Under the Freedom of Information Act 2000, please provide me with the following information:
1.

The total number of GPhC-registered pharmacies, giving a breakdown of the numbers in:
o

England

12,928

o

Scotland

1,294

o

Wales

745

This data is correct as at 24 June 2018.
2.

The total number of pharmacies that have been registered with the GPhC at any point since
1 November 2013
15,468
This is based on a distinct (unique) count of the pharmacies that were on the register, but
may no longer be registered since 1 November 2013. The data is correct as at 24 June 2018.

Since 1 November 2013, when the GPhC’s current inspection model was introduced:
3.

The total number of pharmacies inspected
14,637
This is the total distinct (unique) number of pharmacies that were inspected on or after 1
November 2013 under routine inspections. This does not include multiple inspections of the
same pharmacy. The data is correct as at 24 June 2018.

4.

The total number of pharmacy inspections carried out
15,738
This is the total number of routine inspections (not distinct pharmacies, including possible
revisits to the same pharmacy) carried out on or after 1 November 2013. The data is correct
as at 24 June 2018.

5.

The number of pharmacies that have not received an inspection under the current inspection
model
201
This is based on the total number of pharmacies that are currently registered as at 24 June
2018. 28 of these pharmacies are scheduled to have a routine inspection. The majority of
these have recently joined the register in the last 18 months. Although the total number of
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pharmacies that were registered at any point since 1 November 2013 was 15,468, some
pharmacies will have left the register before they had a routine inspection.

The number that have received more than one inspection under the current inspection model
1,074 pharmacies (2,175 inspections). The data is correct as at 24 June 2018.

6. The number of inspections where the pharmacy was rated ‘poor’ overall

667
This is the number of routine inspections (not distinct pharmacy premises, including possible
revisits to the same pharmacy) where the pharmacy was rated “poor” overall. The data is
correct as at 24 June 2018.
7. The total number of inspections where an action plan was required

2,576
This is the number of routine inspections (not distinct pharmacy premises, including possible
revisits to the same pharmacy) where an action plan was required. The data is correct as at
24 June 2018.
9. Of those inspection visits in (8) where an action plan was required:
a) The number of instances in which the GPhC revisited the pharmacy to check whether
the necessary improvements had been made before treating the action plan as
completed
b) The number of instances, during a GPhC revisit as in (9) (a), that all of the necessary
improvements were found to have been made, on the first revisit
c) The number of instances in which the GPhC accepted assurances from the pharmacy
owner or superintendent that all of the necessary improvements had been made and
did not revisit the pharmacy to check this before treating the action plan as
completed
d) The number of pharmacies rated as poor overall where no response was sent to the
GPhC within two days (to say what action will be taken to address any deficiencies
and improve practice)
e) The number of pharmacies rated as satisfactory overall where no response was sent
to the GPhC within five days (to say what action will be taken to address any
deficiencies and improve practice)
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In relation to question 9a -9e, we are unable to provide this information to you as it is not
collected in the format being requested. This level of detail would be embedded within
inspection records and reporting systems. We would have to examine the above from 1
November 2013 to the current date to establish this data.
From our preliminary assessment, we estimate that your request exceeds the appropriate
costs limit (£450 or 18 hours) set out in section 12 of the Freedom of Information Act
2000. To provide you with accurate data, we will have to examine the inspection history of
each pharmacy individually. This is because we do not keep a standalone record to:
a. log the number of revisits we carry out to check whether any necessary improvements had
been made before treating the action plan as completed,
b. log the number of instances where we identified that all necessary improvements were
found to have been made, on the first revisit.
c. log the number of instances in which we accepted assurances from any pharmacy owner or
superintendent that all the necessary improvements were made and where we did not
revisit the pharmacy to ensure this had been done before treating the action plan as
completed.
d. log the number of pharmacies rated as poor overall where no response was sent to us
within two days (to say what action will be taken to address any deficiencies and improve
practice).
e. log the number pf pharmacies rated as satisfactory overall where no response was sent to
us within five days (to say what action will be taken to address any deficiencies and
improve practice).
Please be advised that under section 1 of the FOIA, there is no obligation to create
information in response to a request.
10. Internal information which shows what action the GPhC will take in the event that a

pharmacy is required to complete an action plan and there is no response within the requisite
timeframe set out in (9) (d) and (e) above
Please see the attached Improvement action planning document.
11. Internal information which shows how the GPhC decides whether or not to revisit a

pharmacy that has been given an action plan
Please see the attached Operational Inspection Note 3/14 and 1/17*. Also see the attached
Improvement action planning document. All pharmacies rated poor will automatically be
required to produce an action plan. All pharmacies rated poor (and are required to produce
an action plan) will be revisited. Pharmacies rated as satisfactory with an action plan will not
be visited unless the inspectors believe that it is necessary to visit.
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*Operational Inspection Note 1/17 reflects current practice, before any proposed changes
are implemented.
12. Internal information which shows the circumstances in which a pharmacy would receive

a ‘poor’ rating overall following an inspection, including whether, if one of the standards was
rated poor, the pharmacy could still receive a ‘satisfactory’, ‘good’ or ‘excellent’ rating
overall.

Please see the attached Operational Inspection Note 2/14 and 4/15 and Inspection judgements
and ratings document. Additionally, please click on the below links for further detail on our
website.
What makes a good pharmacy?
Principles of an excellent pharmacy
https://www.pharmacyregulation.org/improvement-action-plans
13. When pharmacies tell the GPhC through an action plan what actions they intend to take to
address any deficiencies, they are required to specify how long that action will take to implement.
Please provide internal information which shows how the GPhC determines the amount of time to
allow for a pharmacy to implement the actions, including any circumstances in which an exception
may be made.

Please see the attached Operational Inspection Note 3/14 and 1/17. Please also see the
attached Improvement action planning document.
14. The longest lead time provided to any pharmacy to implement an action in an action plan

under the current inspection model.
We are unable to provide this information to you as it is not collected in a reportable
format. In order to answer your request, we would have to examine individual inspection
records to establish the longest lead time provided to any pharmacy to implement an
action plan. For this reason, we estimate that to respond to this question would exceed the
appropriate costs limit (£450 or 18 hours) set out in section 12 of the Freedom of
Information Act 2000. I am unable to advise you as to how you could revise your request
so that it can fall with the appropriate limit of £450 / 18 hours as the data cannot be
extracted without us having to review individual inspection records.
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15. Internal information which sets out what action the GPhC will if improvements are not

made within the requisite timeframe specified on an action plan
As per the registered pharmacies consultation document, under the section ‘our proposed
approach to enforcement’ on page 25, we have indicated that “we will be developing an
enforcement policy that will set out how we use our enforcement powers, and we will be
asking for views on any future guidance for our statutory committees on decisionmaking”. The consultation document also sets out the principles that will guide our
approach to enforcement. However, we are in the early stages of policy formulation and
development for this work. Whilst we will of course publish our enforcement policy in due
course, we are not in a position to share further information at this stage in the process.
Although we are developing an enforcement policy, it is important to highlight that our
current powers to take enforcement action are set out clearly in the relevant
legislation. The Pharmacy (Premises Standards, Information Obligations, etc.) Order 2016
(Commencement) (England, Wales and Scotland) Order of Council 2018 commenced a
number of changes to both the Pharmacy Order 2010 and the Medicines Act 1968. In
relation to your specific questions, the legal requirements on serving Improvement Notices
are set out in Article 13 of the Pharmacy Order. Further, Article 14 deals with noncompliance with Improvement Notices and Article 16 deals with appeals against
Improvement Notices. Additionally, disqualification powers are set out in Part 4 the
Medicines Act 1968.
16. Internal information which describes the circumstances in which the GPhC would issue an

improvement notice instead of requiring an action plan following an inspection
Please see the above answer.
17. In your consultation document the GPhC stated that 12,825 registered pharmacies had

been inspected from 1 November 2013 to 1 March 2018 since it introduced the new ‘show and
tell’ approach to inspections. However, in the GPhC council meeting papers of 12 April 2018, it
said it had inspected 14,460 registered pharmacies between 1 November 2013 and 26 March
2018. Please explain the difference in the figures.
The consultation document at page 10 and 12 April Council paper at page 34/78 do quote
the figure of 12,825 registered pharmacies as being inspected from 1 November 2013 to 1
March 2018. This 12,825 figure was calculated as follows:
• Only the latest routine inspection to a unique pharmacy was counted, multiple
inspections to the same pharmacy were not included in this record.
• An internal overall inspection status of “complete” was used, this includes for example
follow up inspection activities such as the report writing, quality assurance and sign off of
the report, report sent and published to the inspected pharmacy. This number did not
include inspections that have occurred, but follow up activities such as report finalisation
had not happened yet.
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• Registered pharmacy means it was registered at the time of inspection (it may not be
currently registered but was previously).
If the query above is run now, the figures will have increased as follow up activities will have
happened and more inspections will have an overall internal status of “complete”. This figure
does not truly reflect the number of actual inspection visits only that have occurred.
The 12 April Council paper at page 73/78 does say: “Between 1 November 2013 and 26 March 2018,
we inspected 14,460 registered pharmacies.” This figure was calculated differently. This was based
on any inspection carried out in the inspection cycle that is routine and regardless of it having an
internal overall inspection status of complete status. An Actual Inspection Date was present to
indicate an inspection had been carried out. Therefore:

• Multiple routine inspections per unique pharmacy are counted, not just the latest routine
inspection. This was based on any inspection carried out in the inspection cycle that was a
routine inspection.
• The overall internal inspection status of “complete” was not used, for example the
reports may not have been signed off yet. An “Actual inspection Date” was present to
indicate an inspection had been carried out.
• Registered pharmacy means it was registered at the time of inspection (it may not be
currently registered but was previously).
18. The consultation document states that “99% of pharmacies which had to complete

improvement action plans in 2016/17 made the improvements needed” and “The
remaining 1% is made up of plans where actions were not yet due, or where they had
long lead times”. When considering the percentage of pharmacies that had to complete
action plans that made the improvements needed, it does not appear to make sense to
include the pharmacies whose actions were not yet due or where the actions had long
lead times, since they have not yet missed a deadline. Excluding those pharmacies from
the calculation would mean that the percentage of pharmacies which made the
necessary improvements within the timeframe set by the GPhC would be 100%. Please
provide full details and data to show how this “99%” figure was calculated, including but
not limited to:

o

To what extent it was based on assurances from pharmacy owners /
superintendents or other staff that the standards were now met, without the GPhC
revisiting to confirm
Please see the response to Q11 earlier.
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o

The time period which the GPhC allows for the pharmacies to make the
improvements needed

Please see the attached Improvement action planning document page 1/3:
The target date for the pharmacy to complete the improvements specified in the action plan
is dependent upon the risk to patient safety, and hence the overall inspection rating:
• Poor pharmacies - 10 working days.
• Satisfactory pharmacies - 20 working days.
There may be certain instances where owners/Superintendents seek additional time to
complete an action plan. This may occur, for example, if the owner had already made
arrangements for a re-fit of the pharmacy. Inspectors should consider such requests
carefully, in light of the level of risk to patient safety, before agreeing any extension given.
o

The time period over which the 99% figure is based
The time period for which the 99% figure was based on the full annual reporting year from 1
April 2016 to 31 March 2017. This figure is reporting on the total number of actions plans
issued during that time period, and of those issued, how many have satisfactorily made the
improvements. In the narrative we note that there may be some action plans that do not
have a due date yet. This figure is not reporting on the number of actions plans that had a
due date within 1 April 2016 to 31 March 2017.
The 99% figure of pharmacies was calculated as follows:
• The number of pharmacies inspected was derived from a query of the live inspections
database, on 5 April 2017, looking for inspections with an Actual Inspection Date during
the period 1 April 2016 to 31 March 2017, this was 3,647 pharmacies inspected. Only
routine inspections have been included, rather than follow up inspections, or inspections
conducted in the process of registering a pharmacy.
• The number of action plans was also derived from the same query of the inspections
database, based on the Action Plan Required – this was 469 from the 3,467 inspections
during that year. The Date Action Plan Returned fields was used to calculate how many
actions plans have made the necessary improvements, this was 465, which equates to
99%. Consequently, only action plans completed by the pharmacies have been included; a
small number of pharmacies will have been notified that action plans were required, but
would not have submitted them within the reporting period. This is the 1% of action plans
that were not due.
• The 99 per cent figure of pharmacies making improvements against action plans is
derived from the number of action plans required, against those that have demonstrated
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some form of improvement. After a re-inspection, inspectors will update the database to
record progress on the action plan, against principles and specific standards. Only those
that have made required improvement have been included in this calculation.
19.Internal information which shows under what circumstances the GPhC would, and what

powers the GPhC has, to close a pharmacy:
a)

under any circumstances

b)

immediately where issues are identified during an inspection
Please see question 15.

20. The consultation document refers to “improvement action plans”. These have previously

been referred to as “action plans”, including in an external review of the GPhC’s inspection
process. Please provide any information including emails which relates to the choice of the
name “improvement action plan”.
We have used the term ‘improvement action plans’ since before the current approach was
implemented in November 2013; please see the below links to Council papers from
September 2013 as examples of our use of this term from 2013:
https://www.pharmacyregulation.org/sites/default/files/2013-09-12%20Council%20%20complete%20set%20of%20public%20papers.pdf
(See point 2.8 of paper 09.13/C/04)
https://www.pharmacyregulation.org/sites/default/files/2013-0912%20Council%20minutes%20PUBLIC%20session%20September%2012%202013%20%20confirmed.pdf (see point 64.4)
We have often shortened ‘improvement action plans’ to ‘action plans’, and ICF, who
authored the evaluation report, also used this abbreviated term in their report.
21.Internal information which shows GPhC’s discussions on the inclusion or exclusion of

“commercially sensitive” information in GPhC inspection reports, how “commercially
sensitive” information will be defined and the approach it intends to take in this regard
when inspection reports are published.
Please find attached an email conversation dated June 2016 between Claire Bryce-Smith
(then Director of Fitness to Practise & Inspection) and Mark Voce (then Head of Inspection).
The remainder of the information has been redacted as it falls outside the scope of your
request.
We also hold an internal FAQ document, which is attached.
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Our new publication and disclosure policy is due to be published shortly and, while it is an
overarching policy and does not specifically address publication of inspection reports, it does
contain some information about how we consider publication or disclosure of commercially
sensitive information. There will also be a consultation on the new policy. Due to the
imminent publication, the information you have requested is exempt under Section 22 of
the Freedom of Information Act (FOIA) 2000.
22.Internal information which shows how the GPhC intends to treat information obtained

through an inspection which is both of public interest and commercially sensitive, and how
that judgement will be made.
The new publication and disclosure policy contains a section on how we judge the public
interest. See the response to question 21.
23.Internal information which shows whether and how (if at all) the content of the inspection

reports the GPhC intends to publish publicly will be any different to the content recorded in
the existing inspection reports created under its current inspection model.
Please see the attached templates. The main change is the addition of a notable outcome
areas and good practice and excellent practice section at the very end of the report. Other
changes are that fields for details of the people involved have been removed, Responsible
Pharmacist name and registration number, Superintendent’s / owner’s names, inspector’s
name, and type of visit. For the reminder of the report some headings were changed to be in
line with the new terminology being used. ‘Inspection outcome’ instead of ‘Performance
against principle’. ‘Notable practice’ instead of ‘Performance against standard’ as a column
heading.
24.Internal information which shows how many of the GPhC’s existing inspection reports,

done under the current inspection process as referred to in (4), it intends to publish now
that it has the power to do so, and when and where it will publish them.
As we state on p20, point 4.2 of the consultation document, we will publish all inspection
reports following a routine or intelligence-led inspection in the future. We have previously
stated publicly, including in an update paper in 2015, (see p20) that we would only publish
inspection reports once the legislation was in place and after we have held our consultation
(which is currently underway). We will not retrospectively publish any reports from
inspections done under the current inspection process. We have stated this in public
meetings and events on a number of occasions.
25.Internal information which shows the purpose and approach to inspections of the Strategic

Relationship Managers appointed by the GPhC, and how this relates to the inspection
process conducted in
Please see the attached SRM job description.
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26.Full details of the GPhC’s compliance criteria and “bank of acceptable tolerances” to show

how it decides pharmacy inspection ratings.
Please see the attached Operational Inspection Note 2/14, 2/15 and 4/15. Additionally, see
the following pages via our website.
What makes a good pharmacy?
Principles of an excellent pharmacy
Inspection decision making framework
Evidence bank
Also see the below links
Case studies on good practice in registered pharmacies, published in Regulate
Safeguarding children and vulnerable adults
Risk management in pharmacy
https://www.pharmacyregulation.org/regulate/article/focus-privacy-andconfidentiality-pharmacy
We have decided to withhold information pertaining to the ‘bank of acceptable tolerances’
on the basis of the exemption in Section 31 of the FOIA. We consider that section 31 of the
Act applies to the information you have requested. Section 31 (1) (g) states that information
is exempt from disclosure if disclosure would, or would be likely to, prejudice the exercise by
a public authority of its functions. One of the permitted functions is given in section 31 (2) (c)
which states that ‘the purpose of ascertaining whether circumstances exist which would
justify regulatory action in pursuance of any enactment exist or may arise, any person has
failed to comply with the law’.
As the regulator for pharmacists, pharmacy technicians and pharmacy premises in Great
Britain, our overarching objective is to protect the public. One of our regulatory functions is
to inspect pharmacies to assess if they are meeting the required standards. Disclosing how
we decide pharmacy inspection ratings is likely to prejudice our ability to carry out this
regulatory duty effectively.
In line with the terms of this exemption in the FOIA, we have also considered whether it
would be in the public interest for us to provide you with the information, despite the
exemption being applicable. In considering the public interest test, we considered the
following:
In favour of disclosure:
Transparency of the inspection process.
Against disclosure:
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The PDA asked for clarification of some of the above points and the GPhC replied. The
GPhC’s response is below.

Could I please clarify one point about the information provided.
In response to question 1, the GPhC said there were 14967 (total) registered pharmacies in
Great Britain, as at 24 June 2018.
The GPhC holds a live register, and the number of registered pharmacies can change on a
daily basis.
There appears to have been a typo in the response given previously in the breakdown by
Country for the figures for England, this should have read 12,298 not 12,928. Therefore
the total was 14,337 on 24 June 2018, not 14,967 in error. Please accept our apologies and
any confusion caused.
No of
registered
pharmacies
12,298
1,294
745
14,337

Country
England
Scotland
Wales
Total

In response to question 3, the GPhC said that of these pharmacies ,14,637 had been
inspected, as at 24 June 2018.
From Question 3 onwards, the queries asked for data “Since 1 November 2013, when the
GPhC’s current inspection model was introduced”: Q3. The total number of pharmacies
inspected.
In our response we said 14,637 distinct pharmacies had been inspected on or after 1
November 2013 under our routine inspections. These will have included pharmacies that
were registered in the past, but may no longer be registered now. Our response was
limited to the routine inspection model only.
That leaves a difference of 330 (14967-14637).
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As this is an FOI request, disclosure to you is disclosure to the world. Releasing this
information which is effectively a ‘crib sheet’ on how to pass an inspection would likely
render the inspection process ineffective since it would mean that it would be difficult to
judge different levels of performance.
Furthermore, there is an argument that if this information was released, the impact on the
inspection process would adversely affect public safety.
Balancing the public interest
It is important that pharmacies have sufficient information to understand the inspection
process and for this reason we publish guidance on our website. Following any inspection,
findings are set out in the report thus giving a pharmacy scope to improve their practice.
In this case, we have concluded that the public interest favours withholding the information
since we publish guidance and give actions during the inspection process and providing the
additional level of detail would have a negative impact on our ability to regulate effectively.
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Consultation on developing our approach to regulating registered
pharmacies
FAQ: Internal use only
General questions:
How have these proposals been developed?
•

These proposals have been developed using the feedback we have received over the last five
years and using what we’ve learnt from inspecting around 13,000 pharmacies during that time

•

We commissioned an independent evaluation of our approach in 2015, and have also sought
further feedback from pharmacy owners, superintendents, pharmacy professionals and
members of the public

What have you learnt from your inspections since 2013?
•

We expect to have inspected every registered pharmacy in Great Britain by summer 2018.

•

Of those inspected the vast majority- 85% were found to be meeting all the standards for
registered pharmacies. Those that weren’t were required to develop an improvement action
plan.

•

Our own analysis suggests that improvement action plans are working well in practice – 99% of
pharmacies which had to complete improvement action plans in 2016/17 made the
improvements needed. (The remaining 1% covers those improvement action plans that were
still active and not yet due to be completed).

•

We plan to publish a report of what we have learnt from our inspections, including sharing
examples of notable practice.

Why are you making these changes now?
•

Our approach to regulating registered pharmacies cannot stand still. We have to continue to
develop how we regulate in response to the changes we are seeing in how pharmacy services are
delivered.

•

We want to take the next step in developing our approach to make sure it is more flexible, agile
and responsive
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•

We have heard that our approach is working well in practice. But we have also heard that there
are opportunities to develop our approach further and improve our ability to achieve our two
aims of assurance and improvement

•

And from the end of May we will have new powers to publish inspection reports and so we
wanted to consult on how we will use these powers.

When will the PSIO Order 2016 commence? Are there any implications from this other than GPhC
publishing inspections?

•
•

•

We understand that the order will come into force on 24 May 2018

•

The most significant change will be enabling us to publish inspection reports

•

The order also brings about a number of changes to our enforcement powers for failing to meet
the standards for registered pharmacies. In cases where pharmacies are not meeting our
standards, there will now be a number of regulatory actions possible, including improvement
notices, conditions, interim suspensions, disqualification of owners and removal of a pharmacy
or pharmacies from the register

The order also gives us powers to collect further information about registered pharmacies. We will
ask for views on the information we collect about registered pharmacies in a separate consultation
The order also brings a change in terms of who is responsible for meeting the standards for
registered pharmacies. Currently both the pharmacy owner and superintendent pharmacist are
responsible for meeting the standards if the pharmacy is owned by a body corporate. Once the
order is in force, the pharmacy owner only will be responsible for meeting the standards for
registered pharmacies. (We will be writing to owners and superintendents to let them know about
this change).

Will registration renewal fees for registered pharmacies increase in order to pay for these changes?
• We will continue to follow the principle that each of our registrant groups, including owners of
registered pharmacies, should bear the costs of regulating that group through the fees they pay
• We will continue to review the costs of regulation and allocate fees fairly and proportionately
• Our Council agreed earlier this fee that registration renewal fees would be unchanged for the coming
year
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Questions on specific proposals
1. Changes to types of inspections
How often will pharmacies have routine inspections under the new approach?
•
•

We expect that a pharmacy would have a routine inspection every 4-5 years, as has been the
case over under the current inspection model which started in November 2013
But a pharmacy could have an intelligence-led inspection or be part of a thematic inspection
before a 4-5 year period has passed since their last inspection

Does having such a long period between routine inspections increase risks for patients and the public
that a pharmacy may not be meeting the standards?
•

We are improving our approach to inspections to make sure that we are more agile and
responsive to risk

•

We will use three types of inspection which we can use flexibly in different situations, including
intelligence-led inspections

•

If we become aware of intelligence that suggests a pharmacy may not be meeting standards, we
will rapidly respond to that intelligence by carrying out an inspection

•

We have previously reported to our Council that our analysis indicates that the length of time
between inspections does not appear to affect the likelihood of a pharmacy failing to meet one
or more standards.

What indicators of risk will you use to decide which pharmacies should receive routine inspections
first?
•

We will first inspect pharmacies previously rated as ‘poor’, followed by those rated as
‘satisfactory with an action plan’. Once we have inspected pharmacies which have had action
plans, we will inspect the pharmacies rated as ‘satisfactory’ (without an action plan), followed by
those rated as ‘good’ and then ‘excellent’. This will also allow us to evaluate whether previous
improvements have been sustained.

•

There will be other indicators that we will also use when deciding which pharmacies should be
inspected first. These may include when there has been a change of ownership or significant
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changes to the governance structures of a pharmacy, or where the scale or complexity of
services offered is significant or changed.
•

We are keen to hear views through the consultation on any other indicators of risk we should
consider.

How will you get the ‘intelligence’ you will use for intelligence-led inspections?
•

We currently receive intelligence from a range of sources, including other regulators, healthcare
professionals and the public, as well as from journalists and the media.

•

Intelligence will include concerns raised about a pharmacy or people working in a pharmacy

•

We have Memoranda of Understanding in place with a wide range of organisations which sets
out how we will share information with each other, and we work to continually improve how
information is shared with other organisations and are in the process of putting in place formal
information sharing agreements with some of these.

•

Our ability to carry out intelligence-led inspections will grow over time as we get better at using
the information we receive from others. We will be able to see some of the patterns and trends
that create problems for pharmacies, and this in turn will help us prioritise our future routine
inspections.

When will the themed inspections begin and which ‘themes’ do you plan to explore first in your
themed inspections?
•

We plan to carry out a pilot of a themed inspection later this year

•

We have not yet confirmed which themes we will explore first, but have identified risk
management in supplying medicines online and services provided to a care home as two
potential options.

2. Moving to unannounced inspections
Why have you decided to move to unannounced inspections?
•

We want to make sure that an inspection will reflect the experience patients and the public have
on that particular day. And the pharmacy should be meeting the standards every day.

Could having unannounced inspections be unfair- for example if a locum is working in that pharmacy
for the first time that day and isn’t familiar with all of the pharmacy’s procedures?
•

We would expect that the responsible pharmacist, whether a locum or not, should be able to
answer the inspector’s questions. And it is important to emphasise that we involve the whole
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•

pharmacy team in the inspection, and so other members of the team would be able to answer
questions too
The superintendent pharmacist will have the opportunity to comment on the draft report before
it is published.

Why do you need to carry out unannounced inspections when other inspectorates give advance
warning?
Many other inspectorates in health and social care carry out unannounced inspections
For example the CQC, Healthcare Improvement Scotland, the Care Inspectorate in Scotland and the
Healthcare Inspectorate Wales carry out both unannounced and announced inspections
Unannounced inspections are also the norm in other sectors, such as in education. Our proposal would
mean we are coming into line with the way the vast majority of other regulators approach inspections.

3. Changing inspection outcomes
You said in the 2015 update paper that you would carry out an ‘urgent review’ of ratings. Why has it
taken so long?
•

We wanted to seek views on our proposals to change inspection outcomes at the same time as
we consulted on publication of inspection reports, as the fact that the outcomes will be
published is likely to inform people’s views on the outcomes we are proposing

•

We have been waiting for the legislation giving us powers to publish reports before beginning
the consultation; with that legislation coming into force on 24 May, now is the right time to
consult on these changes.

Why have you chosen a different ratings system to the CQC?
•

We considered a number of options for changing inspection outcomes, and are proposing the
approach that we think will work best for pharmacy and for people using pharmacy services

•

Our approach is supported by external research we commissioned

•

Some community pharmacy professionals responding to the research study felt that the current
inspection rating system was too ambiguous and suggested the need to improve this to better
reflect their true performance.
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•

Alternative ratings were suggested as a solution, such as more gradated scoring systems that
better capture variation in performance, or simpler pass/fail ratings which limited scope for
misinterpretation.

•

We also tested our approach with members of the public in three focus groups, with their
feedback suggesting they found this approach clear and easy to understand

•

We regulate in England, Scotland and Wales, whereas the CQC only regulates in England.
Scotland and Wales do not use the same ratings system as England for primary care services

•

We want to know peoples’ views on the approach we are proposing, including the wording we
have used.

Concerns have been raised in the past about a lack of consistency in the decisions made by inspectors.
How you will ensure consistency of decision-making?
•

•

Our inspectors consider our Inspection Decision Making Framework when assessing if a
pharmacy has achieved the standards, and receive training to help to make sure they are making
consistent and fair decisions
Each inspection report will continue to be quality assured by a manager in the Inspection team
before being sent to superintendents/owners, which also helps to ensure consistency

Can owners challenge or appeal the outcomes of inspections?
•

Yes, owners will be able to ask for a review of the outcome (scored judgement) (as they can
under the current approach)

•

We are developing the process for reviewing the overall outcome of an inspection, in the event
that a pharmacy owner challenges our decision -making on the grounds of factual accuracy.

•

The process will involve a manager in the Inspection team who is independent of the region in
which the pharmacy is located.

4. Requiring all standards to be met to receive an overall ‘met’ rating
How will you make sure that pharmacies do not receive a ‘standards not all met’ rating overall
because of minor non-compliance with one standard?
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•
•

When considering whether a standard has been met, the inspector will consider the impact and
scale of the area for improvement. The greater the impact on patient safety, the more likely it is
that the standard will not be met.
Relatively minor non-compliance is unlikely to result in a standard not being met, as is the case
now. We give some examples of minor and major non-compliance in the consultation document

5. Publishing inspection reports
When will you begin publishing reports?
•

We would expect to begin publishing reports in the first part of 2019, after our Council has
agreed our final approach and we have the necessary systems in place.

What process will the reports go through before publication, to make sure they are accurate?
•

We will send the inspection reports to the pharmacy owner in advance to check the factual
accuracy of the report before publication

•

We will also make sure that every inspection report is quality assured by a manager in our
Inspection team

•

We will then publish the reports in batches, either weekly or monthly, on our website

What will you publish, and for how long, if a pharmacy gets a ‘standards not all met’ outcome?
•

We will publish the inspection report for all routine and intelligence-led inspections, including
inspections where the pharmacy is found to not be meeting all of the standards

•

Pharmacies not meeting all standards will have to produce an improvement action plan, which
will also be published

•

Once the inspector is satisfied that the improvement action plan has been completed, the
pharmacy is meeting the standards and that the improvements are being sustained, we would
then publish on our website an updated overall outcome and report showing that the pharmacy
has met all standards.

•

The previous inspection report would be available in a section showing previous inspection
history.
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How long would a published inspection report (including one with a ‘standards not all met’ outcome)
remain in the pharmacy’s ‘history’ within the new online website?
•

This is something we plan to consult on when we consult on the annex to the Publication and
Disclosure policy which relates to registered pharmacies.

•

(NB we are consulting from June on the policy itself and the annex relating to individuals, but are
consulting at a later date TBC on the annex relating to registered pharmacies. We will use the
feedback we receive in this consultation to inform our proposals in that consultation)

Will a pharmacy owner or superintendent pharmacist be able to ask for information to be removed
from a report if they believe it is commercially sensitive?
•

Inspection reports will not contain commercially sensitive information or personal identifiable
information about patients or the pharmacy team

•

The pharmacy owner or superintendent pharmacist will have the opportunity to review and
comment on the inspection report before it is published, and so they can make the case to us if
they believe any information should be removed from the report before publication

Will pharmacy owners have to display the outcome of the inspection within their pharmacy?
•

Patients and the public told us in focus groups that they would want to see the outcome of the
inspection clearly displayed in the pharmacy

•

Whilst we do not have powers to make pharmacy owners display the outcome of an inspection,
we plan to look at options for supplying pharmacies with a sign showing the inspection outcome.
This would tell people using that pharmacy whether the pharmacy met our standards during its
last inspection

•

We are asking a question in the consultation about whether pharmacy owners should be
expected to display the outcome

Will you clearly explain on the website that some pharmacies have not been inspected?
•

Yes we will explain that clearly, so members of the public understand why there is not yet an
inspection report available for the pharmacy they were searching for.
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6. Sharing examples of notable practice
How will you identify examples of notable practice?
•

Inspectors will be looking for examples of notable practice during inspections and will include
them in the full inspection report

•

We will use these areas of notable practice to create short case studies from which others may
learn. These will sit within an online ‘knowledge hub’.

Will you identify the pharmacy in the example of notable practice (including for examples of
standards not met?
•

Yes we plan to identify the pharmacy in the example of notable practice

7. Enforcement
How often do you expect to use your enforcement powers?
•

We will be developing an enforcement policy that will set out how we use our enforcement
powers

•

We will make decisions about when to use our enforcement powers consistently and
proportionately, so that we only use the necessary regulatory intervention to secure compliance
and safeguard patients and the public

Will pharmacies always have the opportunity to complete an improvement action plan first, or are
there situations where you would move straight to other enforcement action?
•

We will take the action that is necessary to safeguard patients and the public

•

We cannot give a definitive list of when we would use our enforcement powers; it would depend
on a range of factors in each individual situation and the potential risk to patient safety in each
situation

•

In the vast majority of cases, pharmacies will be asked to complete an improvement action plan,
and we would only use other enforcement powers if the pharmacy failed to complete the action
plan
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•

In those cases where patient safety was at significant risk we would also consider what other
enforcement action we should take at each stage; for example imposing interim measures
against a pharmacy owner
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1. Improvement action planning
The action planning process is currently the primary means by which the GPhC secures
improvement in pharmacy standards. An action plan will be required for any pharmacy which
has not met one or more standards. This includes all poor pharmacies and some satisfactory
pharmacies.
Where any standards are not met the SI/owner is requested to complete an action plan in
addition to providing comments on the draft report. This should detail what remedial action will
be taken, the date this will be completed, and the person(s) responsible for ensuring that it
happens. The date the action plan is received should be recorded in IST, and the completed
action plan should be saved in the documents folder of the inspection record.
The inspector should review the adequacy of the action plan provided by the SI/owner to
address the issues identified, ensuring that it outlines key tasks and responsibilities and is
SMART (Specific – Measureable – Agreed – Realistic – Timed). Should the action plan be
inadequate, the inspector should continue to liaise with the owner/Superintendent until a
suitable action plan is received.
The target date for the pharmacy to complete the improvements specified in the action plan is
dependent upon the risk to patient safety, and hence the overall inspection rating:
 Poor pharmacies - 10 working days.
 Satisfactory pharmacies - 20 working days.
There may be certain instances where owners/Superintendents seek additional time to
complete an action plan. This may occur, for example, if the owner had already made
arrangements for a re-fit of the pharmacy. Inspectors should consider such requests carefully, in
light of the level of risk to patient safety, before agreeing any extension given.

Follow up of action plans
Action Plans where the pharmacy has been assessed as poor
In all cases where the pharmacy has been assessed as poor, inspectors must complete a further
visit to the pharmacy to confirm the improvements required in the action plan have been
completed. This reflects the seriousness of a ‘poor’ rating which will have been given due to
major concerns about patient safety. If the pharmacy has satisfactorily completed the action
plan and standards are consequently met inspectors should inform the SI/owner in writing.
Where the SI/owner has not yet completed the action plan but is making genuine efforts to do
so, the inspector should agree a short and reasonable revised timescale for completion.
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If, following the visit, the inspector is not satisfied the action plan has been completed, that no
genuine efforts to complete the plan are being made and there remains a risk to patient safety,
the case should be raised with the RM to discuss the next steps.
Action Plans where the pharmacy has been assessed as satisfactory
Where a pharmacy has received a satisfactory rating but required improvements to address
relatively minor issues, inspectors will not normally need to visit the premises in order to follow
up the action plan. Instead, the necessary assurance should be obtained by, for example:
 Copies of standard operating procedures, updated in line with how service is delivered in
practice at the pharmacy.
 Written confirmation that members of the pharmacy team have enrolled in or completed
any necessary training courses.
A visit is more likely to be needed where a pharmacy has been required to make physical
changes to the premises; or where inspectors need to observe how operational practice has
changed. Nothing in the above should prevent inspectors conducting a follow-up visit in person
if this is the most effective and efficient way to obtain the assurance required.
Recording action plan follow up activity
All follow up activity should be logged within the ‘post-action plan updates’ window of the
inspection record within IST. This might include entering or updating action plan events including dates, follow- up findings or changes to the overall inspection rating, principle
judgements and exception standards.
The ‘follow-up findings’ box should be used to provide a broad overview of what has changed as
a result of improvement action following the inspector’s analysis of new evidence. This should
cross refer to the inspector’s conclusions relating to any changes to the overall, principle or
individual standard ratings, to facilitate QA review by the RM. Where improvements have led to
standards being met, they should be marked off as such, with the inspector recording how the
standard has been met in the comments box. The detail provided here should cross reference
additional evidence that has been provided and attached to the documents folder.
When the pharmacy has completed all improvement action and met all the standards,
inspectors may also review the pharmacy risk/confidence rating, given at the time of the
inspection, before verifying completion of the action plan within IST to trigger further QA review
by the RM.
QA review of verification of action plan completion
This QA review will involve a light touch check that the inspector’s conclusions about delivery of
improvement action are sound. This ‘post - action plan’ review should ensure that:
 The ‘follow up findings’ provide a broad overview of what has changed as a result of action
planning activity and clearly articulate the reasons for any changes to the inspection label
(the overall indicative inspection judgement), principle judgements, and removal of
exception standards; and
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Where standards have been marked as now being met, there is sufficient evidence to
support the inspector’s conclusion that this is the case.
Notifying the SI/owner that the improvement action taken has been approved
Within one working day of the Regional Manager’s QA review sign off, inspectors should notify
the owner/superintendent that the improvement action has been conducted to their
satisfaction. This is carried out by way of the email generated by IST. Once this is revised as
necessary and sent, inspectors should set the inspection status to complete in IST.

Action plans not completed
It is expected that, in the overwhelming majority of cases, the SI/owner will complete
improvements required in action plans to an acceptable standard, and within a reasonable
timescale. Where this does not happen, inspectors should seek to find out the reasons why from
the SI/owner. Inspectors should emphasise the importance of complying with the action plan in
order to demonstrate that the standards for registered pharmacies are met. Where the
SI/owner is making genuine efforts to complete the action plan, the inspector should agree a
short and reasonable revised timescale for completion. On every occasion where an extension is
requested inspectors should consider the level of risk to patient safety before agreeing any
extension.
In respect of poor pharmacies, inspectors may advise that, failure to complete the
improvements required in the action plan to an acceptable standard may lead to a condition
being imposed on the pharmacy’s registration under section 74D of the Medicines Act 1968 (as
amended by paragraph 8 of Schedule 4 to the Pharmacy Order 2010 (‘the Order’)). This would be
on the basis that a condition was necessary to ensure the safe and effective practice of
pharmacy at the premises. Should that happen, any failure to comply with the condition within
specified timescales may lead to the issue of an improvement notice under paragraph 13(1) (b)
of the Order. Inspectors should also inform the Head of Inspection that the imposition of a
condition may be appropriate.

Concerns about the use and management of Controlled Drugs
Where concerns are identified regarding the safe use and management of CDs the inspector
should contact the designated Controlled Drugs Accountable Officer (England & Scotland only)
as soon as possible. This should be followed up with a CD issues report. In Wales, any concerns
about the safe use and management of CDs identified during the course of the visit should be
recorded on the appropriate form and forwarded to the relevant Accountable Officer and/or
responsible bodies.
Concerns about CDs identified during an inspection will also be reflected in the inspection which
will inevitably require an action plan to address the shortcomings. The most likely standards not
met will be 1.1, 4.2 or 4.3.
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1. Inspection judgements and ratings
The inspection will result in one of 4 indicative judgements:
•
The pharmacy is poor.
•
The pharmacy is satisfactory.
•
The pharmacy is good.
•
The pharmacy is excellent.
The following rules apply to the ratings:
•
Where a pharmacy has not met one or more of the standards it can only be
either satisfactory or poor.
•
If any principle is considered to be poor, the overall judgement for the pharmacy
against the premises standards will also be poor.
The inspection ratings are illustrated in the following diagram:
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Inspection ratings and descriptions

Poor

Has failed to
achieve the
pharmacy
standards
overall. There
are major
concerns that
require
immediate
improvement.

Satisfactory

Good

Excellent

Achieves the
majority of
standards but
may require
some
improvement
action to address
minor issues and
some standards
may not be met.

Achieves the
standards
consistently well
and has
systematic
review
arrangements
that ensure
continual
improvement in
the quality and
safety of
pharmacy
services.

Demonstrates all
the hallmarks of
a good
pharmacy. In
addition it is
innovative
and/or provides
unique services
that meet the
health needs of
the local
community and
that other
pharmacies
might learn
from.

Improvement action
plan required for all
standards not met

All standards met. No improvement
action plan required.
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FLOWCHART

INSPECTION RESULTS IN ‘POOR’ RATING AND ACTION PLAN REQUIRED

ACTION PLAN FOLLOW-UP VISIT

ACTIONS COMPLETED –
NOW SATISFACTORY –
INSPECTION CLOSED

ACTIONS NOT COMPLETED
INSPECTION CLOSED AS ‘POOR’
TARGETED RE-INSPECTION
WITHIN 1-3 MONTHS

ACTIONS COMPLETED
NOW SATISFACTORY
INSPECTION CLOSED

ACTIONS NOT COMPLETED

ARE CONDITIONS NECESSARY TO SECURE THE SAFE AND EFFECTIVE PRACTICE OF PHARMACY?

YES

NO

CONDITIONS IMPOSED

INSPECTION CLOSED AS ‘POOR’
RE-INSPECTION WITHIN 6 MONTHS
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A poor pharmacy
A poor pharmacy has failed to meet the pharmacy premises standards overall and there are
major concerns that require immediate improvement.
It is likely to have a range of concerns and/or standards not met either within one principle, or
more often than not, across a number of principles. There may be systemic weaknesses or a
collection of aggregated concerns, such as poor record keeping leading to patient safety risks, a
lack of monitoring and review of the safety and quality of services and unhygienic conditions. A
‘poor’ pharmacy is also likely to present an unacceptable risk of harm to patients and the
public. This means the risk is likely to occur and/or will have moderate to high impact.
Where a pharmacy is rated as poor, the SI/owner is required to complete an action plan for each
standard not met. All the actions identified in an action plan must be completed within 10
working days, although some flexibility should be allowed if, for example, building works are
required.
A satisfactory pharmacy
A satisfactory pharmacy has achieved the majority of premises standards but will require some
improvement action to address minor issues and some individual standards may not be met.
The pharmacy will have areas for improvement. These may not be sufficient to fail a standard, in
which case they are likely to be relatively minor nature, but the pharmacy would need to
address these to demonstrate it is continually and systematically meeting the standards to a
good level. If any standards are not met within a satisfactory rated pharmacy, they will have a
low risk of harm to patients/public safety, because they are unlikely to occur and/or have a
relatively low impact.
Any ‘satisfactory’ pharmacy that does not meet one or more individual standards must complete
an action plan within 20 working days to address its deficiencies, unless agreed otherwise with
the inspector.
A good pharmacy
A good pharmacy achieves the premises standards consistently well and has systematic review
arrangements that ensure continual improvement in the quality and safety of pharmacy services
delivered to patients.
The pharmacy will have a clear understanding of the context in which it is operating and, in
particular, will be fully aware of and managing the consequent risks.
The pharmacy team will be operating effectively together. There will be systems in place which
ensure the standards are not only met consistently but can be continually reviewed and, if
necessary, adapted to improve the safety and quality for patients.
The pharmacy will be striving to ensure it meets the needs and expectations of patients and
understands the positive outcomes it is delivering for them. There may still be one or two very
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minor areas for improvement, but these will not outweigh the overall good performance. A
pharmacy therefore cannot be good if it fails any of the individual standards.
There are six common features of a good pharmacy:
1. Performing well against most of the key standards, taking account of the context of the
pharmacy.
2. Delivering safe and quality services that achieve positive outcomes for patients
3. Well-led and managed and the pharmacy’s systems, procedures and processes are
applied consistently.
4. Empowering well-trained staff equipped with the skills and competences they need to
deliver safe and effective services.
5. Presenting a professional image as a provider of healthcare services
6. Focused on, and responsive to, the needs of patients.
A good pharmacy is likely to conduct continuous and systematic reviews of its staff, their skills,
operating procedures, records, risks (particularly those relating to medicines management and
the premises), and patient needs. It will be both proactive and responsive to changing needs and
demands and will continually improve the quality and safety of its services to patients using all
the available information it collects. This will be facilitated by a working culture within the
pharmacy that is patient-focused and which actively uses the views of patients and staff to
improve services.
An excellent pharmacy
An excellent pharmacy demonstrates all the hallmarks of a good pharmacy, but also delivers
more. It is innovative in meeting the health needs of the local community and in a way that
other pharmacies might learn from.
There are eight guiding principles of an ‘excellent’ pharmacy:
1. Performing well across the pharmacy standards.
2. Pharmacy services provided designed and delivered with patients at their core.
3. Improving outcomes for individual patients, making a significant difference to them.
4. Patients’ use of medicines is optimised to ensure they take the right medicines at the
right time and to reduce wastage of medicines.
5. The pharmacy team looks outside the walls of the pharmacy to understand the health
needs of its local community and delivers pharmacy services to meet those needs.
6. The pharmacy works in partnership with other healthcare providers and community
groups to improve outcomes for individual patients and groups of patients.
7. The pharmacy team continually learns and researches good practice to identify ways of
improving patient safety.
8. The pharmacy is a model for other pharmacies to learn from.
Partnership working is increasingly becoming part of the day job for a pharmacist as the national
policy agenda places greater emphasis on the value that pharmacy can add to other parts of the
health sector, such as reducing demand on GP practices and emergency services.
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Determining the indicative inspection rating
Interpreting the standards in the round
Inspectors will consider all the evidence they collect when arriving at the overall indicative
judgement, balancing the strengths with the areas for improvement. While some standards are
fairly specific, such as standard 1.5 (Appropriate insurance arrangements), which is either met or
not met, the majority require a more rounded judgement, based upon evidence obtained across
the whole inspection, such as standard 1.1 (Risks identified and managed) and 2.4 (A culture of
openness, honesty and learning).
It is possible for a satisfactory pharmacy to have a number of standards rated as good while
others are not met, but this is likely to be rare. Inspectors should consider any potential
contradictions or conflicts between the ratings given for standards. For example, standard 1.1
(The risks associated with providing pharmacy services are identified and managed) rated as
good and yet standard 1.6 (All necessary records for the safe provision of pharmacy services are
kept and maintained) and standard 4.2 (Pharmacy services are managed and delivered safely
and effectively) rated as not met. There needs to be a clear thread to the narrative about how
patient safety risks are managed and standards should not be failed on the basis of relatively
minor issues or technicalities.
Deciding when a standard is met or not met
In making a judgement about when a standard is met or not met inspectors need to consider the
impact and scale of the area for improvement. The greater the impact on patient safety, the
more likely it will be that the standard is not met. Similarly, the greater the scale of the area for
improvement, the more likely it will be that the standard is not met. In all cases, the context of
the pharmacy will be important in making the assessment.
The scale and impact should be brought out in the summary judgement (see example in
Reporting section). This enables the quality assurance of reports to be undertaken more
effectively and ensures that the SI/owner in receipt of the report understands why the
judgement has been reached.
The Inspection Decision Making Framework (published on the GPhC website) provides
examples of how the standards might be met and the sorts of outcomes a good pharmacy might
demonstrate. This is not intended as a checklist and not every example will need to be in place
for a pharmacy to achieve a particular rating. Inspectors should use the document and the
Decision gateway flowchart for inspection judgements as guides to inform their professional
judgement, before reaching their conclusions. The Quality Assurance Framework is in place to
provide assurance as to consistency.
The Decision gateway flowchart for inspection judgements emphasises that, to be rated as poor,
a pharmacy needs to present a significant risk of harm to patients or the public. It also suggests
that, even where a pharmacy is not presenting any significant or major risks, where inspectors
identify that 5 or more standards are not met, this should be used as a trigger to consider
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whether the range of aggregated issues identified might constitute systemic weaknesses or poor
governance. In such cases this could mean a poor rating might be more appropriate than a
rating of satisfactory.
Acceptable tolerances including minor legal non-compliance
In most pharmacies, it is likely that an inspection will identify a number of areas for
improvement. Quite often these will be of a relatively minor nature and not sufficient for a
standard to be failed. The significance of areas for improvement will depend upon the context of
the pharmacy, the significance of the risks present and other evidence. No issue should be
considered in isolation.
Where the evidence as a whole means that a standard is met, the report should make clear that
the non-compliance is outweighed by the positive evidence. This enables the reader of the
report to understand how the judgement has been reached. The sample wording below shows
how this could be done:
‘All records for controlled drugs were maintained in registers with weekly checks to ensure the
running balance of drugs held was accurate. The drugs were stored on separate shelves in a
lockable cabinet minimising risk of errors. Although the cabinet was fixed to the wall it was not
secured by at least two rag bolts as required by law.’
The risk for patients arising from a breach of legal requirements will depend on all the
circumstances at the time. For example, what may appear to be a relatively minor breach of a
technical requirement would become more serious if it is compounded by a series of failures in
other areas. In such instances a standard would not be met, the non-compliance should be
recorded in the ‘evidence’ section of the report and the pharmacy should be issued with an
action plan which specifies the legal requirement. There will be other situations where, although
a legal requirement has not been completely met, the overall evidence is sufficient for the
pharmacy to meet the standard. The following section sets out how this situation should be
recorded in inspection reports.
To ensure that the owner or superintendent takes account of all areas for improvement, the
report template contains a footnote at the bottom of each page:
‘All aspects of this report should be taken into account by the owner or superintendent, and
action taken where appropriate, in line with standard 1.4. This includes any areas for
improvement even where they are not sufficient to fail a standard.’
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Registered pharmacy inspection report
Pharmacy name

Pharmacy
reference

Type of
pharmacy

Date of
inspection

A.B Pharmacy, High Street,
Nowhere, XX54 5NE

467456

Community

15/09/2017

Pharmacy context
This is a busy community pharmacy situated in a large hospital. Most of the pharmacy’s patients are
outpatients from the hospital and around 6500 prescriptions are dispensed each month, many of which
generate complex queries requiring advice from the pharmacist. There is one regular pharmacist, one preregistration trainee, two dispensary assistants (one of whom is a trainee) and one trainee Medicines Counter
Assistant. The pharmacy also provides:
• Medicine use reviews and new medicines service which are very rarely done due to the patients mostly
being hospital visitors.
• Patient group directions for flu vaccinations and emergency hormonal contraception
• Medication deliveries (to care homes only)
• Blister packing (three care homes and currently one community patient)
• The pharmacy also dispenses prescriptions from a clinic in the hospital on an outpatient basis.
Healthy Living advice and online assessment and self-help guides for depression, alcohol consumption and
weight loss

Principle

Governance
Staff
Premises

Inspection Exception
outcome
standard
reference
Standards N/A
met

Notable
practice

Standards
met
Standards
met

N/A

N/A

N/A

N/A

4.2

Good
practice

Services
Good
(including
practice
medicines
management)

Why

N/A
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The pharmacy team has helped patients by
working very closely with hospital staff to
ensure patients receive the most appropriate
medication and advice. They have developed
leaflets to help patients understand those

Principle

Inspection Exception
outcome
standard
reference

Notable
practice

Why

medicines which require extra care. The team is
particularly effective at identifying any unusual
doses of medicines and discussing these with
the hospital prescribers.
Equipment
and Facilities

Standards
met

N/A

N/A

Principle 1 - Governance
Summary findings: The pharmacy team prioritise patient safety and have identified and managed the risks
created by a high number of prescriptions and complex queries. They review services regularly to reduce the
risks of errors, maintain the necessary records in the majority of cases and protect patients’ information at all
times.

Inspector’s evidence
• The pharmacy had identified and managed the main risks which were due to the high number of hospital
outpatients and the complex queries generated by some prescriptions. The team had prioritised tasks
accordingly to focus on patient safety. The volume of work meant that that some routine tasks had not
been completed as regularly as the team wanted: updating the standard operating procedures, reviewing
stock of medicines recording staff appraisals and development plans. Also, some patients had complained
about long waiting times. A risk assessment was underway with a view to employing additional dispensary
staff in the coming months.
• A system was in place to record near misses and examples provided to show how stock had been
segregated to reduce the risk of error, including similarly named medicines such as amoxicillin and
ampicillin
• Quarterly reviews took place with hospital staff to identify patterns and trends. These had identified an
increase in recent prescriptions for Clenil inhalers and revised guidance was due to be issued to hospital
and pharmacy staff shortly. Current practice was in line with the standard operating procedures although
these were overdue for review.
• Records were kept and largely maintained well, although there were some gaps in recording the running
balance of controlled drugs and some emergency supplies of medicines did not indicate clearly the nature
of the emergency. Patients had provided feedback (as evidenced by the actions being taken in response to
comments about long waiting times) and information on how to make a complaint or suggestion was
displayed clearly at the counter.
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• All staff were aware of their roles and responsibilities, including when they needed to refer a patient to
the pharmacist.
• There was appropriate indemnity insurance in place for the services provided.
• Confidential information was managed appropriately with no patient information readable from the public
area and confidential waste normally shredded.
• The pharmacist had completed safeguarding training provided by the Centre for Pharmacy Postgraduate
Education and both the pharmacist and the pre-registration pharmacist provided examples of
interventions and advice where children and vulnerable adults had been prescribed unusually high dosage
of particular medicines.

Principle 2 - Staffing
Summary findings: There are enough skilled and qualified staff to provide a safe service to patients. However,
the team are dealing with a high volume of work and some routine tasks such as regularly updating SOPs are
being delayed. There is an open culture where staff are supervised and encouraged to develop their skills and
knowledge.

Inspector’s evidence
• The pharmacy team consisted of one pharmacist, two dispensing assistants and one medicines counter
assistant. The team had all been trained for their individual roles with the dispensing assistants and
medicines counter assistants having completed NVQ2 level.
• Staff were observed working closely together to manage the volume of prescriptions and to discuss any
unusual cases, seeking advice from the pharmacist where necessary.
• All members of staff had individual development plans but these were not recorded formally.
• Staff confirmed they felt able to raise concerns and use their professional judgement, demonstrated by
the examples provided of clinical interventions. The team held a one-hour meeting every fortnight to
discuss issues, concerns and potential improvements. These had resulted in a change to the dispensary
workflow and clearer use of stickers to separate similarly-named medicines on the shelves.
• The pharmacy had targets for patient waiting times, dispensing errors, near misses and prescribing outside
the hospital formulary. There was no evidence that these targets adversely affected patient safety or
compromised the professional judgement of staff.
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Principle 3 – Premises
Summary findings: The premises are clean and provide a safe, secure and professional environment for
patients to receive healthcare.

Inspector’s evidence
• The premises had a large workspace for dispensing and the floor and shelves were clean. Handwashing
facilities were available.
• The dispensary benches were mainly uncluttered and the floors were clean.
• There was a consultation room with sufficient space for patients and soundproofing to allow private
conversations.
• The premises were secured by shutters at the front, a burglar alarm and CCTV.
• There was electronically controlled air conditioning and the temperature in the pharmacy was below 24
degrees centigrade.

Principle 4 - Services
Summary findings: The pharmacy team has helped patients by working very closely with hospital staff to
ensure patients receive the most appropriate medication and advice. They have developed leaflets to help
patients understand those medicines which require extra care. The team is particularly effective at identifying
any unusual doses of medicines and discussing these with the hospital prescribers. Medicines are generally
stored and supplied safely, although fridge temperatures had not been recorded regularly to ensure medicines
were stored at the right temperature at all times. The pharmacy has introduced an online service to improve
patients’ access to information and advice.

Inspector’s evidence
•

The pharmacy had established close working relationships with hospital staff and used these to make
good clinical interventions for patients where, for example, an unusual dosage had been prescribed. An
example involved receiving prescriptions for Clenil inhalers for babies who were 2-3 months old. These
were discussed with the prescriber and the medicines were either changed or the prescriber gave their
rationale for prescribing it (such as a short 2-3 day course).

•

The pharmacy provided the hospital with a quarterly report which identified improvements that could be
made to prescribing practice and which highlighted common errors and items which were prescribed
outside of the formulary. A range of additional literature was available for certain medicines which
required extra care (e.g. warfarin) and the pharmacy provided additional advice for patients about the
potential effects of certain medicines.

•

As part of the quarterly report for the hospital, the pharmacy informed the hospital of improvements
that could be made to their prescribing practice, such as common prescription errors, or regular items
which were prescribed out of licence or outside of the formulary.
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•

Patients had step-free access to the pharmacy and the services available were displayed clearly on
noticeboards and posters. A range of leaflets were available for patients at the pharmacy highlighting
services such as flu vaccination and guides for weight loss and smoking cessation. Patient information
leaflets were sent in bulk to care homes every month. A new online service for patients had recently
been introduced which had helped more people access services.

•

There was a clear workflow, individual baskets were used to differentiate patients’ medicines and
controlled drugs were stored securely in a lockable cabinet.

•

Medicines for care homes were supplied in packs which secured tablets, capsules and small quantities of
liquids. Clinical interventions, such as a change in dosage or medicine, were recorded in the majority of
cases and there was a clear audit trail for dispensing and checking.

•

Medicines were obtained from licensed wholesale dealers and stored tidily. All medicines checked were
found to be in date and the pharmacy had a system for highlighting those which were close to expiry.

•

The pharmacy was storing medicines at the correct temperature on the day of inspection although the
records were incomplete and did not provide evidence that these had been stored appropriately over
preceding months.

•

Drug alerts and recalls were actioned and a recent example of duloxetine was provided. However, it was
unclear if all alerts were being obtained.

Principle 5 – Equipment and facilities
Summary findings: Medical equipment is available and generally fit for purpose, although some items had not
been cleaned regularly. There is evidence that the equipment has been serviced in the last calendar year.

Inspector’s evidence
• The pharmacy used a range of British Standard crown stamped conical measures (10 – 100ml) and two
tablet-counting triangles, one of which was kept specifically for cytotoxic substances and one capsule
counter. They were clean and the staff reported that they were washed with each use.
• The CD cabinet was correctly secured.
• The fridge was in good working order and maximum/minimum temperatures were recorded daily.
• There was equipment to measure blood pressure which had been calibrated recently. Measuring
cylinders were available although two of these had not been cleaned.

38

Notable outcome areas

Good practice and
excellent practice
A pharmacy which delivers core
services consistently well and is
able to demonstrate outcomes
which make a positive difference
to patients’ health, safety and
wellbeing

Principle 4 – Service

Standard 4.2

Standards which include
accessibility, safe and effective
delivery and management of
medicines

Pharmacy services are managed
and delivered safely and
effectively.

The pharmacy team has helped patients by working very closely with
hospital staff to ensure patients receive the most appropriate
medication and advice. They have developed leaflets to help patients
understand those medicines which require extra care. The team is
particularly effective at identifying any unusual doses of medicines and
discussing these with the hospital prescribers. Medicines are generally
stored and supplied safely, although fridge temperatures had not been
recorded regularly to ensure medicines were stored at the right
temperature at all times. The pharmacy has introduced an online service
to improve patients’ access to information and advice.
(Link to one-page case study located within interactive knowledge hub)
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Premises Code

Owner’s details

Pharmacy address

Pharmacy Context

INSPECTION EVIDENCE
Principle 1 - Governance
Evidence

Judgement

Principle 2 – Staff
Evidence

Judgement

Principle 3 – Premises
Evidence

Judgement

Principle 4 – Services including Medical Management
Evidence

Judgement

Principle 5 – Equipment & Facilities
Evidence

Judgement

Registrants Seen
Name

Registration Number

Staff Numbers
Accuracy Checkers (Non-Technician)
Accuracy Checking Technicians

0
0
40

Delivery Drivers
Dispensary Assistants
Medicines Counter Assistants
Other Staff
Pharmacy Technicians
Pre-Registration Trainees
Regular Pharmacists

0
0
0
0
0
0
0

RP Signature

RP Position

Date

RP Comments
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OPERATIONAL INSPECTION NOTE 2/14
Authorised by: Mark Voce, Head of Inspection
Issued: 17 April 2014

THE PHARMACY CONTEXT: what needs to be considered and how this should be recorded in the
inspection report
Background
In conducting an inspection the pharmacy context is essential. It helps determine the particular risks
that exist for each pharmacy and enables inspectors to target their questions and the collection of
evidence on the most relevant issues. An audit of recent inspection reports indicates inconsistency in
the level and type of information included in the ‘pharmacy context’ box.
The purpose of this note is to set out the specific information that should be considered by
inspectors and included in the ‘pharmacy context’ box in the report template.
The information that should be recorded in the context box
There are four categories of information that should be considered and recorded:
Location and type of pharmacy
This should specify the general location (e.g. whether it is on a high street, in a small village; at a
train station), whether it is a 100 hours or internet pharmacy; whether it is in a building shared by
other businesses/practices and whether only part of the premises is registered. This is particularly
relevant in considering security issues and it links to an understanding of the category of patients
served by the pharmacy.
Volume and range of services
This should include: the approximate number of prescriptions dispensed per month (both private
and NHS), the full range of services offered (e.g. flu vaccinations; smoking cessation; blood pressure
checks; Medicine Use Reviews); and the availability or otherwise of home delivery services or other
distance selling provisions.
This is relevant for inspectors in considering risk; staff training; suitability of the premises and
equipment; and privacy, dignity and confidentiality of patients. Inspectors should also pay particular
attention to this when considering whether there are enough staff, suitably qualified and skilled, for
the safe and effective provision of the pharmacy services provided.
Categories of patients
Most pharmacies will serve a diverse range of people. But in assessing whether standards are met it
is important to consider whether there are particularly high numbers of people in particular
categories. Linked to the location and volume/range of services, this section should specify, for
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example, whether there are high numbers of controlled drug users or users of Monitored Dosage
Systems; users of private prescriptions; elderly or disabled patients; non-English speakers;
vulnerable patients, care home patients or home delivery patients.
Other
There may be other factors relevant to the context. These could include whether the pharmacy has
recently undergone a change in ownership or significant re-fit; or whether it has suffered any recent
security problems such as a robbery.
The following is an example of how the context section of the report might look:
‘The pharmacy is located in a quiet village, co-located with a GP practice. It dispenses approximately
3,500 prescriptions per month and offers the following services: flu vaccination, blood pressure
checks, New Medicines Service, travel advice and weight management. It supplies prescriptions to
two care homes.
Reflecting the local community, the pharmacy serves a high proportion of elderly patients, some of
whom have mobility or hearing difficulties. There are very limited users of controlled drugs.
The pharmacy has recently undergone a significant re-fit in order to provide the additional services
listed above.’

END
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OPERATIONAL INSPECTION NOTE 3/14
Authorised by: Mark Voce, Head of Inspection
Issued: August 2014

ACTION PLANS: follow-up
Background
Under the new inspection model Inspectors will issue an action plan when a pharmacy has failed to
meet one or more standards. Once the inspector has agreed with the proposed actions, the
pharmacy will have 10 working days to complete the actions if they have been assessed as poor; or
20 working days if they have been assessed as satisfactory.
The following sets out the ways in which action plans should be followed-up.
Action Plans where the pharmacy has been assessed as poor
In all cases where the pharmacy has been assessed as poor, inspectors must complete a further visit
to the pharmacy to confirm the action plan has been completed. This reflects the seriousness of a
‘poor’ rating which will have been given due to major concerns about patient safety.
If the pharmacy has satisfactorily completed the action plan and standards are consequently met
inspectors should inform the pharmacy owner/superintendent in writing.
Where the owner/superintendent has not yet completed the action plan but is making genuine
efforts to do so, the inspector should agree a short and reasonable revised timescale for completion.
If, following the visit, the inspector is not satisfied the action plan has been completed, that no
genuine efforts to complete the plan are being made and there remains a risk to patient safety, the
case should be raised with the Head of Inspection via the regional manager.
Action Plans where the pharmacy has been assessed as satisfactory
Where a pharmacy has received a satisfactory rating but required improvements to address minor
issues, inspectors will not normally need to visit the premises in order to follow up the action plan.
Instead, the necessary assurance should be obtained by, for example:
•
•
•

Copies of standard operating procedures updated in line with how service is delivered in
practice at the pharmacy
Written confirmation that members of the pharmacy team have enrolled in or completed
any necessary training courses
Copies of minutes from team meetings (if, for example, this addressed a previous failure to
meet standard 2.5: ‘staff are empowered to provide feedback and raise concerns about
meeting these standards and other aspects of pharmacy services’.)

If, in their professional judgement, inspectors believe a visit is necessary then confirmation of the
need for this should be obtained from the regional manager.
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If the pharmacy fails to provide evidence that they have completed the action plan within 20
working days the inspector should contact them to find out why and emphasise the importance of
completing it to meet the standards. The inspector should inform the pharmacy that the failure to
complete the action plan will be noted on our systems and will be raised with them at the next
routine inspection (or at an earlier stage if other concerns about the pharmacy come to light). The
inspection should then be regarded as closed and no further follow-up activity taken. This is
because, having judged the pharmacy as satisfactory, there is no direct risk to patient safety and
resources can be used more efficiently by conducting other inspections under the new model and
following up any action plans for poor pharmacies.
Timescales for completion of action plans
There may be certain instances where owners/superintendents seek additional time to complete an
action plan. Inspectors should respond by making clear that the timescales for completion reflect
the importance of meeting standards and the timescales should be adhered to. The fact that we
have seen fit to issue an action plan means we do not believe standards are being met and
owners/superintendents should be ensuring they make the necessary improvements as soon as
possible and within the timescales set. However, there may be limited circumstances where it is
reasonable to allow owners/superintendents a short extension of time to meet the action plan. This
may occur, for example, if the owner had already made arrangements for a re-fit of the pharmacy.
Provided there was written evidence this had been arranged, that the work would be completed
within a reasonable timescale and that there was no immediate risk to patients, a short extension
would be appropriate. We would expect there to be very few examples of this. On every occasion
where an extension is requested Inspectors should consider the level of risk to patient safety before
agreeing any extension.

END
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OPERATIONAL INSPECTION NOTE: 2/15
Authorised by: Mark Voce, Head of Inspection
Agreed by: Colette Cooknell, Jim Duggan, Steve Gascoigne
and Tim Snewin
Cleared by: Claire Bryce-Smith, Director of Inspection and
Fitness to Practise

Date: 9 February 2015
INSPECTION REPORTS
1. The following guidance for writing inspection reports applies with immediate effect:
Pharmacy context
2. The context section of the report is the scene-setter for your inspection. It determines
what you will focus on and the balance of evidence you will collect. If the scene is set
correctly, the report should flow and the story of the pharmacy will be easier to tell (see
Operational Inspection Note 2 /14 for further information).
3. The context is essential to a high- quality inspection. If the pharmacy only undertakes
‘routine’ dispensing, the evidence you collect and your assessment of the risks to patient
safety should reflect that. But if the pharmacy provides other services such as Monitored
Dosage Systems dispensing, delivery services to vulnerable patients or flu vaccinations then
the evidence you collect and the assessment of risk must reflect this and be proportionate
to the volume of those services.
Risk
4. Once you have established the context, you should be considering the risks that are most
relevant to the individual pharmacy. This helps you to focus on the evidence you need to
collect and where you want to probe further. You need to keep risks at the forefront of
your mind throughout the inspection and adapt your approach and questioning should new
or different risks emerge from the evidence. You should think about the particular factors
that might trigger risks e.g. the introduction of new or higher risk services, a recent change
in staffing or recent increase in the volume of dispensing.

Collecting evidence and making judgements
5. Your evidence needs to reflect what you found on the day of the inspection, including good
practice and areas for improvement. You need to cover all the standards but in a
proportionate way which reflects the context of the pharmacy. Please note that evidence
can be brought together to cover a number of standards in one paragraph (e.g. 2.1 and
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2.2) and you should not create individual boxes within the report template for each
individual standard.
6. You need to collect enough evidence to make a judgement about how well the pharmacy
has met each of the five principles and, if you identify ‘good’ standards or standards that
are not met, you need to make a judgement as to why you believe this is the case.

7. When your overall judgement of a pharmacy is ‘satisfactory’, the report must contain
evidence of the areas for improvement. The level of improvement needed will determine
whether the pharmacy is rated as satisfactory with some general improvements set out in
the report or whether it is satisfactory with an action plan if individual standards are not
met. There does not need to be an area for improvement for each individual ‘satisfactory’
standard (see Operational Inspection Note 1/15 for further information and how you should
write evidence where there are areas for improvement).
8. Where legal requirements are not met, you should set out the reasons why and, wherever
possible, explain the significance of these in terms of patient safety.

9. Your evidence should enable the reader to be clear about the things that you found which
require improvement. You should not specify what they should do or say they will do.
However, you should continue to signpost the pharmacy team to examples of how others
have dealt with those issues. You should do that during your conversations with the team
during the inspection and/or at the end when providing overall feedback.
10. You must include sufficient evidence to justify the judgements you make so that the report
can withstand external challenge. Before submitting your report for Quality Assurance, ask
yourself if you can justify the judgements based on what you have written in the report.

11. When you have enough evidence to justify your judgement you do not need to collect more
evidence (see the ‘traffic light system’ for further information on collecting evidence).
There is no need to continue recording everything that is said to you if it is not adding
anything to the story.
12. You can include words or phrases which are, or might be described as, judgements within
the evidence box. It is sensible to start a paragraph with a clear judgement followed by the
evidence which supports it and the significance/impact (the answer to the ‘so what’;
question).

13. There is no requirement to include the number of each individual standard (e.g. 1.1; 1.4) or
cross-refer to other standards at the end of each paragraph. (But if you find it easier to do
this for your own purposes that is fine).
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14. You must complete the summary judgement section (right-hand column of the report) for
each principle which, as the title suggests, should be a short summary of the evidence
explaining why you have reached the judgement. This does not require you to provide a
summary judgement of every individual standard. This section is for you to set out your
judgement of how well the pharmacy has performed against the principle with any areas of
good practice and/or areas for improvement highlighted.
15. The summary box on the front page of the report remains and must be completed with the
overall judgement at principle level and ‘good’ standards and standards not met recorded
with an explanation of why you have made that judgement. This remains the way we can
quickly analyse the standards that pharmacies are struggling with and those where they are
performing well. It helps the reader to understand quickly how the pharmacy is performing
before reading the full report
Language

16. You should write reports using direct and simple language. In particular:
- Acronyms and abbreviations (e.g. NMS) should be written out in full when they first appear
in the report.
- Avoid vague terms such as ‘it appeared’ (unless a judgement simply cannot be made on the
evidence available which will be rare)
- Avoid unnecessary phrases such as: ‘The inspector observed that…’.

Responsible Pharmacist (RP) signature
17. You must continue to obtain the RP signature to confirm that verbal feedback has been
given covering the main areas of good practice and areas for development identified. You
can use your notebook to record evidence if you find this makes the inspection quicker but
should aim to record evidence directly onto your tablet as much as possible. In any event
you should record the main findings on your tablet before feeding back to the pharmacist.
This minimises the risk of disagreement on factual accuracy. Ideally you will complete the
report in full at the pharmacy but you need to consider whether this is the most effective
way for you to complete the number of inspections you need to do. It is open to you to
simply include the evidence in note form before completing the report afterwards. There is
no requirement to read the whole report to the RP or to invite the RP to read the whole
report.

Feedback to the RP
18. You should ensure that the RP understands the main findings from the inspection in terms
of where they are performing well and where they may be falling short. Manage their

48

expectations and do not continually use the word ‘good’ to describe what they are doing
where you are likely to make a judgment of ‘satisfactory’ overall.

Ongoing work
•
•
•

A script to help you explain the characteristics of a ‘good’ pharmacy is being prepared and
will be circulated by 13 February.
An exemplar report is being developed to show the level and detail of evidence required in a
report. This will be circulated by 27 February.
The report template will be assessed further to identify where it can be improved. This will
be completed by 31 March.
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OPERATIONAL INSPECTION NOTE: 4/15
Authorised by: Mark Voce, Head of Inspection
Date: 3 September 2015

INSPECTION REPORTS
The following guidance for writing inspection reports applies with immediate effect:
Writing a summary judgement
Operational Inspection Note 2/15 set out that summary judgements should be made for each
principle with any ‘good’ standards and any areas for improvement suitably highlighted.
The following is an example of a summary judgement for principle 1 where the overall judgement is
satisfactory with all standards met; with one ‘good’ exception standard and three areas for
improvement:
This pharmacy is satisfactory for this principle
The pharmacy is particularly good at identifying and managing risks relating to the services they
provide, notably in the thorough and effective dispensing checks which reflect the pharmacy’s largest
area of work. It is satisfactory in all other respects for the management and operation of the
pharmacy, including managing information to protect the privacy, dignity and confidentiality of
patients, safeguarding children and vulnerable adults and addressing feedback from patients. It is
reviewing and analysing the safety and quality of services but is not doing this frequently enough to
identify trends which could help prevent future errors. It is maintaining all necessary records apart
from not consistently recording the dispensing of private prescriptions and emergency supplies in line
with legal requirements. These are necessary to provide a clear audit trail in the event of queries or
errors. Services operate safely and in line with standard operating procedures but a small number of
these have not been signed by staff to confirm their understanding of all procedures.

This gives a clear overall summary accurately reflecting the particular example of good practice, the
specific areas of improvement and within an overall sense of the safe and effective/satisfactory
operation of the pharmacy.
It also conveys a clear sense of proportion. The areas for improvement are placed in the context of
generally safe and effective practice. This explains to the reader why the standards have not been
failed while also making it clear there are a number of areas where the pharmacy is not operating as
effectively as it might. It also brings out clearly the specific element of their operations that were
regarded as being ‘good’ and does this by saying more than repeating the standard.
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Deciding when a standard is met or not met
In making a judgement about when a standard is met or not met you need to consider the impact
and scale of the area for improvement. The greater the impact on patient safety, the more likely it
will be that the standard is not met. Similarly, the greater the scale of the area for improvement, the
more likely it will be that the standard is not met. In all cases, the context of the pharmacy will be
important in making your assessment.
You should bring out the scale and impact in your summary judgement (see above). This enables the
quality assurance of reports to be undertaken more effectively and ensures that the
superintendent/owner in receipt of the report understands why the judgement has been reached.
Outcome-focused
Pharmacies provide healthcare services with the ultimate aim of safeguarding or improving patients’
health and well-being. The pharmacy premises standards are couched in these terms for that reason.
Every aspect of your inspection should therefore be about the outcomes for patients and the public.
While it will often not be possible for a pharmacy to be able to demonstrate through documentation
that the health of a patient has improved through an intervention, the inspection has to focus on the
difference pharmacy practices and services make. This might include, for example, reduced risks to
patients, improved access to services, better quality of care, more appropriate treatment or referral
to relevant services.
By way of illustration, the finding that the fridge temperature is maintained within the correct
parameters enables you to draw the conclusion that fridge lines are stored correctly and therefore
fit for use by patients.
Collecting evidence for the services offered at each pharmacy
Operational Inspection Notes 2/14 and 2/15 highlighted the importance of basing the inspection on
the individual context of each pharmacy. Where a pharmacy provides services additional to
dispensing, the report should contain evidence relating to the provision of these services. It will not
always be feasible to obtain evidence for all services, particularly where a pharmacy provides a wide
range. So you should take account of volume, risk and impact when focusing your questions.
This issue will be discussed at the awayday and a further operational inspection note will be issued
following that.
Feedback to the Responsible Pharmacist (RP)
When you give feedback to the RP at the end of the inspection, you should highlight the main
findings. While this includes those areas where you have identified areas of improvement, you
should also highlight the positive findings. The aim of providing feedback is so the pharmacy
receives a balanced and proportionate summary and that is what they are signing for. The report
should not come as a surprise – either welcome or unwelcome.
You must also invite the responsible pharmacist to provide feedback using the appropriate form.
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OPERATIONAL INSPECTION NOTE 1/17
Cleared by: Colette Cooknell, Jim Duggan, Steve Gascoigne and Tim Snewin (regional managers)
Authorised by: Mark Voce (Head of Inspection)
16 June 2017

ACTION PLANS FOR POOR PHARMACIES
Introduction
1. The vast majority of pharmacies that we have rated ‘poor’ complete an action plan promptly and make the
necessary improvements to meet the standards for registered pharmacies.
2. However, there are a small number of pharmacies that do not comply promptly. In these cases we are
undertaking a number of follow-up visits to try and ensure the owners and superintendents are fully aware of
their responsibilities to make improvements and thereby meet standards. In many of these instances, some
limited improvements are identified on each follow-up visit but these are not always sufficient for us to sign off
the action plan as having been fully implemented. As a result, the action plan can remain outstanding for several
months and the pharmacy continues to operate despite the potential risks to patient safety inherent in a ‘poor’
rating.
3. This note is designed to tighten our procedures, increase the consistency of our approach in dealing with such
cases and ensure everyone is aware of the enforcement action we should consider.
Follow-up visits – recording your judgement and what to do if the pharmacy has not fully completed an action
plan
4. After the follow-up visit to a poor pharmacy, the inspector should judge whether the improvements made and
new evidence obtained move the pharmacy from a ‘poor’ rating. S/he should record the actions taken by the
pharmacy and update the inspection record in accordance with the instructions detailed in pages 28-30 of the IST
User Guide (v2.3 clean). The ‘follow-up findings’ box should be used to provide a broad overview of what has
changed as a result of improvement action and clearly indicate the key patient safety risks that remain. The
inspector should cross-reference any changes to the overall rating and principle judgements and removal of
exception standards (see below), to facilitate the QA review by the Regional Manager (RM).
5. Where standards have now been met, these should be recorded by clicking in the appropriate ‘standard now
met’ box(es), with a description of how the standard(s) has/have been met in the ‘comments’ box(es). Where
some or all standards remain ‘not met’ the boxes should remain unchecked, the outstanding issues should be
explained in the comments box and the overall rating should remain as poor. The following steps should then be
taken:
Step 1
6. The inspector should ensure that the ‘updated (RAG) risk rating’ in the action plan form reflects the extent of
patient safety risks remaining.
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Step 2
7. The inspector should submit the record for QA by responding ‘Yes’ to the ‘Action plan ready for QA’ prompt.
Following RM sign-off, the inspector should amend the standard email to the owner/superintendent generated
by the system on closedown of the inspection. This is to reflect the fact that a range of issues remain associated
with the failed standards and that a further inspection will take place to assess whether the necessary
improvements have yet been made. This email should be attached to IST.
Step 3
8. Once the email has been sent to the owner/superintendent, the inspector should set the inspection status to
‘complete’ by clicking on the ‘set complete’ button. S/he should then return to the pharmacy premises profile
details and manually change the next inspection date (as IST will otherwise automatically set this for three years
later). This date should be based on the remaining risks to patient safety. In most cases the date for a further
inspection should be within one – three months
9. At this re-inspection the inspector should complete the usual inspection report but should only focus on the
standards that had not previously been met (unless any other issues come to light during the visit). The reason
for the inspection and the outstanding issues should be outlined briefly in the pre-site analysis box, linking it to
the previous inspection.
If the pharmacy has still not completed the action plan following re-inspection
10. If the pharmacy has failed to complete all the necessary improvements after the initial follow-up visit and the
targeted re-inspection, the inspector should discuss next steps with the regional manager. Where the pharmacy
has made sufficient improvement to the extent it is now satisfactory then the inspection report should reflect
this. If any individual standards remain not met, the inspector should require the pharmacy to complete an
action plan and verify this as with any other satisfactory pharmacy.
11. Where no or very limited progress has been made and the pharmacy remains poor we will consider imposing
a condition on the pharmacy’s registration. This is possible under section 74D of the Medicines Act 1968 (as
amended by Schedule 4 Part 1 of the Pharmacy Order 2010) but can only be done where:
‘the registrar considers it necessary for the purpose of securing the safe and effective practice of
pharmacy at those premises’.
Step 1
12. The inspector should refer the case to their regional manager and confirm that, in their view, the pharmacy
remains ‘poor’. If, on the basis of the evidence in the inspection report and the follow-up visits, the regional
manager agrees that a condition is necessary (as opposed to simply desirable) for the purpose of securing the
safe and effective practice of pharmacy at the premises, then s/he should write to the Head of Inspection with a
recommendation that a condition should be imposed. The recommendation should include the evidence and the
regional manager’s own assessment.
Step 2
13. The Head of Inspection will assess the recommendation and, if in agreement, will discuss the specific
condition(s) with the inspector and regional manager. The wording of the condition will be cleared with the
senior professional regulation lawyer in the Inspection and Fitness to Practise Directorate and will then be
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submitted to the Director of Inspection and Fitness to Practise and the Registrar for a final decision on whether to
impose the condition. Until such time as the Commencement Order is made which will bring into force The
Pharmacy (Premises Standards, Information Obligations, etc.) Order 2016 and remove the need for standards to
be set in rules, we cannot impose a condition for failing a standard. This means that the wording of any
condition could not refer to e.g. a failure to meet standard 2.1. Instead it would simply need to refer to the actual
areas which we believed needed to be addressed to secure safe and effective practice. We expect the number of
pharmacies where a condition is considered will be very low.
Where the action plan has not been completed but a condition is not appropriate
14. If, following discussion between the inspector, regional manager and the Head of Inspection, the failures are
not sufficient to impose a condition, the inspector should complete steps 1-3 as set out in paragraphs 6-9 above.
This means the pharmacy will continue to be rated as poor. A further inspection should be scheduled within six
months.
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Application for Strategic Relationship Manager Programme
Dear Colleague
Thank you for your interest in joining our new SRM programme.
This role will have a vital part to play in remodelling our approach to inspection and regulation.
This will be achieved by supporting the Inspection Team by identifying key governance
arrangements at national level in the larger pharmacy companies, and by establishing
relationships that will ensure information from both sides is shared to ensure we remain
proportionate and intelligence led in our inspections.
The attached information (appendix A) sets out in detail how the SRM process will work in
addition to your existing role. However this is an evolving process that will develop and change
as the new approach matures and becomes fully embedded.
This is a great development opportunity and, in terms of demonstrating individual performance,
positively contributing to this team would be an important aspect of someone’s overall
performance. There will be a payment to reflect the additional work and responsibility involved.
If you would like to be considered for the team please complete the attached expression of
interest form highlighting some short examples of where you feel your own attributes match
those we have identified. Please send your expressions of interest to
recruitment@pharmacyregulation.org by Monday 18th November 2013.
All the expressions of interest will be reviewed jointly by the Inspection Management Team. A
shortlist will be drawn up and successful candidates will be invited to an interview and
assessment centre to go into more detail about the contribution they think they could make and
the approach they would take.
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Summary of Key Responsibilities of Role
Inputs
•
•
•
•
•
•
•
•

List of Key Stakeholders for SRM process and each target organisation
Three meeting dates per annum
Meetings’ Agenda
Premises Standards
Recent Inspection Reports
Outstanding Action Plans
Potential Improvement Notices
FTP issues

Outputs
•
•
•

3 meeting reports per annum
Summary briefings for Inspector colleagues
Updates on existing corporate governance structures

Communications & Engagement
•
•
•
•
•

Intranet update on issues arising and changes to governance for Inspection Team use
Briefing where appropriate to Investigations Team and Education
Information Sharing
Inspection Team briefing
Bi-annual review events within the GPhC to review trends

Administration
•
•

Plan meetings dates
Produce Minutes

Stakeholders
•
•

Inspection team including Head of Inspection, Regional Managers and Inspectors
Superintendents of target organisations
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Expression on Interest
Name

Strategic Relationship Manager Programme
Directorate

Using no more than one side of A4 summarise what contribution you would make to the
Strategic Relationship Management Programme, citing where your skills match the required
competencies within the further information (appendix A) and why you want to take up this
challenge.
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Appendix 1

Pharmacy Strategic Relationship Manager Role
ROLE PROFILE
Role Title
Division
Directorate
Reports to
Allowance

Strategic Relationship Manager
Inspection Team
Inspection and Fitness to Practice
Regional Manager
(dotted line to Head of Inspection)
TBC

Overview of role
The new role of Pharmacy Strategic Relationship Manager is being created to ensure our modernised
regulation of registered pharmacies is more effective, efficient and strategic for those organisations’s or
groups, owning 50 or more premises. Appendix 2 sets out the details of these organisations.
The role provides the GPhC with an additional strategic oversight layer over multiples, enabling the
Inspection Team to secure a much better and consistent understanding of the corporate expectations,
systems, processes and arrangements which each of their individual pharmacies are expected to work
within. This in turn will enable the Inspection Team to use its resources more efficiently and effectively
by reducing the amount of time individual Inspectors review and make judgement on the same common
corporate documents. In doing so, Inspectors will be able to keep their time spent on-site at individual
pharmacies to a minimum by focussing their time on gaining assurance that these systems, processes
and arrangements are actually working in reality –outcome focussed regulation.
The role will enable us to deliver a smarter, more mature working relationship with the multiples. It will
facilitate a two way information flow between the GPhC and the multiple, enabling us to secure
improvements in pharmacies and pharmacy practice of the common identified issues from inspections
much quicker, whilst enabling us to better hold them to account. It importantly will help us to recognise
and support good and innovative practice.
The role will ensure the delivery of the following:
•

A better understanding of the multiple’s corporate systems, processes and arrangements within
which individual pharmacies operate.
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•
•
•
•
•
•
•
•

More efficient regulation through COUNT (collect once, use numerous times) for review of
corporate evidence and information which applies to individual pharmacies.
An ongoing, up to date strategic picture of the multiple’s pharmacy portfolio performance.
Improve information flows and dialogue between the multiple and the GPhC.
Greater consistency and efficiency n our regulatory approach.
Proportionate approach to regulation of pharmacies.
Customer focussed regulation, minimising the administrative impact of regulation.
A single point of contact on the ground of the GPhC with multiples, joining our regulatory
functions locally, delivering seamless local regulation, e.g: inspection and fitness to practice.
Promote improvement through strategic knowledge management – reporting key themes from
individual inspection reports and securing action as appropriate.

In addition to the specific functional and professional responsibilities, a key role of the Relationship
Manager will be to ensure effective linkages between operational delivery activities and the GPhC wide
policy, communications and strategy development to support proactive policy development and
communication.

Key responsibilities
•
•

•

•

•
•

Act as the GPhC’s strategic representative on the ground for assigned multiples, specifically for
inspection but also covering functions such as fitness to practice.
To efficiently and effectively manage the GPhCs day to day strategic regulatory relationship with
assigned multiples to ensure joined up seamless regulation, which proactively seeks to minimise
the administrative impact on them.
Build a professional relationship with the superintendent and senior managers of multiples to
build a good understanding of how the multiple operates – the corporate systems, processes
and arrangements which all pharmacies are expected to operate within, including its vision and
culture.
To holdthree meetings per year) with the superintendent to discuss a summary and diagnostic
of the key messages and learning from inspection reports of registered pharmacies inspected
during that period. Appendix 3 sets out a draft agenda for regular on-going strategic relationship
management meetings.
Secure appropriate action and improvement in the multiples registered pharmacies portfolio to
provide assurance that our standards are being met.
To support the delivery of a proportionate inspection schedule informed by risk of the multiple’s
registered pharmacies, maintaining an up to date risk profile of the multiple’s portfolio.

61

•

•

•
•

•

To ensure records of evidence and inspection judgements about corporate documents and
arrangements relating to pharmacy standards are in place for the rest of the inspectorate to
utilise.
To ensure that inspection team and other colleagues as appropriate are kept fully informed of
any developments within the multiple that would have a bearing on the regulation of its
registered pharmacy portfolio.
Promote the identification, collation and dissemination of good and innovative practice in
pharmacy practice.
To keep the Head of Inspection, Head of Investigation and Director of Inspection and Fitness to
Practice fully appraised of the performance picture of multiples and any developments in
pharmacy practice or operation of multiples that may have an impact on our functions as
necessary.
To ensure knowledge and intelligence from inspections are used to support wider GPhC policy
development initiatives and to act as a vehicle for disseminating wider GPhC communications.

Person Specification
To be successful in this role, you will need:
Essential
•
•
•
•

•

•

To be an inspector with a good understanding of the challenges facing pharmacies, owners and
superintendents.
A high level of credibility with external stakeholders operating within commercial environments.
A good understanding of how corporate bodies operate and the structures and arrangements
necessary to run a large organisation.
Ability to build and maintain effective working relationships and partnerships.
o It should be noted that this includes
▪ Keeps the relevant people outside of the team informed when appropriate.
▪ Considers the priorities and agendas of others outside the team when planning
work.
▪ Anticipates who needs to be involved in the work.
Excellent judgement including in pressurised situations.
o It should be noted that sound judgement incorporates:
▪ analysis
▪ attention to detail
▪ open mindedness
▪ objectivity
▪ questioning and listening skills
▪ pragmatism within GPhC context
Ability to take difficult decisions and deliver challenging messages where required.
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o

•
•
•
•
•
•
•
•
•

It should be noted that this includes
▪ Identifies and develops influencing skills by learning from colleagues and
superiors.
▪ Wherever possible seeks opportunities to suggest improvements in tasks and
processes.
▪ Challenges the status quo and develops basic approaches leading to operational
improvements.
Ability to synthesise and draw out salient issue or messages from large volumes of inspection
information for action / attention at a corporate level.
Excellent written and oral communication skills, adaptable to a wide range of audiences and
able to articulate the vision and behaviours of the GPhC.
Proactive communicator, ensuring Inspection Team is fully appraised and up to speed on
developments within multiple.
Experienced and accomplished team player.
Advocate for the vision of modernised pharmacy regulation and behaviours and values of the
GPhC – ability to act as the focal point for the GPhC.
Excellent understanding of legal and professional issues affecting pharmacy practise
A good understanding of the GPhC’s statutory responsibilities, strategic objectives and core
functions of the regulation of pharmacy premises and pharmacy professionals.
A good understanding and proactive commitment to equal opportunities and diversity and the
impacts on service delivery within pharmacy.
A good understanding and commitment to customer service.
o It should be noted that this includes
▪

Constructively challenges rules and processes that get in the way of the delivery of
customer service.
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Appendix 2
Proposed size of organisation strategic relationship management layer aimed at

We have identified the following organisations, covering over 50 individual pharmacy premises, to which
an additional strategic relationship management layer of regulatory oversight would be beneficial. They
cover just under half of all registered premises (at 48 per cent), and almost two thirds of registered
premises owned by organisations each controlling 2 or more registered premises (at 63 per cent). As a
result our strategic relationship management will focus on the largest 16 organisations, as set out
below.
No. of
owners
3222
895
107
51
6

Key Owners

•

Strategic Relationship Management

•
•
•
•
•
7

•
•
•
•
•
•
•

3

•
•
•

W R Evans (Chemist)
Ltd
Paydens Ltd
H I Weldrick Ltd
Day Lewis PLC (97)
Gorgemead Ltd
Day Lewis (Chemists)
(53) Ltd
National Co-operative
Chemists Ltd
Tesco Stores Ltd
Superdrug Stores PLC
Asda Stores Ltd
Sainsbury’s
Supermarkets Ltd
Co-operative Group
Healthcare Ltd
W M Morrison
Supermarkets PLC
Boots UK Ltd
Lloyds Pharmacy Ltd
L Rowland & Co. Retail
Ltd

4291

1

Controlling no.
of premises
1
2– 5
6 - 10
11 - 50
51 – 100

Total no. of
premises covered1
3222
2282
756
1050
405

101 - 500

2018

>= 501

4448

14181

Source: Report Centre (Concept) 9/4/13
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Appendix 3
Example draft agenda for SRM meetings

Agenda
Strategic Relationship Management meeting
1

Update on actions from last meeting

2

GPhC update
• Key messages / trends or emerging common issues from
inspections this period
• Discussion on system issues and improvement actions required
• Messages or corporate communications from GPhC

3

Multiple’s update
• Changes to corporate processes / procedures and arrangements
• Changes to risk profile of pharmacy portfolio
• Near miss / dispensing error learning points
• Feedback for GPhC (including on policy issues, registration /
renewal, pre-reg etc)

4

Agreed actions
• Improvement actions to be taken

5

Fitness to practise concerns

6

AOB
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Please note the difference of registered pharmacies at 24 June 2018 (Question 1,
corrected as 14,337) and previously registered pharmacies that have had a routine
inspections since 1 November 2013 to 24 June 2018 (Question 3 as 14,637) is 14,337 –
14,637 = -300. This should not equate to the response to Question 5 as it is a different
question.
However, in response to question 5, the GPhC said that just 201 pharmacies had not received
an inspection under the current model.
Please could you clarify the reason for the difference (330 c.f. 201)?

Please note the difference now is -300 cf to 201. Question 5 asked for “The number of
pharmacies that have not received an inspection under the current inspection model”
since 1 November 2013, when the GPhC’s current inspection model was introduced.
We explained that “This is based on the total number of pharmacies that are currently
registered as at 27 June 2018. 28 of these pharmacies are scheduled to have a routine
inspection. The majority of these have recently joined the register in the last 18 months.
92 of these pharmacies have been inspected, but not under the current routine inspection
model. Although the total number of pharmacies that were registered at any point since
1 November 2013 was 15,468, some pharmacies will have left the register before a routine
inspection was scheduled.”
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