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1 Outcome 

1.1 The Pharmacy Appeals Committee (“Committee”), appointed by NHS Resolution, 
quashes the decision of NHS England and redetermines the application. 

1.2 The Committee determined that the application should be refused. 
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APPEAL AGAINST NHS COMMISSIONING BOARD 
"NHS ENGLAND" DECISION TO REFUSE AN 
APPLICATION BY BOOTS UK LIMITED FOR INCLUSION 
IN THE PHARMACEUTICAL LIST AT PARC ERISSEY 
INDUSTRIAL ESTATE, NEW PORTREATH, REDRUTH, 
CORNWALL, TR16 4HZ  UNDER REGULATION 25  
 

1 The Application 

By application dated 15 August 2019, Boots UK Limited (“the Applicant”) applied to NHS 
Commissioning Board (“NHS England”) for inclusion in the pharmaceutical list at Boots (existing 
unit) Parc Erissey Industrial Estate, New Portreath, Redruth, Cornwall, TR16 4HZ under 
Regulation 25. In support of the application it was stated: 

In response to “If you are undertaking to provide appliances, specify the appliances that you 
undertake to provide (or write ‘none’ if it is intended that the pharmacy will not provide 
appliances)” the Applicant stated 

1.1 All appliances as indicated in the drug tariff. 

In response to why the application should not be refused pursuant to Regulation 31 the 
Applicant stated: 

1.2 There is currently no other NHS pharmacy at, or adjacent to these premises therefore 
the application should not be refused pursuant to Regulation 31. 

1.3 The next nearest pharmacy is approximately 1.5 miles away in Redruth. 

In response to why the application should not be refused pursuant to Regulation 25(2)(a) the 
Applicant stated: 

1.4 There is currently no provider of medical services with a patient list at these premises 
therefore this application should not be refused pursuant to Regulation 25(2)(a). 

1.5 The nearest provider of primary medical services is over a mile away from the 
premises. 

Further Information in Relation to Provision of Essential Services in Accordance With the 
Regulatory Requirements for Distance Selling Pharmacies  

Please find below information to explain how the pharmacy procedures used within the 
premises will secure: 

(a) the uninterrupted provision of essential services during the opening hours of the 
premises, to persons anywhere in England who request those services, and  

(b) the safe and effective provision of essential services without face to face contact 
between any person receiving the services, whether on their own or someone else's 
behalf, and the applicant or the applicant's staff. 

Appendix 1 

Section 7 Pharmacy Procedures 
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Background 

1.6 Boots UK Limited wishes to submit an application for distance selling premises within 
the existing Boots UK, Parc Erissey Industrial Estate, New Portreath Road, Redruth, 
Cornwall, TR16 4HZ.  Parc Erissey industrial park located close to the A30.  The 
industrial unit is not open to the public and access to the proposed premises is strictly 
controlled. 

1.7 In the unlikely event that a patient presents themselves at the unit, the staff at the 
pharmacy will explain how the essential services provided can be accessed remotely.  
Should the patient require pharmaceutical services urgently they will be signposted to 
other pharmacies in the area. 

1.8 The proposed premises are already registered with the GPhC (premises registration 
number (1091365). 

1.9 Boots has several years' experience of providing pharmaceutical services through 
wholly internet and mail order means (distance selling).  Boots has a dedicated website, 
www.Boots.com, with specific pharmacy and prescription pages advising patients of its 
services and how to access these services.  Boots also has a national distribution 
network as well as local prescription collection and delivery services. 

GPHC Guidance 

1.10 The Applicants proposed pharmacy will operate in accordance with the guidance 
published by the General Pharmaceutical Council for registered pharmacies providing 
pharmacy services at a distance, including on the internet. 

1.11 The pharmacy will have a full complement of Standard Operating procedures for all 
aspects of the supply and delivery of pharmacy services.  Should NHS England require 
further information or clarification about how the Applicant carries out a particular 
aspect of its pharmacy services, then the appropriate SOP can be supplied if 
requested. 

Pharmacy Systems and procedures 

Provision of NHS Essential services 

1.12 All essential services will be provided to persons anywhere in England and without face 
to face contact at the proposed premises. 

1.13 Patients will access these services primarily through the Applicant’s website, but will 
also be able to contact the pharmacy by phone during the pharmacy's opening hours 
to make arrangements to access services. 

1.14 The provision of essential services will not be limited to certain categories of patients 
in accordance with regulation 64(3)(E)(ii). 

Dispensing services 

1.15 Prescriptions will be received by the Applicant’s pharmacy by EPS, by post or where 
appropriate and with the necessary consent, by collection from a surgery. 

1.16 Prescriptions will be assessed to confirm that they can be dispensed in accordance 
with the pharmacy's Standard Operating Procedure for the assessment of all 
prescriptions for legal and clinical acceptability. 

http://www.boots.com/
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1.17 Any issues identified will be dealt with promptly to ensure patients do not experience 
any unnecessary delays in the supply of their prescription and that all supplies are 
made with reasonable promptness. 

1.18 Prescriptions will then be dispensed and checked in accordance with the Standard 
Operating Procedures for the pharmacy. 

Repeat dispensing services 

1.19 The Applicant’s pharmacy team will identify appropriate patients and provide them with 
information about the repeat dispensing/eRD service. 

1.20 This information will be provided either by verbally explaining about the service and its 
benefits to patients by phone or by providing patients with a leaflet describing the 
service when their medication is delivered to them. 

Urgent supply 

1.21 Due to the nature of supply via a distance selling pharmacy, it is unlikely that many 
requests for emergency supplies will be made. 

1.22 Should a prescriber or patient request an emergency supply, then the pharmacy will 
follow the Royal Pharmaceutical Society Guidance for Emergency Supplies so that any 
supplies are made legally and in the best interest of the patient. 

Disposal of unwanted medicines 

1.23 Any patients wishing to dispose of unwanted medicines may contact the pharmacy by 
phone or email.  Arrangements will then be made to have the unwanted medicines 
collected from the customer by a member of staff in Boots PDC van in accordance with 
the Applicant’s procedures for the collection of waste medicines from patients. 

Public Health (Promotion of Healthy lifestyles) and Public Health campaigns 

1.24 The Applicant’s proposed pharmacy will participate in national health campaigns to 
promote public health and promote healthy lifestyles. 

1.25 The pharmacy will, where appropriate, send out leaflet and information to patients that 
access its pharmacy services during specific targeted campaigns. 

1.26 The website will be the main method by which patients will access information relating 
to healthy lifestyles.  Patients will also be able to contact the pharmacy team by phone 
and by email to ask for specific information or discuss any matter relating to their 
general health. 

1.27 Patients will find information about living better and health conditions on the Applicant’s 
main website. 

Signposting 

1.28 Help and advice is available on the Applicant’s website and patients will be able to 
contact the pharmacy for advice.  Patients seeking advice will be signposted as 
appropriate to health and social care providers. 

Support for Self-Care 

1.29 Patients will find information about living better and health conditions on Boots.com.  
As well as providing information relating to most health conditions, the website also has 
specific pages related to family health and medicines and treatments. 
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1.30 Any patient requiring specific advice and support can contact the Applicant’s pharmacy 
team either by phone or email. 

Delivering medicines 

1.31 Medicines will be supplied to patients using one of several methods. 

1.31.1 By courier 

1.31.2 Checked items for delivery by courier will be placed in suitable packaging with 
a compliments slip stating the name and contact details of the pharmacist in 
the event or queries.  The address label will be firmly affixed to the package 
along with details of where to return the package in case of non-delivery. 

1.31.3 By Boots PDC Van 

1.31.4 Checked items for delivery by Boots PDC Van will be placed in suitable 
packaging with a compliments slip stating the name and contact details of the 
pharmacist in the event of queries.  The address label will be firmly affixed to 
the package.  An internal audit trail will be maintained for deliveries carried out 
in this way. 

1.31.5 Refrigerated lines will be supplied by delivery through the Boots internal cold 
chain or by specialist courier in containers designed to maintain the appropriate 
temperature of the medication. 

1.31.6 Delivery of controlled drugs will also only take place through the Boots delivery 
system or by specialist courier with an audit trail in place to cover despatch by 
the pharmacy to delivery to the patient.  Procedures will also be in place for 
non-delivery. 

Verification of prescription exemptions 

1.31.7 Where evidence of exemption is required, it can be sent to the pharmacy either 
by collection by a delivery driver, by post or by scan or fax (it may need to be 
recorded that the original was not presented). 

1.31.8 Any originals sent to the pharmacy will be returned securely to the patient by a 
Boots delivery driver or by recorded delivery. 

Marketing material 

1.31.9 The pharmacy's practice leaflet, any marketing material online or printed, or 
any other form of communication will not indicate or imply that the essential 
services provided are available to persons in particular areas of England. 

2 The Decision 

NHS England considered and decided to refuse the application.  The decision letter dated 12 
February 2020 states: 

2.1 NHS England has considered the above application and is writing to confirm that it has 
been refused.  Please see the enclosed report for the full reasoning. 

2.2 You have a right of appeal to the Secretary of State against NHS England’s decision. 

Decision report 
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2.3 The South West Pharmaceutical Services Regulations Committee (“the Committee”) 
considered the above application on behalf of NHS England on Friday 17th January 
2019. The application is REFUSED. 

BACKGROUND INFORMATION 

2.4 The committee noted that: 

2.4.1 Redruth is a town and civil parish in Cornwall which was once the urban centre 
of the Cornish Mining industry. 

2.4.2 Redruth lies approximately at the junction of the A393 and A3047 roads, on 
the route of the old London to Land's End trunk road (now the A30) and is 
approximately 9 miles (14 km) west of Truro, 12 miles (19 km) east of St Ives, 
18 miles (29 km) north east of Penzance and 11 miles (18 km) north west of 
Falmouth. 

2.4.3 The existing unit, owned by Boots UK Ltd, at Redruth Parc Erissey Ind. Est. 
currently operates as a ‘hub’ and is not open to public.  Its normal opening 
times are: Monday – Friday 08:00 - 18:00. 

2.4.3.1 Hub and spoke systems are used for centralised or remote assembly 
(not dispensing), with the overall aim of releasing capacity in 
community pharmacies, particularly for care home supplies and 
domiciliary monitored dosage systems. 

REGULATION 31 – same or adjacent premises 

2.5 The committee noted there were no pharmacies at the proposed premises therefore it 
is not required to refuse the application by virtue of Regulation 31. 

REPRESENTATIONS RECEIVED 

2.6 The committee noted that only Cornwall LPC responded (of which the committee were 
provided with a copy for their reference), stating that the LPC neither supported nor 
opposed the application but requested that NHS England be confident that regulations 
25, 31 and 64 are complied with should they choose to grant the application.  They also 
“asked that if advanced services are offered, other than in a consultation room on 
registered premises, that all usual requirements are met, including Prem 2 submission”. 

REGULATION 25(2) – requirements for distance selling pharmacies 

2.7 The committee noted that an application for distance selling premises is, by virtue of 
regulation 25(1), not subject to the market entry test. 

2.8 The committee therefore had consideration for Regulation 25(2), which states: 

2.8.1 [NHS England] must refuse an application …— 

2.8.2 (a) If the premises in respect of which the application is made are on the same 
site or in the same building as the premises of a provider of primary medical 
services with a patient list; and 

2.8.3 (b) unless [NHS England] is satisfied that the pharmacy procedures for the 
pharmacy premises are likely to secure— 

2.8.4 (i) the uninterrupted provision of essential services, during the opening hours 
of the premises, to persons anywhere in England who request those services, 
and 
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2.8.5 (ii) the safe and effective provision of essential services without face to face 
contact between any person receiving the services, whether on their own or on 
someone else’s behalf, and the applicant or the applicant’s staff. 

Reg 25(2)(a) – same site as a provider of primary medical services 

2.9 The committee noted that there is no provider of primary medical services at the 
proposed address, so were not required to refuse the application by virtue of Regulation 
25(2)(a). 

Reg 25(2)(b) – the pharmacy procedures 

2.10 The committee noted that the application was first received 22 August 2019 and the 
application was originally reviewed at the November meeting of the committee (15 
November 2019) where it was noted that the only information regarding how the 
Applicant proposed to operate the pharmacy was contained within the further 
information attached to the application (of which they were provided with a copy for 
their reference). 

2.11 The committee noted furthermore at this time that, although not strictly a requirement 
to provide SOPs (the requirement is that the Applicant provides information which 
demonstrates that their procedures will comply with the regulations) the committee 
were in agreement that the Applicant should be given a further opportunity to provide 
more information that demonstrated compliance with the regulations, including (should 
the applicant be agreeable) copies of any relevant SOPs. 

2.12 On 10 December 2019, the Applicant provided copies of relevant SOPs and copies 
were provided to the committee for their consideration, as follows: 

2.12.1 BOPCDv1 Dec 2019 – Delivery of a dispensed scheduled 2 or 3 Controlled 
Drug (CD) item(s) to a patient or authorised individual. 

2.12.2 BOPFv1 Dec 2019 – Delivery of a refrigerated item(s) to a patient or authorised 
representative. 

2.12.3 BOPWv1 Dec 2019 – Dealing with a request from a patient for the disposal of 
unwanted medicines. 

2.12.4 SOP BOPS1v1 Dec 2019 – Requesting, receiving and dispensing a 
prescription following an online prescription service order. 

2.12.5 SOP BOPS2v1 Dec 2019 – Dispensing a ‘one off prescription’ entered online 
by the patient/representative. 

2.12.6 SOP DEL2v1 Feb 2019 – Prescription Delivery and Collection Service 
Preparation. 

2.12.7 SOP DEL4v1 Feb 2019 – Prescription Delivery & Collection Service in-store 
handover. 

2.12.8 SOP DEL4v1 Feb 2019 – Dispensed item(s) delivery and prescription 
collection. 

2.13 The committee also noted that in a letter (attached to an email of the 4 December 
2019), that the Applicant confirmed that the existing hub and spoke operation based at 
the application site (Erissey Parc Ind Est), would cease to operate should the 
application for a DSP be granted.  A copy of the letter was provided to the committee 
for their reference. 
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2.14 Following receipt of the additional information, detailed above, the committee 
considered the pharmacy procedures, as follows: 

Services available without interruption 

2.15 The committee noted that the Applicant had proposed total opening hours of 9am to 
12pm and 1pm to 6pm, Monday to Friday (40 hours, all core), but that no further 
information was provided originally or subsequently by the Applicant to explain how 
essential services will be provided, without interruption, to patients living anywhere in 
England, specifically: 

2.15.1 The Applicant has not stated that an RP will always be onsite (during opening 
hours) and/or 

2.15.2 that cover (relief or locum pharmacist) will be procured if for any reason the RP 
is offsite. 

2.16 Based on the limited information provided, the Committee could not be satisfied that 
services would be provided without interruption. 

The essential services are provided without face-to-face contact 

2.17 The committee noted that within the application form, it was stated that: 

2.17.1 Under ‘background’ at the top of page 11: 

2.17.1.1“The industrial unit is not open to the public and access to the proposed 
premises is strictly controlled” 

2.17.1.2“In the unlikely event that a patient presents themselves at the unit, the 
staff at the pharmacy will explain how essential services provided can 
be accessed remotely. Should patients require pharmaceutical 
services urgently they will be signposted to other pharmacies in the 
area.”  and later: 

2.17.1.3“Boots has several years’ experience of providing pharmaceutical 
services through wholly internet and mail order means (distance 
selling). Boots has a dedicated website, with specific pharmacy and 
prescription pages advising patients of services and how to access 
these services”. 

2.17.2 Top of page 13, under ‘Pharmacy systems and procedures, under bullet 1: 

2.17.2.1“Patients will access these services primarily through our website but 
will also be able to contact the pharmacy by phone during the 
pharmacy’s opening hours to make arrangements to access services”. 

2.17.3 Within the further information at the end of the application, it is stated that 
prescriptions will be: 

2.17.3.1Received to the pharmacy by EPS, post or (with the necessary 
consent) collected from the patients GP practice (page 13) 

2.17.3.2Supplied to patients by either specialist courier or Boots PDC van 
(page 15) and that, 

2.17.3.3Patients can contact the pharmacy by phone or email to arrange for 
disposal of unwanted meds. Arrangements will then be made to collect 
accordingly by a member of staff in Boots PDC van (page 15). 
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2.18 Accordingly, the Committee were satisfied that services would be provided without 
face-to-face contact with patients at the premises. 

Services available to persons anywhere in England 

2.19 The committee noted that within the application form, it was stated that within Appendix 
1 of the application (pages13-20) that: 

2.19.1 “Services will be provided by using telephone, website, email, specialist 
courier, Boots PDC van and post.” 

2.20 The committee were therefore of the view that: 

2.20.1 Services do not appear to be limited to patients using the internet. 

2.20.2 The provision of essential services will not be limited to certain categories of 
patients in accordance with regulation 61(3)(E)(ii), therefore there does not 
appear to be any anything to suggest that services will be limited to particular 
patient groups, or that certain groups of patients will be unable to use the 
pharmacy’s services. 

2.21 Accordingly, the Committee were satisfied that services would be provided to persons 
anywhere in England. 

Safe and effective provision of services 

2.22 The committee checked all information provided by the Applicant against the particular 
issues highlighted by the Appeals Committee in DSP cases, as follows: (Paragraph 
numbers are the relevant paragraphs in the terms of service). 

2.23 The committee were of the view that the following issues were covered satisfactorily: 

2.23.1 Para 5(2)-(3): How prescriptions will be received – stated this will be through 
nomination of Electronic Prescriptions, by post, or collection from a local 
surgery (with patient’s consent). 

2.23.2 Para 6: Although briefly mentioned originally within the additional information 
(on page 13) of ensuring urgent delivery in relevant cases, the committee noted 
that it simply stated that it would be in accordance with Royal Pharmaceutical 
Society Guidance, there was no detail about how a request for urgent supply 
without a prescription (whether from a patient or a prescriber) would be 
processed prior to delivery. 

2.23.3 The committee did note, within the SOPs that were provided subsequently by 
the Applicant, that the process for urgent deliveries including prioritisation of 
items in such cases was detailed. 

2.23.4 Para 8(1): Limited information was included within the original 
application/information provided by the Applicant.  On page 17, re. how 
controlled drugs will be delivered it simply stated that: 

2.23.4.1“procedures will also be in place for non-delivery”. 

2.23.5 No information was provided initially relating to procedures in event of non-
delivery, for example when undelivered CDs should be returned to the 
pharmacy rather than being held by the courier for further delivery attempt(s).  
Subsequent SOPs provided by the Applicant included more detail, specifically 
the committee noted that: 
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2.23.6 BOPCDv1 (Delivery of a dispensed Schedule 2 or 3 Controlled Drug (CD) 
item(s) to a patient or authorised representative).  Last Key Point explained 
that in the event a CD cannot be delivered it should be returned to the DSP 
same day, but if not possible (e.g. if not within locality), then should be returned 
to the nearest Boots store instead. 

2.23.7 It also noted that CDs will be stored in CD cabinet and any required CD entries 
made. 

2.23.8 Advice was sought from the accountable officer’s team in this case to confirm 
whether this is an acceptable approach and that necessary governance 
requirements are satisfied accordingly.  The committee were assured this was 
a pragmatic approach in relation to non-deliverable CDs. 

2.23.9 Para 8(4): the Applicant stated (in section 4 of the application form) that they 
will be providing all appliances as indicated in the drug tariff and, in an email 
of the 2 September 2019 (of which the committee were provided with a copy) 
that they did not intend to provide measuring or fitting (and so no information 
needs to be provided regarding this) but the committee noted that the email 
stated that the applicant will signpost the patient accordingly in such an 
eventuality. 

2.23.10 Para 10(1): information was provided on page 13 about how the pharmacy will 
promote repeat dispensing to suitable patients (again by way of its permissible 
methods of non-face to face contact with patients). 

2.23.11 Para 17: information was provided on page 15 about how healthy lifestyle 
advice will be provided to patients presenting prescriptions who suffer from 
diabetes, high blood pressure, etc. 

2.23.12 Paras 20 and 22: on page 15 there was information regarding giving patients 
signposting or self-care advice to minimise inappropriate use of health or social 
care services. 

2.24 However, the committee were of the view that the following requirements were 
not met adequately: 

2.24.1 Para 7(3): Page 17 of the further information (at the end of the application, 
originally provided by the applicant), stated that evidence of exemption from 
the NHS prescription charge could be supplied either by giving to the 
pharmacy’s driver (in appropriate cases), by post and by scanning/faxing 
copies to the pharmacy. 

2.24.2 The committee also noted from the application that: 

2.24.2.1It may need to be recorded that the original was not presented but 
does not state where this should be recorded i.e. patients PMR and,  

2.24.2.2that any originals sent to the pharmacy will be returned securely to the 
patient by a Boot’s delivery driver or recorded delivery but does not 
state whether this would be at cost to the pharmacy or patient 
(regarding recorded delivery). 

2.24.3 The committee also noted that there was no mention of whom in the pharmacy 
will decide if the evidence is satisfactory or not and/or whether evidence is 
acceptable when not in original format. 

2.24.4 Additionally, the committee were of the view that faxes remain a high-risk area 
for inappropriate disclosure of sensitive personal information.  The Applicant 
has indicated exemption information could be provided by fax although no 
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assurances have been provided around ensuring the security of said faxed 
information. 

2.24.5 Para 7(5): the committee noted that there was no mention within the 
application or SOPs of how patient charges will be paid. 

2.24.6 Para 8(1): Within the original application information provided by the Applicant 
there was minimal information included about how cold-chain medicines will 
be delivered. On page 17, it stated that: 

2.24.6.1“Refrigerated lines will be supplied by delivery through the Boots 
internal cold chain or by specialist courier in containers designed to 
maintain the appropriate temperature of the medication”. 

2.24.7 Subsequent SOPs provided by the applicant included more detail, specifically 
the committee noted that: 

2.24.7.1BOPFv1 (Delivery of a dispensed refrigerated item(s) to a patient or 
authorised representative):  Process steps and key points 5 and 6 
provided detail regarding packaging to be used for fridge lines. 

2.24.7.2BOPFv1 (Delivery of a dispensed refrigerated item(s) to a patient or 
authorised representative) Process steps 5 and 6 described use of 
fridge line and fragile label stickers. 

2.24.7.3SOPDEL3v1 (Prescription Delivery and Collection in-store handover) 
Under header ‘Delivery Driver processes in preparation for arrival at a 
store’, bullet 2, confirmed on collection from store, driver will check 
temperature of the van cool box is in range and record accordingly. 

2.24.7.4SOPDEL4v1 (Dispensed item(s) delivery and prescription collection) 
First page under header Delivery Driver Processes for delivering a 
dispensed item(s), bullet 2, confirmed on delivery to patient that driver 
will check fridge lines are within range and report accordingly. If not, 
will contact RP for guidance. 

2.24.7.5The committee were of the view that there remained no mention/detail 
of: 

2.24.7.5.1How the driver will be notified if medicine is compromised 
during transit so that delivery can be aborted, and 

2.24.7.5.2Process for monitoring/auditing temperatures during transit. 

2.24.8 Para 8(1): Limited information was included within the original 
application/information provided by the applicant. On page 17, re. how 
controlled drugs will be delivered it simply stated that: 

2.24.8.1“procedures will also be in place for non-delivery”. 

2.24.9 No information was provided relating verifying the ID of the person taking 
delivery (for example, if the recipient is not the patient themselves, then 
ensuring that they have been authorised by the patient to take delivery). 

2.24.10 The committee noted that the information provided in the SOPs still did not 
provide any further information regarding verifying the ID of person taking 
delivery so could not assured on this process. 
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2.24.11 Para 8(15): Only very limited information was included within the original 
application and additional information provided by the Applicant.  Pages 15 and 
16 simply stated that medications supplied to patients will: 

2.24.11.1“be placed in suitable packaging with a compliment slip stating the 
name and contact details of the pharmacist in the event of queries”. 

2.24.12 The committee noted no detailed information about the type of suitable 
packaging for items being posted or sent by courier was provided. 

2.24.13 Although it is noted that additional information was received via the SOPs 
regarding packaging for cold chain and security of CDs, no further information 
had been provided by the Applicant (via the SOPs or otherwise) regarding 
suitable packaging (e.g. tamper evident) for all items for delivery i.e. not just 
cold chain and/or CDs. 

2.24.14 Para 9(4): No specific information was provided by the Applicant originally 
regarding how the pharmacy would ensure that it is appropriate to dispense 
against a repeatable prescription. 

2.24.15 Subsequent SOPs provided by the Applicant refer to a managed repeat service 
but not specifically to repeatable prescriptions, as follows: 

2.24.15.1SOPDEL2v1 (Prescription Delivery and Collection Service 
Preparation)  

2.24.15.1.1Under heading ‘Dispensary team member process for 
arranging a delivery(ies) and/or collection(s), point 1, it states: 

2.24.15.1.2If the patient uses the repeat management service, follow 
the relevant Repeat Management Service SOP (SOP ODT04 
or SOP ODT04C, as appropriate). 

2.24.16 The committee noted no other detail was otherwise stated regarding what store 
processes would be relating to repeatable prescriptions. 

2.24.17 Para 14: Only very limited information was included within the original 
application/information provided by the Applicant.  Page 15 includes a 
summary of procedures should patients contact the pharmacy regarding the 
disposal of unwanted medicines in accordance with Boots procedures for this 
process, however this only stated collection by staff in Boots ‘PDC van’.  There 
was no mention of provision for postal returns or otherwise by any alternative 
method. 

2.24.18 Subsequent SOPs provided by the Applicant included more detail, specifically 
the committee noted that: 

2.24.19 BOPWv1 (Dealing with a request from a patient for the disposal of unwanted 
medicines): 

2.24.19.1Process Step 1 describes conversation with patient/patient rep for 
returned meds – at which point will highlight whether specific 
packaging is required to be supplied in advance (if so, suitable 
packaging will be sent ahead of collection using Royal Mail Postage 
Service). 

2.24.19.2Key Points 1-3 clarifies process for collection by both PDC and 
courier (if outside locality)  

2.24.19.3Key point (5th down) confirms cost will be covered by DSP. 
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2.24.20 The committee also noted that the SOP referred to a guide for the process of 
arranging a TNT courier but that a copy of the document had not been provided 
by the applicant for reference. 

2.24.21 The committee were of the view that there remained no mention/detail of 
specifically what ‘suitable packaging’ for return medications would look like 
(e.g. tamper proofing etc.). 

2.24.22 Para 18: Limited information included within the original application/information 
provided by the Applicant.  Stated on page 15 that the pharmacy will participate 
in National public health campaigns, but no detail of how they will promote the 
campaigns (specifically so that patients were aware of the campaigns), was 
provided. 

2.25 No further information was provided by the Applicant via the SOPs or otherwise. 

2.26 Therefore, the Committee were not satisfied that the requirements of Regulation 
25(2)(b)(ii) had been met. 

Conclusion 

2.27 As all the requirements of Regulation 25(2) have not been met, the application is 
REFUSED. 

3 The Appeal 

In a letter dated 9 March 2020, the Applicant appealed against NHS England’s decision.  The 
grounds of appeal are: 

Services available without interruption. 

3.1 Point 13 of the decision NHS England have stated that the Applicant has not stated 
that an RP (Responsible Pharmacist) will always be on site (during opening hours) 
and/or that cover (relief of locum pharmacist) will be procured if for any reason the RP 
is off site. 

3.2 The Applicant confirmed to NHS England in its letter dated 4 December 2019 there 
would be an RP on site at all times during the opening hours of the proposed pharmacy. 

3.3 To expand on this point, it is the Applicant’s intention that there would be a permanent 
designated RP who would be supported by its established local network of relief 
pharmacists for planned holidays as well as sickness and emergency cover. 

Safe and effective provision of services 

3.4 The Committee were satisfied that a number of issues were covered satisfactorily.  
However there were certain requirements that the Committee felt were not adequately 
met.  The Applicant would like to address these in turn: 

3.4.1 The committee noted on page 6 of the decision (Ref. Para 7(3)) that with regard 
to exemption checks it may need to be recorded that the original was not 
presented and that the Applicant did not state where this would be recorded 
and that original sent to the pharmacy will be returned securely but does not 
state whether this would be at cost to the patient of pharmacy.  The proposed 
pharmacy would be provided with guidance on how to record exemption 
checks and occasions where the original was not presented.  This detail would 
be recorded on the patients PMR. 
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3.4.2 Any original documents returned to patients by secure delivery (recorded 
delivery) would be sent at cost to the pharmacy. 

3.4.3 The Applicant is aware that policies with regard to the use of faxes has 
changed.  All the Applicant’s pharmacies now have secure, encrypted email 
accounts should a patient wish to send a scanned version of evidence of 
exemption. 

3.4.4 The forthcoming roll-out of Real Time Exemption Checking (RTEC) will also 
increase convenience for patients, as there will be less need for them to 
provide physical proof of exemption. 

3.4.5 The Applicant can confirm that patient charges will be paid through the existing 
Boots electronic online payment function (Para 7(5)) as used for transactions 
made on Boots.com. 

3.4.6 The Committee stated that limited information was included regarding how 
controlled drugs would be delivered Para (8)(1). 

3.4.7 The Applicant submits that the procedure for the delivery of controlled drugs 
was covered in the standard operating procedure supplied to NHS England 
(SOP:BOPCD). 

3.4.8 Within the key points section of this SOP it states that both Boots PDC and 
TNT have procedures in place for the delivery driver or courier to follow in 
regard to the delivery of medication, including the requirement to check the 
identity of the person accepting the delivery to ensure that he/she is the patient 
or his/her authorised representative. 

3.4.9 The Committee stated that no detailed information had been provided 
regarding suitable packaging for items being posted or sent by courier (Page 
8, para 8(15). 

3.4.10 The Applicant can confirm that the packaging it would use for items sent in this 
way is tamper evident and with a clear address label.  The package is also 
labelled with a return address. 

3.4.11 The Committee noted that the SOPs provided did not refer specifically to 
repeatable prescriptions (Page 8, para 9(4)).  The Applicant has provided 
SOPs that details how its existing pharmacies currently manage repeatable 
prescriptions.  The Applicant trusts this will assure NHS England that the 
Applicant has procedures in place for checking that it is appropriate to dispense 
against a repeatable prescription. 

3.4.12 The Applicant would like to confirm that versions of these SOPs will be 
produced to replace where appropriate, steps relating to standard pharmacies 
with the procedures specific to the proposed distance selling pharmacy at 
Redruth to ensure that the pharmacy complies with the requirements of a 
distance selling pharmacy e.g. where references are made to handing out, the 
procedure for supply via the distance selling pharmacy will be specified. 

3.4.13 SOP:BOPW was provided to NHS England as a summary of procedures for 
dealing with a request from a patient for the disposal of unwanted medicines. 

3.4.14 The Boots PDC driver network covers most of England and would be the 
preferred, and most commonly used method for the return of unwanted 
medicines.  However, where there is a need for return by other means, a 
courier will be arranged to collect the return as detailed in the SOP. 
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3.4.15 Point 2 of the SOP states that if required, the pharmacy is to supply the patient 
or his/her representative with suitable packaging for the unwanted medicines.  
Packaging sent to patients for returning unwanted medicines will be an empty 
version of the same tamper proof packaging used for the despatch of 
medicines. Instructions for return and a suitable address label will be provided. 

3.4.16 In point 18 of the decision NHS England said that no detail of how the 
pharmacy will promote the campaigns (specifically so that patients were aware 
of the campaigns) was provided. 

3.4.17 The Applicant stated within its application that it would send out leaflets and 
information to patients during targeted campaigns and that it would also display 
information regarding health promotion campaigns on its website. 

3.4.18 When a prescription is supplied by the pharmacy to a patient, and where the 
medical condition is known, or during or after an intervention, the pharmacy 
team may identify and contact a patient who would benefit from a targeted 
campaign using their chosen means of communication. 

3.4.19 The Applicant has provided SOP: AD04 that details how its existing 
pharmacies currently provide advice and support to customers.  The Applicant 
hopes that this will assure NHS England that the Applicant has a process in 
place for providing support for self-care, signposting patients and providing 
public health advice and again will produce a specific version of this SOP for 
the pharmacy. 

3.5 As the Applicant stated within its application, the proposed pharmacy will operate in 
accordance with guidance published by the GPhC for registered pharmacies providing 
services at a distance.  The undertakings within the application asks the Applicant to 
undertake to comply with all the service and perform all the activities at the premises 
that are required under the terms of service.  The Applicant trusts that this will be further 
reassurance to NHS England that the Applicant fully intends to comply with the 
requirements of the appropriate regulations. 

3.6 For these reasons the Applicant submits that its application meets the requirements of 
Regulation 25 and the Applicant respectfully urges NHS Resolution to uphold this 
appeal. 

3.7 [SOPs provided with appeal: 

3.7.1 BOPCDv1 Dec 2019 – Delivery of a dispensed Schedule 2 or 3 Controlled 
Drug (CD) item(s) to a patient or authorised representative. 

3.7.2 BOPFv1 Dec 2019 –Delivery of a refrigerated item(s) to a patient or authorised 
representative. 

3.7.3 BOPWv1 Dec 2019 – Dealing with a request from a patient for the disposal of 
unwanted medicines. 

3.7.4 SOP AD04v2 Aug 2018 – Providing advice and support to customers. 

3.7.5 SOP BOPS1v1 Dec 2019 – Requesting, receiving and dispensing a 
prescription following an online prescription service order. 

3.7.6 SOP BOPS2v1 Dec 2019 – Dispensing a ‘one off prescription’ entered online 
by the patient/representative. 

3.7.7 SOP DEL2v1 Feb 2019 – Prescription Delivery and Collection Service 
Preparation. 
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3.7.8 SOP DEL3v1 Feb 2019 – Prescription Delivery & Collection Service in-store 
handover. 

3.7.9 SOP DEL4v1 Feb 2019 – Dispensed item(s) delivery and prescription 
collection.] 

 

4 Summary of Representations 

No representations were received by NHS Resolution in response to the appeal.  

5 Additional Information 

NHS Resolution wrote to the Applicant to seek clarification as to whether or not the Applicant 
is listed on a pharmaceutical list in respect of its “hub” operation at the existing unit. 

5.1 BOOTS UK LTD (THE APPLICANT) 

5.1.1 Thank you for your letter and attachment dated 18 May 2020 requesting further 
information regarding the above premises.  

5.1.2 The Applicant’s premises at Parc Erissey, Portreath, Redruth are not currently 
on the Pharmaceutical List.  The premises are however registered with the 
GPhC as they currently provide a support function to the Applicant’s 
pharmacies in the wider Redruth area under a hub and spoke model.  

5.1.3 The Applicant has applied for a distance selling pharmacy contract for the Parc 
Erissey premises to enable it to provide the NHS pharmaceutical services of a 
distance selling pharmacy in accordance with the relevant regulations.  

5.1.4 The Applicant hopes this is sufficient information for [NHS Resolution] to be 
able to consider its appeal. 

6 Consideration 

6.1 The Pharmacy Appeals Committee (“Committee”) appointed by NHS Resolution, had 
before it the papers considered by NHS England. 

6.2 It also noted there were no responses to NHS Resolution’s own statutory consultations. 

6.3 On the basis of this information, the Committee considered it was not necessary to hold 
an Oral Hearing. 

6.4 The Committee had regard to the National Health Service (Pharmaceutical and Local 
Pharmaceutical Services) Regulations 2013 (“the Regulations”).  

Regulation 31 

6.5 The Committee first considered Regulation 31 of the regulations which states: 

 (1) A routine or excepted application, other than a consolidation application, must be 
refused where paragraph (2) applies. 

(2) This paragraph applies where -  

(a) a person on the pharmaceutical list (which may or may not be the applicant) 
is providing or has undertaken to provide pharmaceutical services ("the 
existing services") from -  



 

16 
 

(i) the premises to which the application relates, or 

(ii) adjacent premises; and 

(b) the NHSCB is satisfied that it is reasonable to treat the services that the 
applicant proposes to provide as part of the same service as the existing 
services (and so the premises to which the application relates and the existing 
listed chemist premises should be treated as the same site). 

6.6 The Committee noted that the Applicant, in its application stated that: 

6.6.1 “there is currently no other NHS pharmacy at, or adjacent to these premises 
therefore the application should not be refused pursuant to Regulation 31.”  In 
its decision, NHS England stated “it is not required to refuse the application by 
virtue of Regulation 31.”   

6.7 The Committee also noted in the decision letter, NHS England state that the existing 
unit is owned by Boots UK Ltd and operates as a Hub and Spoke.  NHS England stated 
that: 

6.7.1 “Hub and spoke systems are used for centralised or remote assembly (not 
dispensing), with the overall aim of releasing capacity in community 
pharmacies, particularly for care home supplies and domiciliary monitored 
dosage systems.” 

6.8 NHS England also noted that it had received a letter from the Applicant dated 19 
December 2019 stating that:  

6.8.1 “the existing hub and spoke operation based at the application site (Erissey 
Parc Ind Est), would cease to operate should the application for a DSP be 
granted.” 

6.9 The Committee noted NHS Resolution had sought clarification from the Applicant as to 
whether or not the Applicant is listed on a pharmaceutical list in respect of its “hub” 
operation at the existing unit.  The Applicant stated that the: 

6.9.1 “premises at Parc Erissey, Portreath, Redruth are not currently on the 
Pharmaceutical List.  The premises are however registered with the GPhC as 
they currently provide a support function to the Applicant’s pharmacies in the 
wider Redruth area under a hub and spoke model.”  

6.10 The Committee was therefore satisfied that the circumstances described in paragraph 
(a) and (b) of Regulation 31(2) do not apply and it was not required to refuse the 
application under the provisions of Regulation 31.  

Regulation 25 

6.11 The Committee had regard to Regulation 25 of the Regulations which reads as follows: 

"(1) Section 129(2A) and (2B) of the 2006 Act (regulations as to pharmaceutical 
services) does not apply to an application— 

(a)  for inclusion in a pharmaceutical list by a person not already 
included; or 

(b) by a person already included in a pharmaceutical list for inclusion in 
that list in respect of premises other than those already listed in 
relation to that person, 
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in respect of pharmacy premises that are distance selling premises. 

(2) The NHSCB must refuse an application to which paragraph (1) applies— 

(a) if the premises in respect of which the application is made are on 
the same site or in the same building as the premises of a provider 
of primary medical services with a patient list; and 

(b) unless the NHSCB is satisfied that the pharmacy procedures for the 
pharmacy premises are likely to secure— 

(i) the uninterrupted provision of essential services, during 
the opening hours of the premises, to persons anywhere 
in England who request those services, and 

(ii) the safe and effective provision of essential services 
without face to face contact between any person receiving 
the services, whether on their own or on someone else’s 
behalf, and the applicant or the applicant’s staff." 

6.12 The Committee also had regard to the provisions of Schedule 2 to the Regulations 
shown below: 

Additional information to be included with excepted applications 

8. If the applicant (A) is making an excepted application, A must include in that 
application details that explain— 

(a) A’s belief that the application satisfies the criteria included in one of the 
regulations in Part 4 which need to be satisfied if section 129(2A) and 
(2B) of the 2006 Act (regulations as to pharmaceutical services) are 
not to apply in relation to that application; and 

(b) if the regulation includes reasons for which the application must be 
refused, why the application should not be refused for those reasons. 

Nature of details to be supplied 

10. Where, pursuant to this Part, a person is required to provide details, that 
obligation is only discharged if the information or documentation provided is 
sufficient to satisfy the NHSCB in receipt of it, with good cause, that no relevant 
information or documentation is missing, having regard to the uses that the 
NHSCB may need to make of the information or documentation when carrying 
out its functions. 

6.13 Pursuant to paragraph 9(1)(a) of Schedule 3 to the Regulations, the Committee may: 

6.13.1 confirm NHS England’s decision; 

6.13.2 quash NHS England’s decision and redetermine the application; 

6.13.3 quash NHS England’s decision and, if it considers that there should be a further 
notification to the parties to make representations, remit the matter to NHS 
England. 

Regulation 25(1) 

6.14 In relation to Regulation 25(1), the Applicant is applying for inclusion in the relevant 
pharmaceutical list, as a person not already included in a pharmaceutical list, and 



 

18 
 

paragraph (1)(a) therefore operates to disapply the specified provisions of section 129 
of the National Health Service Act 2006, provided that paragraph (2) does not require 
the application to be refused. 

Regulation 25(2)(a) 

6.15 As far as Regulation 25(2)(a) is concerned, the Committee had regard to the application 
form in which the Applicant states "There is currently no provider of medical services 
with a patient list at these premises therefore this application should not be refused 
pursuant to Regulation 25(2)(a)." The Committee noted that this had not been disputed 
and that it had not been provided with any information to persuade it otherwise.  The 
Committee was therefore satisfied that the proposed premises were not on the same 
site as, or in the same building as the premises of a provider of primary medical 
services with a patient list. 

Regulation 25(2)(b) 

6.16 As far as Regulation 25(2)(b) is concerned, the Committee considered the information 
which had been provided by the Applicant in relation to its procedures for the provision 
of essential services, including its Standard Operating Procedures (SOPs) that it 
intends to use at the proposed pharmacy premises.  

6.17 The Regulations require the Committee to be satisfied as to a number of matters, 
including that essential services will be provided on an uninterrupted basis, in a safe 
and effective way, across England, and without face to face contact. 

6.18 Paragraph 8 of Schedule 2 requires an Applicant to provide details in relation to an 
application, and paragraph 10 of Schedule 2 indicates that the obligation is only 
discharged if the information or documentation provided is sufficient to satisfy NHS 
England in receipt of it, with good cause, that no relevant information or documentation 
is missing, having regard to the uses that NHS England may need to make of the 
information or documentation when carrying out its functions. 

6.19 The Committee has asked itself whether it has sufficient information and 
documentation which would address the criteria in Regulation 25(2)(b).  If the 
Committee is to be satisfied of the matters in that paragraph, the Committee must be 
provided with evidence to demonstrate these matters.  In this case, that evidence put 
forward has taken the form of the original application and the SOPs which the Applicant 
has prepared or commissioned. 

6.20 The Committee noted that in its appeal, the Applicant states: 

6.20.1 “The Applicant would like to confirm that versions of these SOPs will be 
produced to replace where appropriate, steps relating to standard pharmacies 
with the procedures specific to the proposed distance selling pharmacy at 
Redruth to ensure that the pharmacy complies with the requirements of a 
distance selling pharmacy e.g. where references are made to handing out, the 
procedure for supply via the distance selling pharmacy will be specified.” 

6.21 The Committee is mindful that it needs to be assured by the current information 
provided at this point in time that the Applicant has all its procedures and processes in 
place in order to operate a distance selling pharmacy.  The Committee is not able to 
consider procedures or processes that have not been produced yet. 

6.22 It is not for the Committee to 'approve' or 'disapprove' of these SOPs (as they may 
contain matters not relevant to the Committee's consideration, and there are many 
ways an Applicant can choose to organise itself in order to comply with the various 
requirements of the Regulations) and the Committee has not sought to do so.  The 
Committee has sought evidence within the SOPs and application in order to satisfy 
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itself that it is appropriate to grant the application, the absence of which would require 
it to reject it. 

6.23 The Committee note that the Applicant does not intend to provide appliances which 
require measuring or fitting, as per its email to NHS England dated 2 September 2019 
as recorded in NHS England’s decision letter.  In the event that the application is 
granted, the Applicant would not therefore, be able to provide those appliances listed 
as excluded in the application form to patients.  

6.24 The Committee noted that in its application, the Applicant states: 

6.24.1 “all essential services will be provided to persons anywhere in England and 
without face to face contact at the proposed premises.” 

6.25 The Committee further noted the Applicant states 

6.25.1 “The pharmacy's practice leaflet, any marketing material on line or printed, or 
any other form of communication will not indicate or imply that the essential 
services provided are available to persons in particular areas of England.” 

6.26 NHS England, in its decision, was satisfied that the Applicant had demonstrated that 
its services would not be provided face to face and would be provided anywhere in 
England.   

6.27 The Committee reviewed the SOPs which the Applicant had provided to NHS England 
in response to the 45 day representations and the Applicant had also provided in 
support of its appeal.  The SOP DEL2 states at point 2:  

6.27.1 “Check that any required paperwork has been completed for each delivery 
including: Controlled Drug (CD) Delivery Record(s) for Schedule 2 or 3 CDs for 
‘Walk in’ / DDS dispensary patients. ……”   

6.28 at point 4  

6.28.1 “If the delivery is for a ‘Walk in’ / DDS dispensary patient and the recipient is 
not the patient, the patient’s name and address must be entered in the 
‘comments’ field to appear as a ‘special instruction’ on the Delivery Driver’s 
handheld device.”   

6.29 The Committee noted SOP AD04v2 states under key points  

6.29.1 “Consider the location for the discussion with regard to patient confidentiality.  
It might not be appropriate to have the conversation in the health care area.”   

6.30 The Committee was of the view that references to “walk ins” and the quote at 6.27.1 
above in the SOPs did not support the statements made in the application.  The 
Committee was mindful that the Applicant, in its appeal, had indicated that its SOPs 
would be amended so they are specific for distance selling pharmacies, however the 
Committee was mindful that it is the  information before it that it must consider, not 
potential information that may exist in the future. The Committee was therefore not 
satisfied that the provision of essential services would be without face to face contact.  

6.31 The Committee noted under key points, SOP AD04v2 states 

6.31.1 “Your Primary Care Organisation (PCO) may provide you with contact details 
for local services available.  Ensure this information is kept up to date.”   

6.32 Further,  
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6.32.1 “Ensure that you have a signposting folder for the retention of any relevant 
information received about local services, …… local clinics contact numbers 
etc.”   

6.33 The Committee was of the view that the references to local services / clinics within the 
SOPs did not support the statements made in the application.  The Committee was 
therefore not satisfied that the provision of essential services would be provided 
anywhere in England. 

6.34 In its decision, NHS England had not been satisfied that the provision of services would 
be without interruption.  In its appeal, the Applicant confirmed that  

6.34.1 “there would be an RP on site at all times during the opening hours of the 
proposed pharmacy.” 

6.35 The Applicant also stated that it was its  

6.35.1 “intention that there would be a permanent designated RP who would be 
supported by our established local network of relief pharmacists for planned 
holidays as well as sickness and emergency cover.”  

6.36 The Committee was satisfied that the provision of services would be without 
interruption. 

6.37 The Committee went on to consider each essential service in paragraphs 3 to 22 of 
schedule 4 of the Regulations ("Terms of Service") in turn.  

6.38 The Committee paid particular attention to the following aspects of the essential 
services, which it considered were more difficult to provide safely and effectively in a 
distance selling context: 

6.38.1 Dispensing of drugs and appliances  

6.38.2 Urgent supply without a prescription  

6.38.3 Preliminary matters before providing ordered drugs or appliances  

6.38.4 Providing ordered drugs or appliances  

6.38.5 Refusal to provide drugs or appliances ordered  

6.38.6 Further activities to be carried out in connection with the provision of 
dispensing services  

6.38.7 Disposal service in respect of unwanted drugs  

6.38.8 Promotion of healthy lifestyles  

6.38.9 Prescription linked intervention  

6.38.10 Public health campaigns  

6.38.11 Signposting  

6.38.12 Support for self-care. 

6.39 The Committee was of the opinion that the procedures adopted by the pharmacy were 
not likely to secure the safe and effective provision by the Applicant of the following 
essential services: 
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Providing ordered drugs or appliances 

6.40 The Committee considered whether the Applicant had explained how drugs/appliances 
will be provided to the patient (including to ensure that (i) the ‘cold chain’ is maintained, 
where relevant, and (ii) that the requirements of the Misuse of Drugs Regulations 2001 
and, in particular, Regulations 14 and 16, are met).  

6.41 In its application, the Applicant had stated 

6.41.1 “By courier 

6.41.2 Checked items for delivery by courier will be placed in suitable packaging with 
a compliments slip stating the name and contact details of the pharmacist in 
the event or queries.  The address label will be firmly affixed to the package 
along with details of where to return the package in case of non-delivery. 

6.41.3 By Boots PDC Van  

6.41.4 Checked items for delivery by Boots PDC Van will be placed in suitable 
packaging with a compliments slip stating the name and contact details of the 
pharmacist in the event of queries.  The address label will be firmly affixed to 
the package.  An internal audit trail will be maintained for deliveries carried out 
in this way. 

6.41.5 Refrigerated lines will be supplied by delivery through the Boots internal cold 
chain or by specialist courier in containers designed to maintain the appropriate 
temperature of the medication. 

6.41.6 Delivery of controlled drugs will also only take place through the Boots delivery 
system or by specialist courier with an audit trail in place to cover despatch by 
the pharmacy to delivery to the patient.  Procedures will also be in place for 
non-delivery.” 

6.42 The Committee noted that in its appeal, the Applicant refers to SOP:BOPCD, stating: 

6.42.1 “Within the key points section of this SOP it states that both Boots PDC and 
TNT have procedures in place for the delivery driver or courier to follow in 
regard to the delivery of medication, including the requirement to check the 
identity of the person accepting the delivery to ensure that he/she is the patient 
or his/her authorised representative.” 

6.43 The Committee noted the SOP BOPCD states: 

6.43.1 “For a delivery address that is within the locality of the pharmacy, arrange the 
delivery using the Boots Prescription Delivery and Collection (PDC) service 
following the Delivery SOPs. 

6.43.2 For a delivery address that is not within the locality of the pharmacy, schedule 
the delivery using the TNT Courier Service, following the guidance provided in 
the ‘TNT Prescription  Delivery and Collection Service’ guide.” 

6.44 The SOP describes how to record a successful delivery of the CD and how to manage 
an unsuccessful delivery. 

6.44.1 “… return the item(s) to the pharmacy on the same day.  If it is not possible to 
return any undelivered item(s) to the pharmacy on the same day, take it to the 
nearest Boots pharmacy in the locality that is able to receive the item(s).” 

6.45 Under key points the SOP states: 
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6.45.1 “A scheduled TNT Courier delivery will ensure a van with a suitable lockable 
storage facility for the transportation of the CD item(s).” 

6.46 The Committee also reviewed SOP BOPFv1 noting: 

6.46.1 For a delivery address that is within the locality of the pharmacy, arrange the 
delivery using the Boots Prescription Delivery and Collection (PDC) service 
following the Delivery SOPs. 

6.46.2 For a delivery address that is not within the locality of the pharmacy, prepare 
for the delivery via Royal Mail using the Tracked 48 service. …. 

6.46.3 For delivery via Royal Mail Tracked 48.  Prepare a medium sized insulated 
IcerTech box.  …… On collection follow the IcerTech packaging guidance to 
package the fridge item(s) and information slip with four 1L Easi-Chill coolants 
in the labelled IcerTech box. 

6.46.4 Dealing with an unsuccessful delivery via PDC. ….. ensure the item(s) is stored 
in the refrigerator kept in the van.  Inform the pharmacist and return the item(s) 
to the pharmacy on the same day. 

6.46.5 Dealing with an unsuccessful delivery via Royal Mail Tracked 48. ….. If it has 
not been possible to transfer the contents of the parcel to a refrigerator with 72 
hours of packaging the item(s), dispose of the item(s) following the relevant 
operational guidance…..” 

6.47 Under key points, the Committee noted: 

6.47.1 “Ensure that the PDC service is informed at the point of booking that the 
delivery contains a fridge line – this will enable the allocation of a van with a 
refrigerator. 

6.47.2 A medium size insulated IcerTech box packaged …. With four 1L Easi-Chill 
coolants maintains the temperature of the contents between 2 oC and 8 oC for 
72 hours.” 

6.48 The Committee noted SOP DEL3 states: 

6.48.1 “If there is a fridge item(s) to collect and the van’s cool box temperature is not 
within the range of 2 oC to 8 oC (or there is no cool box), inform the pharmacist.  
If the pharmacist decides that the item(s) can be delivered, record this as an 
‘exception’ on the handheld and add a note to state ‘Pharmacist agreed to 
transport item at [enter temperature oC]” 

6.49 The Committee noted SOP DEL4 states: 

6.49.1 “If there is a fridge line in the delivery, check that the van’s cool box 
temperature is between 2 oC and 8 oC.  Record this on the handheld.” 

6.50 The Committee noted that under the heading of ‘A Care Home’ the delivery driver 
should ask the person receiving the delivery to: 

6.50.1 “…. Check and sign for any CD items in the relevant Controlled Drug Delivery 
Pad sheet.” 

6.51 The Committee considered the cold chain information and had expected more detail 
such as how the Applicant would check the temperature in the cool box to ensure it 
was maintained.  The Committee was of the view that the information provided fell short 
of satisfying the Committee that the Applicant had demonstrated that the ‘cold chain’ 
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would be maintained throughout delivery. Further the Committee noted that the 
Applicant had not explained what would happen if the temperature had been 
compromised during transit.  The Committee noted with regard to Controlled Drugs that 
although it specifically indicates that deliveries by TNT would have a secure lockable 
storage facility, no information had been provided to show how the Controlled Drugs 
would be kept secure during transit within the Boots Prescription Delivery and 
Collection service, for example being held in a lockable storage facility inside its 
delivery vehicle.  

6.52 The Committee was therefore not satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 8(1) of Schedule 4. 

6.53 The Committee considered whether the Applicant had explained what containers will 
be “suitable” for posted/delivered items. 

6.54 In its appeal, Boots states it can: 

6.54.1 “confirm that the packaging we would use for items sent in this way is tamper 
evident and with a clear address label.  The package is also labelled with a 
return address.” 

6.55 The Committee reviewed the SOPs and noted SOP BOPW states: 

6.55.1 “If required, supply the patient or his / her representative with suitable packing 
for the unwanted medicine(s).” 

6.56 SOP BOPF states: 

6.56.1 “For delivery via Royal Mail Tracked 48.  Prepare a medium sized insulated 
IcerTech box.  …… On collection follow the IcerTech packaging guidance to 
package the fridge item(s) and information slip with four 1L Easi-Chill coolants 
in the labelled IcerTech box” 

6.56.2 “A medium size insulated IcerTech box packaged …. With four 1L Easi-Chill 
coolants maintains the temperature of the contents between 2 oC and 8 oC for 
72 hours.” 

6.56.3 “Placing biodegradable ‘loosefill’ chips between the fridge line item(s) and the 
Easi-Chill coolants provides insulation and prevents any damage to the 
medication due to direct contact with the coolant pack(s).” 

6.57 SOP BOPS1 and SOP BOPS2 both state: 

6.57.1 “If a Schedule 2 or 3 Controlled Drug and/or a fridge item(s) has been 
dispensed, follow SOP BOPCD and / or SOP BOPF, as appropriate.  
Otherwise, carefully place the checked items for each patient into a container 
that is suitable for the size and weight of the prescription items (note: always 
choose the smallest appropriate size container for the items being dispatched).  
Seal the package securely……….” 

6.58 The Committee was of the view that whilst the Applicant stated it would use suitable 
containers, it did not describe what the suitable containers would be.  The Committee 
would expect a more detailed description to be given, as medication in the form of 
blister pack tablets would need different outer packaging to medication stored in a glass 
bottle for example. 

6.59 The Committee was therefore not satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 8(15) of Schedule 4. 

Refusal to provide drugs or appliances ordered 
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6.60 The Committee asked itself how the Applicant will be satisfied that when dispensing a 
repeatable prescription other than on the first occasion, that the patient is still using the 
medication, is not suffering from any side effects, the medicine regime has not changed 
in any way and there has been no changes to the patient’s health, which may indicate 
the desirability of reviewing the patients treatment.  

6.61 In its appeal, the Applicant states: 

6.61.1 “The Applicant has provided SOPs that details how its existing pharmacies 
currently manage repeatable prescriptions.  The Applicant trusts this will 
assure NHS England that the Applicant has procedures in place for checking 
that it is appropriate to dispense against a repeatable prescription.” 

6.62 The Committee reviewed the SOPs, SOP BOPS1 states: 

6.62.1 “Enter the prescription(s) details onto the individual’s PMR following SOP 
DIS2.  Transfer any relevant notes (e.g. allergies) from the SR to both the 
Pharmacist Information Form (PIF) and the PMR. 

6.62.2 Complete a professional / clinical assessment of the prescription(s) following 
SOP A1.  Consider any information provided by the patient during the online 
ordering process, information included on the PIF and past order history (if 
available). 

6.62.3 If counselling is required, ensure that the patient is contacted to provide any 
necessary information before the item(s) are dispatched to the patient.” 

6.63 The Committee noted that SOP BOPS2 had similar text to that as quoted from SOP 
BOPS1.  The Committee was mindful that it had not been provided with a copy of SOP 
DIS2 or SOP A1.  The Committee was not assured from the information provided that 
the Applicant had demonstrated that when dispensing a repeatable prescription other 
than on the first occasion, that the patient is still using the medication, is not suffering 
from any side effects, the medicine regime has not changed in any way and there has 
been no changes to the patient’s health, which may indicate the desirability of review 
the patients treatment. 

6.64 The Committee was therefore not satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 9(4) of Schedule 4. 

Further activities to be carried out in connection with the provision of dispensing 
services 

6.65 The Committee considered whether the Applicant had explained how appropriate 
advice about the benefits of repeat dispensing is given to any patient who (i) has a long 
term, stable medical condition (that is, a medical condition that is unlikely to change in 
the short to medium term), and (ii) requires regular medicine in respect of that medical 
condition.  

6.66 In its application, the Applicant had stated: 

6.66.1 “The Applicant’s pharmacy team will identify appropriate patients and provide 
them with information about the repeat dispensing/eRD service. 

6.66.2 This information will be provided either by verbally explaining about the service 
and its benefits to patients by phone or by providing patients with a leaflet 
describing the service when their medication is delivered to them.” 

6.67 In its decision, NHS England stated it was satisfied about  
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6.67.1 “how the pharmacy will promote repeat dispensing to suitable patients (again 
by way of its permissible methods of non-face to face contact with patients).” 

6.68 The Committee reviewed the SOPs and found in SOP DEL2: 

6.68.1 “If the patient uses the Repeat Management Service, follow the relevant 
Repeat Management Service SOP (SOP ODT04 or SOP ODT04C, as 
appropriate).” 

6.69 The Committee noted that it had not been provided with copies of SOP ODT04 or SOP 
ODT04C.  From the information before it, the Committee was not assured that the 
Applicant had demonstrated how it would identify such patients, just that it would 
identify them. 

6.70 The Committee was therefore not satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 10(1) of Schedule 4. 

Additional Considerations 

6.71 The Committee noted that NHS England, in its decision had not been satisfied 
regarding the following: 

Preliminary matters before providing ordered drugs or appliances 

6.72 In its decision, NHS England had not been satisfied that the Applicant had explained 
how evidence will be sought and provided about the patients’ entitlement to exemption 
or remissions from NHS Charges.  

6.73 In its appeal, the Applicant states: 

6.73.1 “The proposed pharmacy would be provided with guidance on how to record 
exemption checks and occasions where the original was not presented.  This 
detail would be recorded on the patients PMR. 

6.73.2 Any original documents returned to patients by secure delivery (recorded 
delivery) would be sent at cost to the pharmacy. 

6.73.3 The Applicant is aware that policies with regards to the use of faxes has 
changed.  All the Applicant’s pharmacies now have secure, encrypted email 
accounts should a patient wish to send a scanned version of evidence of 
exemption. 

6.73.4 The forthcoming roll-out of Real Time Exemption Checking (RTEC) will also 
increase convenience for patients, as there will be less need for them to 
provide physical proof of exemption.” 

6.74 The Committee was of the view that the Applicant had explained how evidence will be 
sought and provided about the patients’ entitlement to exemption or remissions from 
NHS Charges. 

6.75 The Committee was therefore satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 7(3) of Schedule 4. 

6.76 In its decision, NHS England had not been satisfied that the Applicant had explained 
how charges will be paid.  

6.77 The Applicant, in its appeal states: 
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6.77.1 “The Applicant can confirm that patient charges will be paid through the 
existing Boots electronic online payment function (Para 7(5)) as used for 
transactions made on Boots.com.” 

6.78 The Committee also noted reference in SOP BOPS1: 

6.78.1 “Check that the payment information in Digital Pharmacy is accurate for the 
order….. 

6.78.2 Annotate the reverse of the prescription with the amount paid and 

6.78.2.1I If the payment received is too high, reduce the amount charged to 
the patient’s chosen payment method through Digital Pharmacy 

6.78.2.2 If the amount to be charged is greater than the patient has authorised, 
contact the patient…..” 

6.79 The Committee was therefore satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 7(5)(b) of Schedule. 

Disposal service in respect of unwanted drugs 

6.80 In its decision, NHS England had not been satisfied that the Applicant had explained 
how it will safely and effectively accept and dispose of unwanted drugs presented to it 
for disposal.  

6.81 The Applicant, in its appeals states: 

6.81.1 “SOP:BOPW was provided to NHS England as a summary of procedures for 
dealing with a request from a patient for the disposal of unwanted medicines. 

6.81.2 The Boots PDC driver network covers most of England and would be the 
preferred, and most commonly used method for the return of unwanted 
medicines.  However, where there is a need for return by other means, a 
courier will be arranged to collect the return as detailed in the SOP.” 

6.82 The Committee reviewed SOP BOPW which explains the options available and the 
unwanted medicines returns process. 

6.82.1 “If the PDC service is not available in the locality of the patient’s address, 
collection of the unwanted medicine(s) may be undertaken by a TNT courier.” 

6.83 The Committee noted NHS England’s particular concerns that: 

6.83.1 “there remained no mention/detail of specifically what ‘suitable packaging’ for 
return medications would look like (e.g. tamper proofing.” 

6.84 The Committee was of the view that for the purposes of demonstrating its disposal 
service in respect of unwanted drugs, the description of “suitable packaging” was 
sufficient to ensure compliance with paragraph 8(15). 

6.85 With regard to the disposal service in respect of unwanted drugs, the Committee was 
therefore satisfied that it had been provided with information sufficient to show that 
there would be compliance with paragraph 13-15 of Schedule 4. 

Promotion of healthy lifestyles 

6.86 In its decision, NHS England had not been satisfied that the Applicant had explained 
how it will safely and effectively promote healthy lifestyles. 
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6.87 In its application, the Applicant states: 

6.87.1 “The Applicant’s proposed pharmacy will participate in national health 
campaigns to promote public health and promote healthy lifestyles. 

6.87.2 The pharmacy will, where appropriate, send out leaflet and information to 
patients that access its pharmacy services during specific targeted campaigns. 

6.87.3 The website will be the main method by which patients will access information 
relating to healthy lifestyles.  Patients will also be able to contact the pharmacy 
team by phone and by email to ask for specific information or discuss any 
matter relating to their general health. 

6.87.4 Patients will find information about living better and health conditions on the 
Applicant’s main website.” 

6.88 NHS England, in its decision states: 

6.88.1 “Limited information included within the original application/information 
provided by the Applicant.” 

6.89 In its appeal, the Applicant states: 

6.89.1 When a prescription is supplied by the pharmacy to a patient, and where the 
medical condition is known, or during or after an intervention, the pharmacy 
team may identify and contact a patient who would benefit from a targeted 
campaign using their chosen means of communication. 

6.89.2 The Applicant has provided SOP: AD04 that details how our existing 
pharmacies currently provide advice and support to customers. 

6.90 The Committee reviewed SOP AD04 which states: 

6.90.1 “Give advice to customers and patients / representatives as appropriate, 
including in the following circumstances: 

6.90.1.1Upon handing out a prescription …. And where the medical condition 
is known, provide advice that will improve the patient’s knowledge and 
understanding of his / her health issue(s) (e.g. diabetes, risk of 
coronary heart disease, high blood pressure) …. 

6.90.2 If it is necessary to refer the patient to another health or social care provider, 
complete a Boots Patient Referral form. ….. 

6.90.3 It is a Community Pharmacy contractual requirement (England and Wales) to 
provide opportunistic healthy life style and public health advice to patients 
receiving prescriptions who might: 

6.90.3.1Have diabetes 

6.90.3.2Be at risk of coronary heart disease, especially those with raised blood 
pressure 

6.90.3.3Smoke 

6.90.3.4Be overweight….. 

6.90.4 Provide any leaflets or direct the patient to other sources of information if 
relevant.” 
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6.91 The Committee was therefore satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 16-18 of Schedule 4. 

Public health campaigns 

6.92 In its decision, NHS England had not been satisfied that the Applicant had explained 
how it will safely and effectively participate in public health campaigns, if and to the 
extent required by the NHSCB.  

6.93 The Committee reviewed SOP AD04 which states: 

6.93.1 Give advice to customers and patients / representatives as appropriate, 
including in the following circumstances …. 

6.93.1.1During current public health campaigns (complete any relevant 
paperwork as required). ….. 

6.93.2 Provide any leaflets or direct the patient to other sources of information if 
relevant.  ….. 

6.93.3 Your Primary Care Organisation (PCO) may provide you with contact details 
for local services available.  Ensure this information is kept up to date. …. 

6.93.4 Your PCO may require you to demonstrate promotion of healthy life styles, 
signposting and support of self care as part of the annual contract monitoring 
requirements.  For further information, contact your Pharmacy & Operations 
Governance Manager. 

6.93.5 Where the PMR is used to record advice and support provided to patients, the 
pharmacy management system reporting function can be used to demonstrate 
evidence of this activity, e.g. during a PCO contract monitoring visit.” 

6.94 The Committee was therefore satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 18 of Schedule 4. 

6.95 In relation to all other essential services, the Committee was, on balance, satisfied that 
procedures adopted by the pharmacy (and general adherence to the Terms of Service) 
would be “likely to secure” safe and effective provision.  

Summary 

6.96 On the information before it, the Committee could not be satisfied that there are 
procedures likely to secure safe and effective provision of essential services as 
required by Regulation 25(2)(b). 

6.97 Although the Committee had reached the same decision as NHS England, it had done 
so for different reasons, therefore the Committee determined that the decision of NHS 
England must be quashed.  

6.98 The Committee considered whether there should be a further notification to the parties 
detailed at paragraph 19 of Schedule 2 of the Regulations to allow them to make 
representations if they so wished (in which case it would be appropriate to quash the 
original decision and remit the matter to NHS England) or whether it was preferable for 
the Committee to reconsider the application. 

6.99 The Committee noted that representations on Regulation 25 had already been made 
by parties to NHS England, and these had been circulated and seen by all parties as 
part of the processing of the application by NHS England.  The Committee further noted 
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that when the appeal was circulated representations had been sought from parties on 
Regulation 25. 

6.100 The Committee concluded that further notification under paragraph 19 of Schedule 2 
would not be helpful in this case. 

7 Decision 

7.1 The Committee concluded that it was not required to refuse the application under the 
provisions of Regulation 31. 

7.2 Accordingly, the Committee: 

7.2.1 quashes the decision of NHS England; and 

7.2.2 redetermines the application as follows - 

7.2.2.1 the Committee was satisfied that the proposed premises were not 
adjacent to or in close proximity to other chemist premises, 

7.2.2.2 the Committee was satisfied that the premises of the Applicant are not 
on the same site or in the same building as the premises of a provider 
of primary medical services with a patient list, 

7.2.2.3 the Committee was satisfied that all essential services were likely to 
be secured without interruption during the opening hours, 

7.2.2.4 the Committee was not satisfied that all essential services were likely 
to be secured for persons anywhere in England, 

7.2.2.5 the Committee was not satisfied that all essential services were likely 
to be secured in a safe and effective manner, 

7.2.2.6 the Committee was not satisfied that all essential services were likely 
to be secured without face to face contact; 

7.2.3 The application is refused.  
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