meeting the premises 
standards, if at all.

• Enforcement of regulatory standards must be 
consistent, and be seen to be consistent, across all 
pharmacy ownership models (single pharmacists, 
partnerships and bodies corporate).

• The PSNI must make clear the circumstances in which it 
is prepared to remove pharmacies from the register for 
a breach of premises standards.

• The existing format and nature of the PSNI’s Standards 
for Registered Pharmacy Premises should be retained. 
The PSNI should consult on revisions to the content.

• Due to the commercial focus of some community 
pharmacy owners, Standards for Registered Pharmacy 
Premises must be detailed and prescriptive in nature, 
setting out exactly what is expected by the regulator. 
In this way, meaningful premises inspections can 
be conducted. The standards may require particular 
outcomes, but should at the same time be prescriptive 
about important aspects of practice which allow those 
outcomes to be achieved.

• The PSNI should use the term ‘pharmacists’ and not 
‘pharmacy professionals’ (a term used inappropriately 
by the GPhC and others to refer to both pharmacists 
and pharmacy technicians) in its Premises Standards 
and other documentation.

• Where the proposed standards are written such that 
they appear to set additional standards for employee 
pharmacists and other pharmacy staff, these should be 
rewritten as a requirement of the pharmacy owner. For 
example, they may be prefaced with “Pharmacy owners 
must create working conditions in which pharmacists 
are enabled and supported to…”

• The PSNI must ensure that its premises standards leave 
scope for pharmacists to use ethical reasoning and 
professional judgement.

• The standards must include requirements relating to:

 − Appropriate staffing levels (some requirements are 
present in the PSNI’s January 2010 Standards for 
Registered Pharmacy Premises but are not present 
in these standards)

 − The onus on employers to respond appropriately 
to address concerns raised by staff (the proposed 
standards state that “staff must feel empowered  
to raise concerns in a way that is consistent with  
a culture of openness, honesty and learning”  
but do not place any onus on pharmacy owners  
to address those concerns)

 − Ensuring pharmacists can take appropriate  
breaks and rest periods

 − The physical safety of staff and the protection  
from violence

These recommendations are also repeated in the  
relevant section of this document.
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Consultation Response

Consultation Response

1. Is sufficient clarity given about the 
Premises that need to be registered  
with the Pharmaceutical Society NI?

YES

2. Is it clear where the accountability for 
meeting the Premises Standards rests?

NO

The standards state “It is the responsibility of Pharmacy 
Owner and Superintendent Pharmacist [sic] to make 
sure that these Standards are met.” However, we have 
a concern that some of the standards appear to be 
worded such that they would, in practice, set additional 
standards for employee pharmacists rather than owners or 
superintendents. For example:

• 5.3 Staff must act with professionalism and in the best 
interest of patients

• 5.4 Staff must comply with the laws and regulations that 
affect their professional practice and be accountable for 
any acts and/or omissions

• 5.6 Staff must ensure that incentives or targets do 
not compromise their professional judgement, in the 
interests of the health, safety or wellbeing of patients 
and the public.

The standards should set expectations for pharmacy 
owners in relation to the conditions they create which 
enable pharmacists to deliver safe patient care, rather than 
setting additional expectations for pharmacists.

Recommendation
Where the proposed standards are written such that 
they appear to set additional standards for employee 
pharmacists and other pharmacy staff, these should 
be rewritten as a requirement of the pharmacy owner. 
For example, they may be prefaced with “Pharmacy 
owners must create working conditions in which 
pharmacists are enabled and supported to…”

As mentioned in the foreword, it is unclear as to whether 
superintendents could be held to account for breaches of 
these premises standards at all, and pharmacy owners 
may only be held to account for breaches in limited 
circumstances – where it is found that they are unfit to  
carry on the business.

3. The document has been structured by 
stating the main Principle, the Standards 
associated with the Principle, and 
finally some examples of Compliance 
Indicators. Does this structure work?

NO

In terms of structure, we do not see a problem with having 
specific principles and a number of standards associated 
with each. However, we note that the compliance indicators 
are only intended as examples of how pharmacy owners 
and superintendents can demonstrate compliance with the 
standards, but will not be absolute requirements and will be 
removed from the final version of the premises standards. 
Examples include:

• Have risk management systems in place to manage  
risk including SOPs, near-miss logs

• Ensure the confidentiality, security and integrity of  
data and patient information

• Have evidence of appropriate indemnity arrangements 
for the pharmacy premises and the range of services 
provided

• Have procedures in place to ensure the premises are 
kept clean and hygienic

• The pharmacy presents a professional image and is 
conducive to the provision of a quality professional 
services [sic]

• Record near misses, dispensing errors and accidents in 
the pharmacy

• Listen to feedback from patients, staff and the public 
who use the pharmacy

• The equipment and facilities are appropriate for the 
provision of safe and effective services
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Consultation Response

• Staff have the training they need to perform the duties 
required

• Staff work in a professional environment in which they 
feel empowered to exercise their professional judgement 
in the interests of patients, the public and other staff

• Incentives or targets have no adverse impact on the 
safety and quality of services

The PSNI must consider whether the standards in 
pharmacies could ever be deemed acceptable if any of 
the above examples could not be demonstrated. By not 
including these stipulations as part of the standards, we 
are concerned that it may be sending a message that it 
will accept shortcomings in these areas. We have already 
made the recommendation that the standards be written in 
a prescriptive format as at present.

4. There are five Principles which relate to 
the Standards set out in The Pharmacy 
(Premises Standards, Information 
Obligations, etc.) Order 2016, are the 
Principles clear?

NO

This question will elucidate whether or not the principles are 
clearly written, in comprehensible English. Unfortunately, it 
does not appear to be designed to determine whether or 
not the principles are appropriate and worded satisfactorily.

Our view is that Principle 5 – Staff is written such that 
it appears to prescribe requirements of employee staff 
members and not pharmacy owners. The wrong ethos 
appears to have been adopted in defining the principle (see 
our response to question 2 for more details).

5. Reflecting on the activities related to the 
safe and effective practice of pharmacy 
at a retail pharmacy business at or from 
a registered pharmacy, do any other 
Principles need to be added?

NO

Our view is that the names of the existing principles 
would be sufficiently broad to encompass the appropriate 
standards, but that the standards themselves are not 

appropriate (see our response to other questions for more 
information).

6. The Standards are grouped under five 
Principles. Are the Standards clear?

NO

This question will elucidate whether or not the standards are 
clearly written, in comprehensible English. Unfortunately, it 
does not appear to be designed to determine whether or 
not the standards are appropriate and worded satisfactorily. 
We have concerns with the following standards:

• “3.4 Measure and evaluate patient outcomes to 
demonstrate commitment to quality service provision, 
for example, number of Medicines Use Review (MURs), 
or smoking cessation figures”

 − A measurable patient outcome could be, for 
example, an acceptable proportion of asthma 
patients with a satisfactory peak flow reading when 
assessed at the pharmacy, or a certain proportion of 
diabetic patients whose blood sugar level was within 
the target range. The number of MURs conducted, or 
smoking cessation figures, are not patient outcomes. 
It is extraordinary that this has been included in 
the premises standards. Not only could it portray a 
lack of understanding of patient outcomes, but the 
PSNI appears to have proposed that MUR targeting 
become an expected part of pharmacy practice, 
when other healthcare authorities have taken steps 
to prevent such behaviour on the part of employers. 
For example, NHS Scotland explicitly prohibited 
the targeting of its Minor Ailments Service, or the 
undertaking of any activity which amounted to a 
recruitment drive. [11] In our view, Standard 3.4 is 
likely to be used by employers in a manner which 
puts pharmacists under pressure to perform MURs.

• “3.5 Respond to constructive patient and public 
feedback on service provision”

 − This requirement, if it is retained, must surely be 
to respond to any patient and public feedback 
on service provision where the patient expects a 
response. The manner in which patients and the 
public provide feedback cannot be prescribed by the 
PSNI in premises standards applicable to pharmacy 
owners and superintendents; patients cannot always 
be expected to be constructive in their feedback in 
order to obtain a response.
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Consultation Response

• “5.4 Staff must comply with the laws and regulations  
that affect their professional practice and be 
accountable for any acts and/or omissions”

 − This stipulation is similar to one included in the 
GPhC’s Standards for Pharmacy Professionals –  
that pharmacists and pharmacy technicians 
“must keep to the relevant laws”. [12] It leaves no 
scope for ethical decision making and precludes 
professional judgement which would lead to any 
action not in accordance with the law. For example, 
it may mean that a dying cancer patient is refused 
a supply of diamorphine due to a technical error on 
a prescription, where the pharmacist may otherwise 
have used professional judgement in relation to all of 
the circumstances and made a decision to supply. 
The inclusion of this requirement may mean that the 
PSNI itself would have some degree of accountability 
were any harm to come to a patient as a result of 
following it.

Recommendation
The PSNI must ensure that its premises standards 
leave scope for pharmacists to use ethical reasoning 
and professional judgement.

7. Reflecting on the activities related to the 
safe and effective practice of pharmacy 
at a retail pharmacy business at or from 
a registered pharmacy, do any other 
Standards need to be added?

YES

Recommendation
The standards must include requirements relating to:

• Appropriate staffing levels (some requirements are 
present in the PSNI’s January 2010 Standards for 
Registered Pharmacy Premises but are not present 
in these standards)

• The onus on employers to respond appropriately 
to address concerns raised by staff (the proposed 
standards state that “staff must feel empowered 
to raise concerns in a way that is consistent with 
a culture of openness, honesty and learning” but 
do not place any onus on pharmacy owners to 
address those concerns)

• Ensuring pharmacists can take appropriate  
breaks and rest periods

• The physical safety of staff and the protection  
from violence
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