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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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THE PHARMACEUTICAL LIST AT 111 THE BASE, 
DALLAM LANE, WARRINGTON, CHESHIRE, WA2 7NG 
UNDER REGULATION 25  
 

1 The Application 

By application dated 11 July 2020, NexGen RX Ltd (“the Applicant”) applied to NHS 
Commissioning Board (“NHS England”) for inclusion in the pharmaceutical list at 111 The Base, 
Dallam Lane, Warrington, Cheshire, WA2 7NG under Regulation 25. In support of the 
application it was stated: 

1.1 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: 

1.1.1 This section of the application form was left blank. 

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

1.2.1 The pharmacy is a distance selling pharmacy that will not be providing face to 
face services to patients. Thus it will not interfere with the current 
pharmaceutical services being provided in the area and/or conflict with other 
pharmacies. There is currently no other distance selling pharmacy in the 
vicinity and the Applicant will be providing services nationwide including the 
local area. The Applicant are simply trading as an online pharmacy and will 
have NO face to face contact with any patient, GP surgery staff and/or anyone 
else otherwise. The proposed office unit is not yet under lease and another 
location can be proposed if necessary. This particular unit has been 
preliminarily chosen as it is a modern, new building that presents ideal space, 
security and facilities to function from. 

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

1.3.1 The relevant box in the application form contained no further wording. 

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

1.4 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  
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(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. 

1.5 Please describe the procedure that will be followed where a patient attends the 
premises and asks for one or more of the essential services. 

1.6 If you are undertaking to provide advanced services at the premises please describe 
how you will do so without providing any element of essential services. You must 
ensure that you provide sufficient information within this application form to satisfy NHS 
England on the above points. You are not required to submit your standard operating 
procedures for the premises but if you do they will be circulated to interested parties 
unless NHS England is satisfied that the full disclosure principle does not apply. 

1.6.1 There will be a GPhC registered responsible pharmacist on site during opening 
hours alongside a qualified dispensing team to dispense and deliver 
prescriptions. There will be at all times a computer PMR system online to 
receive, process and dispense prescriptions sent via EPS. There will be an 
advice hotline available during ALL opening hours via telephone, live chat on 
the website and/or app, fax, email etc. 
 

1.6.2 SOPs will be in place to provide a framework for the safe and effective 
processes of dispensing and delivery. The pharmacy will receive prescriptions 
via EPS and/or post, dispense the next day and deliver on that day for prompt 
delivery to the patient's preferred address. The package will be tracked in order 
to ensure it reaches the patient safely and they will be able to track it 
themselves to ensure availability when it is due to be delivered. In the situation 
that a prescription includes an acute item e.g. antibiotic, we will make 
arrangements to deliver the prescription the same day via a company hired 
driver. Should a patient require advice on the medication received, a leaflet 
within the package will invite the patient to contact the pharmacy in order to 
have a telephone consultation with staff OR the pharmacist will contact the 
patient to counsel them on correct and safe use of the medication or device. 
Should a patient visit the pharmacy in person, [the Applicant] will explain to 
them the conditions of which [they] work to and that [they] are available via 
telephone, live chat or email and the medication will always be delivered. The 
website and leaflets provided will clearly state that patients need not attend the 
pharmacy site in person. To provide Advanced Services without providing any 
essential services, when medication is sent out there will be an explanatory 
leaflet inviting the patient to contact the pharmacy in the case of a New 
Medicine Service or Medicine Use Review for example. This ensures they do 
not attend the pharmacy. 

1.7 Advanced and enhanced services  

Service Accredited to 
provide 
(Y/N/NA) 

Premises 
accredited 
(Y/N/NA) 

Consultation 
area 
(Y/N/NA) 

Medicines use reviews (MURs) Y Y Y 

New medicine service (NMS) Y Y Y 

Community Pharmacy Seasonal 
Influenza 
Vaccination 

Y Y Y 

Community Pharmacist 
Consultation 
Service (CPCS) 

Y Y Y 

Care Home Service Y Y N 

Gluten Free Food Supply Service N N N 

Independent Prescribing Service N N N 
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Home Delivery Service N N N 

Medication Review Service N N N 

Stop Smoking Service N N N 

Emergency Supply Service Y N N 

 

2 The Decision 

NHS England considered and decided to refuse the application. The decision letter dated 15 
February 2021 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 Consideration  

2.3 The PSRC (“Committee”), have before it all the papers submitted to support the 
application and collated as part of the consultation process. 

2.4 The Committee should have regard to the National Health Service (Pharmaceutical and 
Local Pharmaceutical Services) Regulations 2013 (“the Regulations”). 

2.5 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. 

2.6 It should be noted that the Committee should consider whether they have sufficient 
information and documentation which would address the criteria in the appropriate 
Regulations. 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 been taken from the Original Application, representations 
and supporting information. The committee should be mindful that it is not a regulatory 
requirement for an Applicant to provide a copy of the SOPs. It must simply provide 
sufficient information to satisfy the committee that it is appropriate to grant the 
application, the absence of which would require it to reject it. 

2.7 The committee should note that as part of the consultation process that the Applicant 
states “Further to this, I attach to the email our entire SOPs that clearly state and lay 
out how we will be operating and ensuring regulations 25(2)(b)(i), 25(2)(b)(ii) and 64 
are wholly satisfied. In particular, SOPs 1.6, 1.7, 6, and 7 puts in place procedures and 
guidelines maintaining the continuous provision of essential services throughout 
opening hours, highlighting it is a NATIONWIDE service and is a NONFACING service 
provider. SOP 21 explains the processes to ensure the safe and secure delivery and 
return of Controlled Drugs, with SOPs 4-19 explaining the safe, effective dispensing 
processes we will use. Furthermore, our website Terms and Conditions and Home 
Page ensures to highlight the ‘none face to face’ service we will be providing and that 
patients from anywhere in the country can register to use the service. As with any 
pharmacy, distance selling or bricks and mortar, SOPs are put in place to be followed 
and adhered to by all members of staff and for NexGen Rx Ltd this is no different. 
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These SOPs have been set in stone and will be reviewed regularly as per GPhC 
guidance.” 

2.8 It should be considered that the onus is on that Applicant has provided information that 
they believe to be sufficient to give assurance and has shared some SOPs to add 
assurance to this application. As such the committee’s decision will be based on the 
submitted information as described above and will not seek to pursue any further 
documentation. NB. It should be noted that a full set of SOPs were provided as a 
response to the 45 days circulation period and these will be referred to as part of this 
committee report. It should be noted however the SOPs submitted are a suite of SOPs 
attributed to “Helphy” with Modie Al-Shakarchi (Superintendent Pharmacist) as author. 
The association with the Applicant, Nexgen Ltd, is through that of the SI, Modie Al-
Shakarchi (Superintendent Pharmacist), and in the submission of the letter submitted 
by the Applicant (by Modie Al-Shakarchi acting as the SI in response to the consultation 
process. 

2.9 Regulation 31 

The Committee should first consider Regulation 31 of the regulations which states 
[Quotes in full].  

2.10 The Applicant states that Regulation 31 is “The pharmacy is a distance selling 
pharmacy that will not be providing face to face services to patients. Thus it will not 
interfere with the current pharmaceutical services being provided in the area and/or 
conflict with other pharmacies. There is currently no other distance selling pharmacy in 
the vicinity and we will be providing services nationwide including the local area. We 
are simply trading as an online pharmacy and will have NO face to face contact with 
any patient, GP surgery staff and/or anyone else otherwise. The proposed office unit 
is not yet under lease and another location can be proposed if necessary. This 
particular unit has been preliminarily chosen as it is a modern, new building that 
presents ideal space, security and facilities to function from.” 

2.11 The committee should note that this has been established this address is not the same 
nor adjacent to any other current or proposed provision of pharmaceutical services, as 
per NHS England’s Pharmaceutical list for Warrington Health and Wellbeing Board and 
this has not been contested by any IP during the consultation period [sic]. The 
committee should determine that there is no requirement to refuse this application 
Regulation 31. 

2.12 Regulation 25 

2.13 The Committee should have regard to Regulation 25 of the Regulations which reads 
as follows [quotes in full].  

2.14 The Committee should also have regard to the provisions of Schedule 2 to the 
Regulations shown below:  

2.15 Regulation 25(1) 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 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. 

2.16 Regulation 25(2)(a) As far as Regulation 25(2)(a) is concerned, the Committee should 
have regard to the application form in which the Applicant states has failed, in the 
application document, to give any evidence as to why Regulation (2) (a) is met however 
this is expanded on in the response submitted to IPs consultation responses in that the 
Applicant states : “May I also point out that the premises on which we wish to operate 
from does not have any other pharmaceutical provider or primary medical service 
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provider”. NHS England has no information which would demonstrate that this 
application should be refused due to the fact that the proposed address of the 
pharmacy is on the same site or in the same building as the premises of a provider of 
primary medical services with a patient list. 

2.17 The Committee should note that this had not been disputed by any party via 
representations as part of the consultation process. The Committee can therefore be 
satisfied that the proposed premises are 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. 

2.18 As such the committee can determine that Regulation 25(2) (a) is met. 

2.19 Regulation 25(2)(b)  

2.20 As far as Regulation 25(2)(b) is concerned, the Committee should consider the 
information which has been provided by the Applicant in relation to its procedures for 
the provision of essential services. All information provided has been done so via the 
application, consultation submissions and responses to consultation responses. 

2.21 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. 

2.22 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. 

2.23 The Committee should ask 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 consultation responses 
and the Applicant’s response to these consultation representations which the 
Interested Parties and the Applicant have provided as part of the application process. 

2.24 It is not for the Committee to 'approve' or 'disapprove' of any submitted 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 should consider evidence within the provided documentation [and 
application] in order to satisfy itself that it is appropriate to grant the application, the 
absence of which would require it to reject it. 

2.25 With regard to regulation 25(2)(b) (i) [Quotes in full] 

2.26 The Applicant states that: 

2.27 “There will be a GPhC registered responsible pharmacist on site during opening hours 
alongside a qualified dispensing team to dispense and deliver prescriptions.  

2.28 SOPs will be in place to provide a framework for the safe and effective processes of 
dispensing and delivery. The pharmacy will receive prescriptions via EPS and/or post, 
dispense the next day and deliver on that day for prompt delivery to the patient's 
preferred address. The package will be tracked in order to ensure it reaches the patient 
safely and they will be able to track it themselves to ensure availability when it is due 
to be delivered. In the situation that a prescription includes an acute item e.g. antibiotic, 
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we will make arrangements to deliver the prescription the same day via a company 
hired driver. Should a patient require advice on the medication received, a leaflet within 
the package will invite the patient to contact the pharmacy in order to have a telephone 
consultation with staff OR the pharmacist will contact the patient to counsel them on 
correct and safe use of the medication or device. Should a patient visit the pharmacy 
in person, we will explain to them the conditions of which we work to and that we are 
available via telephone, live chat or email and the medication will always be delivered. 
The website and leaflets provided will clearly state that patients need not attend the 
pharmacy site in person. To provide Advanced Services without providing any essential 
services, when medication is sent out there will be an explanatory leaflet inviting the 
patient to contact the pharmacy in the case of a New Medicine Service or Medicine 
Use Review for example. This ensures they do not attend the pharmacy.” 

2.29 The Applicant also adds in the response to IPs responses submitted as part of the 
consolation process that: 

2.30 “SOPs that clearly state and lay out how we will be operating and ensuring regulations 
25(2)(b)(i), 25(2)(b)(ii) and 64 are wholly satisfied. In particular, SOPs 1.6, 1.7, 6, and 
7 puts in place procedures and guidelines maintaining the continuous provision of 
essential services throughout opening hours, highlighting it is a NATIONWIDE service 
and is a NON-FACING service provider. Furthermore, our website Terms and 
Conditions and Home Page ensures to highlight the ‘none face to face’ service we will 
be providing and that patients from anywhere in the country can register to use the 
service.”. 

2.31 SOP 1. Standard Operating Procedure for providing essential pharmaceutical services 
via the internet states that: 

7. All marketing material and website 
must state nationwide delivery and 
service  
 
As per NHS regulations, essential 
services must be available to anyone 
nationwide and for any prescription item 
that is required. Delivery arrangements 
will be made regardless of size of 
package and/or contents. 

Website and advertising material will 
always state ‘delivery anywhere, 
everywhere, whenever’ and state that 
Helphy accepts prescription requests to 
any surgery in the country to deliver 
anywhere. 

 

2.32 The Committee can therefore be satisfied that the provision of services would be 
available to persons anywhere in England. 

2.33 The Applicant states it will provide Essential services (paragraphs 3 to 22, Schedule 
4). 

2.34 The Applicant has failed to populate the box applicable for indicating intension [sic] to 
provide appliances. NHS England would interpret this as an indication that the 
Applicant is not intending to provide appliances from this contract should the application 
be successful.  

2.35 The Committee should note the Applicant’s proposed core opening hours were from:  

2.36 Monday to Friday: 09.00 to 1.00pm, 2pm to 6pm = 40 core hours  

2.37 Saturday and Sunday: no Core Hours  

2.38 The Committee should note the Applicant’s proposed total opening hours were from:  
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2.39 Mon to Friday: 09.00 to 1.00pm, 2pm to 6pm = 40 Total opening hours  

2.40 Sat and Sun: no opening Hours 

2.41 The Applicant has also indicated that they intend to provide the following advanced and 
enhanced services: 

 

 

 

 

 

 

 

 

2.42 The following services, listed in part 4 of the application by the Applicant, would be 
classed as private services or locally commissioned services however the Applicant 
has indicated they will not be providing these services: 

2.42.1 Gluten Free Food Supply Service 

2.42.2 Independent Prescribing Service 

2.42.3 Medication Review Service 

2.42.4 Stop Smoking Service 

2.42.5 Emergency Supply Service 

 

2.43 The Applicant has also indicated in part 4 of the application that they do not intend on 
providing the following service: 

2.43.1 Home Delivery Service 

2.44 However it should be noted that the conditions of a distance selling pharmacy contract 
as stipulated in Regulation 25 (2) (b) does impose the requirement to provide services 
to persons anywhere in England without face to face contact. As such it is anticipated 
that some facility to ensure medication is delivered to patients would be necessary in 
order to meet the regulatory requirements of this regulation. 

Service  Accredited to 
provide 

Premises 
accredited 

Consultation 
Area 

Advanced / 
Enhanced / 
Private  

Medicines 
use reviews 
(MURs) 

Y Y Y A 

New 
medicine 
service 
(NMS) 

Y Y Y A 

Community 
Pharmacy 
Seasonal 
Influenza 
Vaccination 

Y Y Y A 

Community 
Pharmacist 
Consultation 
Service 
(CPCS) 

Y Y Y A 

Care Home 
Service 

Y Y N P 
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2.45 The Applicant also states, with regard to floor plan:  

2.45.1 “Requested from landlord. I have attached a basic plan of the space. The 
pharmacy occupies 324 sq ft, locked, secured and alarmed when closed. 24/7 
security available on site.  

2.45.2 As it is within an office building we are within other businesses and so the 
landlord has only provided floor plans of the entire floor. I can supply this if 
necessary.”  

2.46 With regard to the provision of continuous, uninterrupted service delivery the Applicant 
states that “SOPs 1.6, 1.7, 6, and 7 puts in place procedures and guidelines maintaining 
the continuous provision of essential services throughout opening hours”. However 
when you read the SOP contents - 6. Standard Operating Procedure for The Changing 
and Logging in of The Responsible Pharmacist states the following: 

 

Process Steps Key Points  

1. Beginning of the day. 
It is the legal responsibility of 
the Pharmacist (RP) to log 
into the Electronic 
Pharmacy Record on 
the PMR system and enter 
their details. 
Furthermore, the RP 
must display their RP 
certificate stating that 
they are the RP on duty. 

Legal parameters are: 
Date, Name, Reg No., login time, logout time. 
In the eventuality of absence the pharmacist 
must log what time they left and what time 
they arrived back (this should not be longer 
than 2 hours) also for good practice they 
should log the reason for absence and their 
contactable mobile phone number. 

[P] 

2. During the day. 
 
If there is an absence this 
must be recorded. 
 

Please consult the SOP “operating in the 
absence 
of an RP” 

[P] 

3. Change of 
pharmacist. 
 
If there is a change of 
pharmacist then the 
proceeding pharmacist 
must logout and the new 
pharmacist must login. 

The arriving pharmacist will also need to 
display their RP certificate to comply with 
legislation. 
It should be noted that the sum of the time of 
absence of an RP is inclusive of both  
pharmacists. i.e. neither pharmacist can be 
absent for more than a total of 2 hours. 

[P] 

4. End of the day. 
 
The RP must log out if there 
is to be a new pharmacist the 
next day. 

If the pharmacist is the regular pharmacist on 
duty and has signed in previously there is no 
need to re-sign the Pharmacy Record every 
day. 

[P] 

 

2.47 This implies that a Responsible pharmacist can be absent from the pharmacy for up to 
2 hours and is not replaced by another registered pharmacist during this time. This is 
backed up by SOP: 7. Standard Operating Procedure for Operating in the Absence of 
a Responsible Pharmacist 

Which states: 

Process Steps Key Points  

1. The Responsible Pharmacist 
(RP) realises that they need to 
leave the premises. 

Make sure all staff understand what 
the legislation means. 

[P] 
[T] 
[A] 
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Make sure that the RP tells staff 
well in advance that they are going 
to leave the premises. 
Make sure that the RP has already 
logged into the 
Electronic Pharmacy Record and 
that they understand they should 
not be absent for more than 2 
hours. 

The pharmacist must abide by certain 
rules if they are to leave the premises 
these include: 
• The designated RP may not leave 
the premises for more than 2 hours in 
any 24 hour period. 
• The RP must remain contactable i.e. 
Must leave a working mobile phone 
number. 

2.The RP leaves the Pharmacy. 
When this occurs make sure staff 
know to act appropriately when the 
pharmacist is off the premises. 
 
Make an appropriate record in the 
pharmacy record. P medicines and 
POM's cannot be dispatched whilst 
the RP is absent. 

When the RP leaves the pharmacy 
make sure they 
sign the Pharmacy Record, filling the 
appropriate fields. 

[T] 
[A] 

3. After 1 and a half hours of 
absence. 
If the pharmacist has not returned 
after one hour, a designated 
member of staff should contact the 
pharmacist immediately to 
ascertain when they will return. 

If the pharmacist cannot return within 2 
hours of absence then the 
superintendent should be 
telephoned to ascertain what is the 
best course of action. An emergency 
callout is to be made for a locum or the 
superintendent pharmacist will attend 
on site. 

[T] 
[A] 

4. Absence of the RP after 2 hours. 
 
If the pharmacist has not returned 
within two hours then 
the pharmacy cannot dispatch any 
medicines. 

No medicines/prescriptions to be 
dispatched to courier at this point until 
the RP returns. 

[T] 
[A] 
[S] 

5. The return of the RP. 
Make sure the RP signs into the 
pharmacy record noting the 
duration of absence and reason 
(GP). 

If the RP returns the next working day 
then they should log in a soon as 
possible. The Pharmacy Record 
should be kept for a minimum of 5 
years. 

[P] 

 

2.48 This details how staff should operate when a pharmacist is not on the premises. The 
NHS Terms of Service require a pharmacist to be on site in the pharmacy though out 
all operating hours. As such these SOPS do not appear to be consummate with the 
terms of service and there is no information as to how arrangements would be made 
to ensure that should the RP have to leave the pharmacy that they would be replaced 
by another pharmacist in order to satisfy the terms of service requirements.  

2.49 The Committee can not [sic] therefore be satisfied from the information before it that 
the Applicant had demonstrated the provision of services would be without interruption. 

2.50 As such it is recommended that the committee can determine that: 

2.51 Regulation 25(b) 

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

Is not met. 

2.52 Regulation 25(b)(ii) 
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(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." 

2.53 Taking firstly in to account the “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”.  

2.54 The Applicant has stated that “There will be at all times a computer PMR system online 
to receive, process and dispense prescriptions sent via EPS. There will be an advice 
hotline available during ALL opening hours via telephone, live chat on the website 
and/or app, fax, email etc. Should a patient require advice on the medication received, 
a leaflet within the package will invite the patient to contact the pharmacy in order to 
have a telephone consultation with staff OR the pharmacist will contact the patient to 
counsel them on correct and safe use of the medication or device. Should a patient 
visit the pharmacy in person, we will explain to them the conditions of which we work 
to and that we are available via telephone, live chat or email and the medication will 
always be delivered. The website and leaflets provided will clearly state that patients 
need not attend the pharmacy site in person. To provide Advanced Services without 
providing any essential services, when medication is sent out there will be an 
explanatory leaflet inviting the patient to contact the pharmacy in the case of a New 
Medicine Service or Medicine Use Review for example. This ensures they do not attend 
the pharmacy.” 

2.55 In the Applicant’s response to IPs responses during the consultation period states that: 
“Our entire SOPs that clearly state and lay out how we will be operating and ensuring 
regulations 25(2)(b)(i), 25(2)(b)(ii) and 64 are wholly satisfied. In particular, SOPs 1.6, 
1.7, 6, and 7 puts in place procedures and guidelines maintaining the continuous 
provision of essential services throughout opening hours, highlighting it is a 
NATIONWIDE service and is a NON-FACING service provider. Furthermore, our 
website Terms and Conditions and Home Page ensures to highlight the ‘none face to 
face’ service we will be providing and that patients from anywhere in the country can 
register to use the service.” 

2.56 SOP 1. Standard Operating Procedure for providing essential pharmaceutical services 
via the internet states that 

6. All essential services to be provided 
remotely and ONLINE ONLY  
 
Essential services must be provided 
without any face to face contact with 
patients. 

All essential pharmaceutical services 
must be provided remotely via the 
website and through the use of 
delivery. Patients must be redirected 
to nearest pharmacy that may provide 
such services. Office building 
concierge is also trained to redirect 
should a patient come on site. 

 

2.57 As such the committee can determine that the essential services will be delivered 
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. 

2.58 The Committee should go on to consider whether safe and effective provision of 
essential services was likely to be secured.  

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



 

11 
 

2.60 The Committee should pay particular attention to the following aspects of the essential 
services, which it can consider are more difficult to provide safely and effectively in a 
distance selling context: 

2.60.1 Dispensing of drugs and appliances 
2.60.2 Urgent supply without a prescription 
2.60.3 Preliminary matters before providing ordered drugs or appliances 
2.60.4 Providing ordered drugs or appliances 
2.60.5 Refusal to provide drugs or appliances ordered 
2.60.6 Further activities to be carried out in connection with the provision of 

dispensing service 
2.60.7 Disposal service in respect of unwanted drugs 
2.60.8 Promotion of healthy lifestyles 
2.60.9 Prescription linked intervention 
2.60.10 Public health campaigns 
2.60.11 Signposting 
2.60.12 Support for self-care 

 

2.61 The Committee should form an opinion from the evidence provided, or lack of 
assurance provided, in the submitted documentation that the procedures adopted by 
the pharmacy are, or are not, likely to secure the safe and effective provision by the 
Applicant of the following essential services: 

2.62 Preliminary matters before providing ordered drugs or appliances 

2.63 The Committee should consider whether the Applicant had explained how evidence 
will be sought and provided about the patients’ entitlement to exemption or remissions 
from NHS Charges. Having reviewed the following SOPs; 

2.63.1 1. Standard Operating Procedure for Receiving an Internet Pharmacy Order 
2.63.2 2. Standard Operating Procedure for Preparing an order via an internet 

Pharmacy 
2.63.3 3. Standard Operating Procedure for Final checking an internet order via an 

online pharmacy 
2.63.4 9. Standard Operating Procedure for Assembling and Labelling Prescriptions 
2.63.5 8. Standard Operating Procedure for Accuracy Checking 
2.63.6 19. Standard Operating Procedure for Interventions and Problem Solving 
2.63.7 19. Standard Operating Procedure for Pharmaceutical Assessment [sic] 

 

2.64 There is no reference in the SOPS above (nor any of the submitted SOPs that 
discusses preliminary matters before providing ordered drugs and appliances. There is 
no summary of legal checks nor any information alluding to payment / exemption 
checks nor how payment would be provided / received nor how exemption checks 
would be undertaken, verified or recorded. 

2.65 The Drug Tariff specifies that: 

2. PHARMACY AND APPLIANCE CONTRACTORS 

Unless a completed declaration of entitlement to exemption or remission (paragraphs 
4 and 5) is made on the prescription form, a charge is payable for each drug or 
appliance supplied, including each piece of elastic hosiery. 

In order to secure exemption of or remission from prescription charges when presenting 
a prescription form to a pharmacy, or appliance contractor, the patient, or a person on 
his behalf, must complete the declaration on the back of the prescription form. The 
regulations have now been changed to require them to do so. Patients, or their 
representatives, are also required to sign the prescription form to declare that a charge 
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has been paid. Charges are retained by the dispensing practitioner whose payment for 
provision of pharmaceutical services is adjusted accordingly. 

2.66 Whilst an exception is made for patients (and representatives acting on behalf of 
patients) whose date of birth is automatically printed out on a hard copy paper 
prescription or inserted into an electronic prescription by an appropriate computer 
system that stores the patient’s NHS care record. This easement also applies to repeat 
prescriptions (both electronic and paper) in the same way. Patients should be asked to 
provide evidence of exemption on the occasion of each declaration. The information 
provided by the Applicant does not support that this will be undertaken. Whilst the 
information provided by the Applicant states that the reverse of the prescription should 
be “fully completed (other than age exempt patients) in “black ink” it doesn’t describe 
arrangements that will ensure that this declaration will be made by and signed by either 
the patient themselves or an appropriate representative.  

2.67 Regulation 11(1)(b) states that pharmacies must provide services as specified in the 
Drug Tarif [sic].  

Regulation 11 Terms of service of NHS chemists: general 

(1) The arrangements under which an NHS pharmacist undertakes to provide 
pharmaceutical services (and so their terms of service) are to include any provisions 
affecting their rights or obligations— 

(b) that are included in the Drug Tariff, in so far as those rights or obligations relate to 
NHS pharmacists and are applicable in the case of the NHS pharmacist; 

2.68 As the Committee has been provided with no evidence that the Pharmacy will meet the 
specifications set out in the Drug Tariff the committee can not [sic] be satisfied that 
there would be compliance with Regulation 11 (1) (b). 

2.69 With respect to paragraph 7(3) of Schedule 4. 7(3) Before providing any drugs or 
appliances in accordance with a prescription form or a repeatable prescription, P must 
ask any person who makes a declaration that the person named on the prescription 
form or the repeatable prescription does not have to pay the charges specified in 
regulation 3(1) or (2) of the Charges Regulations (supply of drugs and appliances by 
chemists) by virtue of either— 

(a) entitlement to exemption under regulation 10(1) of the Charges Regulations 
(exemptions); or 

(b) entitlement to remission of charges under regulation 5 of the Remission of Charges 
Regulations (entitlement to full remission and payment), to produce satisfactory 
evidence of such entitlement, unless the declaration is in respect of entitlement to 
exemption by virtue of sub-paragraph (a), (c), (d), (e), (f) or (g) of regulation 10(1) of 
the Charges Regulations or in respect of entitlement to remission by virtue of regulation 
5(1)(e) or (2) of the Remission of Charges Regulations, and at the time of the 
declaration P already has such evidence available to P. 

(3A) In any case where no satisfactory evidence, as required by sub-paragraph (3), is 
produced to P, P must ensure before the drugs or appliances are provided that the 
person who was asked to produce that evidence is advised, in appropriate terms, that 
checks are routinely undertaken to ascertain entitlement to— 

(a)exemption under the Charges Regulations; or 

(b)remission of charges under the Remission of Charges Regulations, where such 
entitlement has been claimed, as part of the arrangements for preventing or detecting 
fraud or error in relation to such claims.  
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2.70 Having reviewed the following SOPs; 

2.70.1 1. Standard Operating Procedure for Receiving an Internet Pharmacy Order 

2.70.2 2. Standard Operating Procedure for Preparing an order via an internet 
Pharmacy 

2.70.3 3. Standard Operating Procedure for Final checking an internet order via an 
online pharmacy 

2.70.4 9. Standard Operating Procedure for Assembling and Labelling Prescriptions 

2.70.5 8. Standard Operating Procedure for Accuracy Checking 

2.70.6 19. Standard Operating Procedure for Interventions and Problem Solving 

2.70.7 19. Standard Operating Procedure for Pharmaceutical Assessment [sic] 

2.71 There is no reference in the SOPS above (nor any of the submitted SOPs that 
discusses preliminary matters before providing ordered drugs and appliances. There is 
no summary of legal checks nor any information alluding to payment / exemption 
checks nor how payment would be provided / received nor how exemption checks 
would be undertaken, verified or recorded. 

The Committee can therefore not be satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 7(3) of Schedule 4. 

2.72 With respect to paragraph 8(1) of Schedule 4. 

(1) Where an NHS pharmacist (P) is presented with, or receives from the Electronic 
Prescription Service, a prescription form or a repeatable prescription, P must only 
provide the drugs or appliances so ordered— 

(a) if the prescription form or repeatable prescription is duly signed and completed as 
described in paragraph 5(2) or (3); and 

(b) in accordance with the order on the prescription form or repeatable prescription, 

2.73 Based on the information before it, the Committee can not [sic] therefore be satisfied 
that the Applicant had provided information sufficient to show that there would be 
compliance with paragraph 8(1) of Schedule 4. 

2.74 Dispensing of drugs and appliances 

2.75 The Applicant has identified in the application and via the content of the SOPS that 
patients will access the pharmacy via the website. 

2.76 SOP 1. Standard Operating Procedure for Receiving an Internet Pharmacy Order 
states that – 

1. All website orders should be checked 
for any errors. 
This must occur before any items are 
dispensed Take due caution when 
looking at legal sensitive issues for 
example POMs and P medicines. 
When order received via the Helphy 
Admin system, the order is then 
matched to the corresponding 

Many errors can occur in online 
pharmacies including human error and 
technical error. 
Make sure that all data presented on 
the internet is checked thoroughly as 
pharmacies are a trusted source of 
information. 
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prescription. Extra care to be taken at 
this stage. 

2. Before any medicine can be 
dispensed make sure all guidelines are 
followed exactly as the MEP states. 
There are many legalities surrounding 
the safe dispatch of pharmacy items. 
Please consult the MEP if you are 
unsure. 

You must treat each order according 
to its legal 
category ie POM, P or GSL. 

3. All POMs and P's must be prepared 
by the pharmacist. Under no 
circumstance is a POM medicine to be 
dispatched without pharmacist checking. 
To do so would be breaching legislation 
set out by the MEP. 

For more on legal classification of 
medicines consult your MEP. 
Systems must be in place so that 
medicines which are prepared by a 
technician and identified to the 
pharmacist for a final check. This may 
be performed by designating an area 
where checking baskets can be left. 

 

2.77 The Applicant in the application states that : “There will be at all times a computer PMR 
system online to receive, process and dispense prescriptions sent via EPS. There will 
be an advice hotline available during ALL opening hours via telephone, live chat on the 
website and/or app, fax, email etc.  

b) SOPs will be in place to provide a framework for the safe and effective processes of 
dispensing and delivery. The pharmacy will receive prescriptions via EPS and/or post, 
dispense the next day and deliver on that day for prompt delivery to the patient's 
preferred address.” There are no SOPs that give a description of how EPS will be 
managed nor prescriptions arriving by post it is implied that SOP1 pertains to a 
prescription as it refers to POM medicines however it is titles [sic] Internet Pharmacy 
Order and does not make this clear that a prescription is implicated in this process. 

2.78 Urgent supply without a prescription  

2.79 The SOPs supplied as part of the consultation process make no reference to providing 
urgent supply of a medication without a prescription.  

2.80 As such, with regard to the information provide in regard to the dispensing of drugs and 
appliances, the Committee can not consider that it can be satisfied that it had been 
provided with information sufficient to show that there would be compliance with 
paragraph 6 of Schedule 4. 

2.81 Providing ordered drugs or appliances:  

2.82 The Committee should consider 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).  

2.83 The Applicant states that:  

2.84 SOP 4. Standard Operating Procedure for Dispatching an internet order/prescription 

Process Steps Key Points  

1. At this stage a 
pharmacist has 
completed the final 

It is very important that when the final check by 
the pharmacist is complete that the package is 
sealed and ready for dispatch with the correct 
dispatch label placed and clearly visible. 

[P] 
[T] 
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check and packaged 
the item using a 
suitable sealable, 
protected 
envelope/box and 
stored into the 
lockable dispatch 
cupboard located in 
the dispatch area. 
 
The bag must be fully 
sealed as otherwise it 
may be tampered with. 

2. The sealed item 
should be dispatched 
as per the order 
sheet/manifest. 
 
The order sheet will 
contain details about 
what type of dispatch 
is needed. 

There are many types of postage, first class, 
second class, recorded delivery. Make sure the 
method of dispatch correlates to the order itself. 
 
It is recommended that any POMs to be 
dispatched should be dispatched by recorded 
delivery as this avoid a large possibility for error. 
For CD deliveries refer to SOP outlining 
processes involved for that. 
. 

[P] 
[T] 
 

3. Items should be 
placed in the dispatch 
area when complete in 
the supplied postal 
sacks. 
 
These sacks can be 
obtained from your 
local postal office. The 
courier will arrive 
during the day and 
collect these sealed 
sacks for delivery. 

For best practice plastic ties should be used to 
protect 
the contents from tampering 

[P] 
[T] 
[O] 
 

 

2.85 This SOP appears to cover postage of dispensed items. It doesn’t cover (other than a 
“recommendation” of use of recorded delivery any audit trail), notification of patient to 
expect to receive recorded delivery nor any description of how to manage missed 
deliveries or non-delivery of items. There is no mention of how cold chain would be 
maintained for thermolabile items. 

2.86 Controlled Drugs  

SOP 11. Standard Operating Procedure for Dispensing Controlled Drugs details a 
process for dispensing of CD items.  

SOP 21. Standard Operating Procedure for Delivering Controlled Drugs 

This states that: 

Process Steps  Key Points  

1. Organise CD deliveries. 
 

Controlled drugs should be given 
extra caution when delivering as 

Figure out which drugs need to be 
delivered and 
signed for. 
 

[P] 
[T] 
[A] 
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extra care and record keeping is 
required. 

Make sure when dispensing CDs the 
SOP for dispensing controlled drugs 
is followed. 

2. Fill out a controlled drug drop 
sheet from the CD delivery book. 
Each patient should have their 
own drop sheet listing all required 
legal parameters. 

This is to keep a track on which 
patients during 
the day are receiving controlled drug 
parcels on 
any given day. 

[P] 
[T] 

3. Dispatch the item. 
 
Place the correctly labelled 
package in the dispatch area in 
the designated controlled 
substance area. 

Make sure that CD packages are 
labelled to be 
delivered as urgent, 24 hour and 
signed and 
recorded delivery in order to ensure 
delivery to 
correct patient. 

[P] 
[T] 

4. Courier delivers the item. 
 
The person who is delivering the 
controlled drug should double 
check the address to be delivered 
to and ask the person who is 
present for identification if 
necessary. 

A signature should be obtained from 
the patient 
who receives their item. If the patient 
has a carer 
and is incapable of signing then their 
signature would be acceptable if all 
necessary parameters are checked. 
In the event that neither the carer 
or the patient is present the 
pharmacist should be notified 
immediately. 
In the event of a failed delivery, a 
return address to the pharmacy is 
clearly labelled on the dispatch label 
to be returned with urgency. 

[P] 

5. Report back to the pharmacist.  
 
The pharmacist has a legal 
responsibility to 
make sure that the patient has 
received 
their medication. Using the courier 
delivery admin system can 
confirm 
signature and receipt of parcel. 

Drop sheet to be ticked off to confirm 
CD delivery to the relevant patient.  

[P] 

6. Entry into the CD register. 
 
Done by the pharmacist. 

This is a legal requirement for 
schedule 2 controlled drugs. 

 

 

2.87 There is limited information as to any description of an audit trail for delivery, record of 
receipt nor processes for missed delivery or non delivery of CD items and their safe 
and effective handling during this process. There is no description of the kind of courier 
which will be used for this process and how their systems will ensure a safe and 
effective delivery with full auditable processes and contingency plans for failed delivery  

2.88 The Committee should consider that the Applicant has not 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). As such 
no assurance has been provided that these requirements will be met and the committee 
should conclude that they cannot be assured that 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  
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2.89 Further activities to be carried out in connection with the provision of dispensing 
activities:  

2.90 The committee should consider whether the Applicant had explained how appropriate 
advice about the benefits of repeat dispensing is given to any patient who (i) has 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. In its supporting information included in the application and included in the 
suite of SOPs the Applicant has given no information regarding how Repeat dispensing 
Services will be managed nor how the benefits of such would be communicated to 
appropriate patients. Nor how appropriate patients would be proactively identified.  

2.91 The Committee should consider the view that it can therefore be satisfied that it has 
not been provided with information sufficient to show that there would be compliance 
with paragraph 10(1) of Schedule 4. 

2.92 Disposal service in respect of unwanted drugs 

2.93 The Committee considered whether the Applicant had explained or otherwise 
demonstrated how it will safely and effectively accept and dispose of unwanted drugs 
presented to it for disposal. In its supporting information included in the application and 
included in the suite of SOPS the Applicant has given no information regarding how it 
will safely and effectively accept and dispose of unwanted drugs presented to it for 
disposal. The Applicant has given no information regarding acceptance and return of 
any class of medication and this includes no information specifically relating to the 
return and management of Controlled drugs.  

2.94 The Committee should therefore consider the view that it can not [sic] be satisfied that 
it had been provided with information sufficient to show that there would be compliance 
with paragraphs 13 – 15 of Schedule 4.  

2.95 Refusal to provide drugs or appliances ordered  

2.96 The Committee should consider 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.  

2.97 Paragraph 9(4) of Schedule 4 States [sic] that: 

9(4) Where a patient requests the supply of drugs or appliances ordered on a 
repeatable prescription (other than on the first occasion that the patient makes such a 
request), P must only provide the drugs or appliances ordered if P is satisfied— 

(a) that the patient to whom the prescription relates— 

(i) is taking or using, and is likely to continue to take or use, the drug or appliance 
appropriately, and 

(ii) is not suffering from any side effects of the treatment which indicates the need or 
desirability of reviewing the patient's treatment; 

(b) that the medication regimen of, or manner of utilisation of the appliance by, the 
patient to whom the prescription relates has not altered in a way which indicates the 
need or desirability of re-viewing the patient's treatment; and 

(c) there have been no changes to the health of the patient to whom the prescription 
relates which indicate the need or desirability of reviewing the patient's treatment. 
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2.98 The Committee should consider that that since no information was provided in the 
application and the accompanying information regarding the management of 
repeatable prescriptions that it also did not demonstrate that when dispensing a 
repeatable prescription other than on the first occasion, the pharmacist will establish 
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 change to the 
patient’s health, which may indicate the desirability of reviewing the patients treatment.  

2.99 SOP 19. Standard Operating Procedure for Interventions and Problem Solving also 
contains no information nor guidance on how to manage refusal to provide drugs or 
appliances ordered. The Committee can therefore be satisfied that it had been provided 
with information sufficient to show that there would be compliance with paragraph 9(4) 
of Schedule 4. 

2.100 Promotion of healthy lifestyles 

2.101 The Committee should consider whether the Applicant had explained how it will safely 
and effectively promote healthy lifestyles. In its supporting information included in the 
application and included in the suite of SOPs the Applicant has given no information 
regarding how it will safely and effectively promote healthy lifestyles. 

2.102 The Committee cannot therefore be satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 16 – 18 of Schedule 
4. 

2.103 Prescription linked intervention 

2.104 The Committee should consider whether the Applicant had explained how it will assess 
whether persons require prescription linked intervention advice because they have 
diabetes, are at risk of coronary heart disease, smoke or are overweight. In its 
supporting information included in the application and included in the suite of SOPS 
the Applicant has given no information regarding how it will assess whether persons 
require prescription linked intervention advice because they have diabetes, are at risk 
of coronary heart disease, smoke or are overweight.  

2.105 As per the information provided against Promotion of healthy lifestyles the Committee 
can therefore consider that it can be satisfied that it had been provided with information 
sufficient to show that there would be compliance with paragraph 17 of Schedule 4 
[sic].  

2.106 Public health campaigns  

2.107 The Committee should consider whether the Applicant had explained how it will safely 
and effectively participate in public health campaigns, if and to the extent required by 
the NHSCB. In its supporting information included in the application and included in the 
suite of SOPs the Applicant has given no information regarding how it will safely and 
effectively participate in public health campaigns, if and to the extent required by the 
NHSCB. 

2.108 The Committee can therefore consider that it can be satisfied that it had been provided 
with information sufficient to show that there would be compliance with paragraph 18 
of Schedule 4 [sic]. 

2.109 Signposting  

2.110 The Committee should consider whether the Applicant had explained how it will provide 
information to users of the pharmacy about other health and social care providers and 
support organisations. In its supporting information included in the application and 
included in the suite of SOPS the Applicant has given no information regarding how it 
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will provide information to users of the pharmacy about other health and social care 
providers and support organisations.  

2.111 The Committee can therefore consider that it can be satisfied that it had been provided 
with information sufficient to show that there would be compliance with paragraphs 19 
– 20 of Schedule 4 [sic]. 

2.112 Support for self-care  

2.113 The Committee should consider whether the Applicant had explained how it will provide 
advice and support to people caring for their families. 

2.114 In its supporting information included in the application and included in the suite of 
SOPs the Applicant has given no information regarding how it will provide advice and 
support to people caring for their families.  

2.115 The Committee can therefore consider that it can not [sic] be satisfied that it had been 
provided with information sufficient to show that there would be compliance with 
paragraphs 21 – 22 of Schedule 4. 

2.116 Therefore, it is recommended that the Committee determines that in respect of 
Regulation 25 (2)(b) –  

2.117 Regulation 25(2)(b) (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." Is not met. 

2.118 The Applicant has also submitted the following SOPs which were reviewed as part of 
this application process to determine if their contents could be used as assurance 
against compliance with terms of service etc. 

2.119 1.Standard Operating Procedure for providing essential pharmaceutical services via 
the internet 

2.119.1  1. Standard Operating Procedure for Receiving an Internet Pharmacy Order 

2.119.2  2. Standard Operating Procedure for Preparing an order via an internet 
Pharmacy 

2.119.3  3. Standard Operating Procedure for Final checking an internet order via an 
online pharmacy 

2.119.4  4. Standard Operating Procedure for Dispatching an internet 
order/prescription 

2.119.5  6. Standard Operating Procedure for The Changing and Logging in of The 
Responsible Pharmacist 

2.119.6  7. Standard Operating Procedure for Operating in the Absence of a 
Responsible Pharmacist 

2.119.7  8. Standard Operating Procedure for Accuracy Checking 

2.119.8  9. Standard Operating Procedure for Assembling and Labelling Prescriptions 

2.119.9  11. Standard Operating Procedure for Dispensing Controlled Drugs 

2.119.10 12. Standard Operating Procedure for Dispensing Lithium Prescriptions 
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2.119.11 13. Standard Operating Procedure for Supplying Oral Methotrexate 

2.119.12 14. Standard Operating Procedure for Dispensing Warfarin Prescriptions 

2.119.13 15. Standard Operating Procedure for Handling and Safe Keeping of 
Controlled Drugs 

2.119.14 17.Standard Operating Procedure for Preventing errors and Recording near 
Misses 

2.119.15 19. Standard Operating Procedure for Interventions and Problem Solving 

2.119.16 19. Standard Operating Procedure for Pharmaceutical Assessment 

2.119.17 20. Standard Operating Procedure for Owing Procedures 

2.119.18 21. Standard Operating Procedure for Delivering Controlled Drugs 

2.120 In consideration of the consultation responses submitted subsequent to the initial 45 
days consultation and the subsequent 14 days recirculation period - Boots UK Ltd 
comment that: 

2.121 “When determining this application, members of NHS England (NHSE) will need to be 
satisfied that the application meets all the criteria of Regulation 25 and the conditions 
set out in Regulation 64. Regulation 25(2)(b)(i) requires NHS England to be satisfied 
that the pharmacy procedures for the pharmacy premises are likely to secure the 
uninterrupted provision of services to persons anywhere in England who request those 
services. Regulation 25(2)(b)(ii) requires NHS England to be satisfied that the 
pharmacy procedures for the pharmacy premises are likely to secure are the safe and 
effective provision of essential services. We submit that the applicant has not yet 
provided sufficient information to satisfy these criteria; we refer to the lack of 
information regarding the delivery and return of controlled drugs as an example. We 
believe that based on the information currently available, members of NHS England 
cannot be satisfied that the application meets the requirements of Regulation 25(2) and 
should therefore be refused.” As such Boots UK Ltd have not added any points of note 
for the committee to consider as part of this application. They should not be considered 
for Third Party Appeal Rights should this application be granted. 

2.122 Community Pharmacy Cheshire and Wirral (LPC) 

2.123 The LPC comment that: 

2.124 “The LPC has considered the application under regulation 25 of the NHS 
(Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 and believes 
this application satisfies all the criteria.” This should be noted by the committee. LPCs 
are not applicable for third party rights of appeal. 

2.125 L Rowland & Co (Retail) Ltd 

2.126 This IP seeks to remind NHS England regarding the regulatory tests this application 
must undergo and that NHS England must be satisfied of before this application could 
be approved. They also stated that without a basic floor plan they could not be assured 
that this pharmacy would be compliant with the requirement to be an HLP from April 
2021. It should be noted that since the HLP requirements will not come in to regulation 
until April 2021 they are not a test relevant to this application at this time. As such L 
Rowland & Co (Retail) Ltd have not added any points of note for the committee to 
consider as part of this application. They should not be considered for Third Party 
Appeal Rights should this application be granted. 



 

21 
 

2.127 Lloyds Pharmacy 

2.128 Lloyds Pharmacy seek to remind NHS England as to the regulatory tests this 
application must undergo and that NHS England must be satisfied of before this 
application could be approved. They also state that “The application states that that 
SOPs will be in place to provide a framework for the safe and effective processes of 
dispensing and delivery. This information is not provided with the application therefore 
we are unable to comment further on these processes in the context of Regulation 25.” 

2.129 As such Lloyds Pharmacy have not added any points of note for the committee to 
consider as part of this application. They should not be considered for Third Party 
Appeal Rights should this application be granted 

2.130 Well Pharmacy 

2.131 This IP seeks to remind NHS England regarding the regulatory tests this application 
must undergo and that NHS England must be satisfied of before this application could 
be approved. As such Well Pharmacy have not added any points of note for the 
committee to consider as part of this application. They should not be considered for 
Third Party Appeal Rights should this application be granted.  

2.132 The Applicant responds to these submissions with the following: “In response to the 
points raised by the representations that have understandably highlighted regulations 
25(2)(b)(i), 25(2)(b)(ii) and 64 of ‘The National Health Service (Pharmaceutical and 
Local Pharmaceutical Services) Regulations 2013’, I can assure all parties involved 
and the panel that adhering to these regulations are of utmost importance to NexGen 
Rx Ltd. The application explained how we plan on ensuring the uninterrupted provision 
of essential services during opening hours anywhere in England and that Standard 
Operating Procedures (SOP) will be in place to ensure this is followed. May I also point 
out that the premises on which we wish to operate from does not have any other 
pharmaceutical provider or primary medical service provider. Further to this, I attach to 
the email our entire SOPs that clearly state and lay out how we will be operating and 
ensuring regulations 25(2)(b)(i), 25(2)(b)(ii) and 64 are wholly satisfied. In particular, 
SOPs 1.6, 1.7, 6, and 7 puts in place procedures and guidelines maintaining the 
continuous provision of essential services throughout opening hours, highlighting it is 
a NATIONWIDE service and is a NON-FACING service provider. SOP 21 explains the 
processes to ensure the safe and secure delivery and return of Controlled Drugs, with 
SOPs 4-19 explaining the safe, effective dispensing processes we will use. 
Furthermore, our website Terms and Conditions and Home Page ensures to highlight 
the ‘none face to face’ service we will be providing and that patients from anywhere in 
the country can register to use the service. 

2.133 As with any pharmacy, distance selling or bricks and mortar, SOPs are put in place to 
be followed and adhered to by all members of staff and for NexGen Rx Ltd this is no 
different. These SOPs have been set in stone and will be reviewed regularly as per 
GPhC guidance.” 

2.134 Summary 

2.135 The committee can determine that 

2.136 Regulation 25(a) is met – 

(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; 

Regulation 25 (b)(i) is not met – 
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(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 

2.137 Regulation 25(2)(b)(ii) is not met- 

Regulation 25(2)(b) 

(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. 

2.138 This is because in relation to essential services, the Committee cannot be, on balance, 
satisfied that procedures adopted by the pharmacy (and general adherence to the 
Terms of Service) would be likely to secure— 

(i) the uninterrupted provision of essential services, during the opening hours of the 
premises 

(ii) nor be “likely to secure” safe and effective provision of all essential services. 

2.139 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. All representations have 
been considered as part of this decision making process. 

2.140 As such this application should be refused. 

2.141 In consideration of: Regulation 65 – conditions relating to providing directed hours]. 
Regulation 65 – conditions relating to providing directed hours. NHS England will not 
be directing core hours as part of this application. 

2.142 In consideration of: Regulation 66 – conditions relating to providing directed services3] 
Regulation 66 – conditions relating to providing directed services. NHS England will not 
be directing services as part of this application. 

2.143 Consideration of impact of decision on those with protected characteristics under the 
Equalities Act 2010 and is this in accordance with NHS England's Public Sector 
Equality Duty. It is not considered that refusal of this application will adversely affect 
any persons or group of persons sharing a protected characteristic. 

2.144 Recommendation: 

2.145 It is recommended that: 

2.146 The Committee can conclude that it was not required to refuse the application under 
the provisions of Regulation 31. 

2.147 The Committee can be satisfied that the proposed premises were not adjacent to or in 
close proximity to other chemist premises, 

2.148 The Committee can be 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, 
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2.149 The Committee cannot be satisfied that all essential services were likely to be secured 
without interruption during the opening hours, 

2.150 The Committee can be satisfied that all essential services were likely to be secured for 
persons anywhere in England, 

2.151 The Committee cannot be satisfied that there are procedures likely to secure safe and 
effective provision of essential services (specified above) as required by Regulation 
25(2)(b). 

2.152 The Committee can be satisfied that all essential services were likely to be secured 
without face to face contact; 

2.153 The Committee will not be directing services as part of this application. 

2.154 The Committee cannot consider that refusal of this application will adversely affect any 
persons or group of persons sharing a protected characteristic. 

2.155 The recommendation is that this application is Refused. 

3 The Appeal 

In a letter dated 1 March 2021, NExGen Ltd appealed against NHS England’s decision. The 
grounds of appeal are: 

3.1 The application was refused on the basis that; 
 

3.1.1 Regulation 25(b)(i) was not met 
 

3.1.2 Regulation 25(2)(b)(ii) was not met  
 

3.2 In conclusion, the committee stated on their refusal report that Helphy was not likely to 
secure; 
 
3.2.1 The uninterrupted provision of essential services during opening hours of the 

premises 
 

3.2.2 Nor be likely to secure the safe and effective provision of all essential services 
 

3.3 The report received referred to several or missing SOPs that did not contain enough 
information for the committee to approve the application.  
 

3.4 As the Committee will know, SOPs are continually evolving documents that are subject 
to change very often. There has been a great deal of time elapsed since the application 
was submitted and since the original SOPs were sent to PCSE to forward to NHS 
England. This prolonged period of time has seen several changes and additions to 
Helphy’s SOPs as the Applicant moved into the premises and developed the 
dispensary and systems. The Applicant have attached a completely revamped set of 
SOPs [provided] that have been developed over the last 2-3 months that they are 
confident meet the requirements set by NHS England to satisfy and meet Regulation 
25(b)(i) and Regulation 25(2)(b)(ii). As the Applicant had not yet moved into the 
premises when the application and SOPs were sent, there was a lot of room for 
changes and various modifications and additions to the SOPs. 

 

3.5 Below are the points raised in the report that highlighted what has not been met by the 
application: 
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3.5.1 With reference to Regulation 25(b)(i) which states ‘the uninterrupted provision 
of essential services, during the opening hours of the premises, to persons 
anywhere in England who request those services’; 
 

3.5.2 Please refer to SOP 6 (points 7 and 8) and SOP 7 that state the procedures 
put in place regarding the Responsible Pharmacist and change of RP to ensure 
the uninterrupted provision of essential services. 

 
3.5.3 With reference to Regulation 25(b)(ii) which states ‘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’; 

 
3.5.4 Preliminary matters before providing ordered drugs or appliances 

 
3.5.5 Please refer to SOP 2 (points 4 and 5), SOP 4A (point 4), SOP 4B (point 4), 

SOP 8A (point 4) and SOP 10 (point 16). This demonstrates we have 
procedures in place to gain proof of exemption/payment status of patients. 

 
3.5.6 Regulation 11(1) (b) 

 
3.5.7 Please refer to SOP 2 and SOP 10 (point 16) that demonstrates there is a 

procedure put in place to ensure the reverse side of prescriptions are signed 
and ticked on behalf of the patient. 

 
3.5.8 Paragraph 7(3) of schedule 4 

 
3.5.9 Please refer to SOP 2, SOP 4A, SOP 4B, SOP 8A, SOP 9 (point 2) and SOP 

10. 
 

3.5.10 These demonstrate procedures put in place to gain proof of exemption, legality 
checks of prescriptions and the signing reverse of prescriptions. 

 
3.5.11 Paragraph 8(1) of schedule 4 

 
3.5.12 Please refer to SOP 4A, SOP 4B, SOP 8A, SOP 8B, SOP 9 and SOP 10. 

 
3.5.13 Dispensing of drugs and appliances 

 
3.5.14 The report states that there are ‘no SOPs that give a description of how EPS 

is managed nor prescriptions arriving by post…’ 
 

3.5.15 Please refer to SOP 4A and SOP 4B that outline procedures on EPS 
management and how prescriptions received via mail are managed. 

 
3.5.16 Urgent supply without a prescription, paragraph 6 of schedule 4 

 
3.5.17 Please refer to SOP 18 and SOP 25. 

 
3.5.18 Providing ordered drugs and appliances 

 
3.5.19 Delivering CDs 

 
3.5.20 Please refer to SOP 3, SOP 10 and SOP 11 (points C, E and F). 

 
3.5.21 Delivering thermolabile (cold-chain) items 

 
3.5.22 Please refer to SOP 3, SOP 10 and SOP 10-Appendix A 

 
3.5.23 Delivering and dispatch 
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3.5.24 Please refer SOP 3 and SOP 10. These SOPs also contain a procedure 

demonstrating how we will notify patients of delivery via email and SMS from 
Helphy and from Royal Mail. 

 
3.5.25 Failed delivery and non-delivery 

 
3.5.26 Please refer to SOP 3-Appendix C and SOP 3-Appendix D. 

 
3.5.27 Controlled Drugs 

 
3.5.28 Please refer SOP 3 and SOP 11. These clearly state processes for audit trail, 

confirmation of delivery and notifying patient of pending delivery and dispatch. 
 

3.5.29 CD failed and non-delivery – please refer to SOP 3-Appendix C and SOP 3-
Appendix D. 

 
3.5.30 Paragraph 10(1) of schedule 4 

 
3.5.31 Please refer to SOP 23, SOP 23A, SOP 23B and SOP 23C. These have 

detailed procedures in place showing how Repeat Dispensing is managed and 
communicated to patients, and how patients are identified to be suitable for 
RD. 

 
3.5.32 Disposal service in respect of unwanted drugs, paragraphs 13-15 of 

schedule 4 
 

3.5.33 Please refer to SOP 11 (point G) and SOP 24. 
 

3.5.34 Refusal to provide drugs ordered, paragraph 9(4) of schedule 4 
 

3.5.35 Please refer to SOP 8A, SOP 9, SOP 10 and SOP 19. 
 

3.5.36 Promotion of healthy lifestyles, paragraphs 16-18 of schedule 4 
 

3.5.37 Please refer to SOP 2 (point 8) and SOP 20. 
 

3.5.38 Support for self-care, paragraphs 19-20 of schedule 4. 
 

3.5.39 Please refer to SOP 20 (point B). 
 

3.6 As mentioned earlier, these SOPs are subject to regular review and modifications and 
additions will be made as new services are commissioned by the NHS. 
 

3.7 The Applicant believes that the many modifications and additions to their SOPs have 
demonstrated that they have procedures in place that will be adhered to by all staff that 
will secure the uninterrupted provision of essential services during opening hours of the 
premises and the safe and effective provision of essential services. This in turn ensures 
compliance to Regulations 25(b)(i) and 25(2)(b)(ii) and that the requirements are met. 
If any more SOPs are required by the Committee to ensure compliance, the Applicant 
are more than happy to send these as soon as is required. The application was refused 
on 30/12/20 without requesting more information or more up-to-date SOPs and the 
Applicant feel that given the reasons for refusal, and that they only received a reply on 
15/02/21, the more recent and most up-to-date SOPs could have been sent given the 
amount of time it took to hear back from NHS England. While the Applicant appreciate 
the national COVID-19 situation would have delayed matters, they would have more 
than happily sent these SOPs and any more information without delay and felt these 
could have made a difference. 
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3.8 The Applicant wished to remind the Committee that there is a substantial amount of 
added information within the SOPs as well as new SOPs to further demonstrate the 
safe and effective provision of services. The Applicant also highlighted that since the 
decision letter was received, the pharmacy is now on Part 3 of the General 
Pharmaceutical Council’s register as Helphy as of 1st March 2021 and that they have 
met the standards the GPhC have set to be able to register. 

4 Summary of Representations 

This is a summary of representations received on the appeal.  

4.1 LLOYDS PHARMACY 

4.1.1 Lloyds Pharmacy thank [NHS Resolution] for their letter dated 11 March 2021 
advising of the appeal with regard to the above application. Lloyds Pharmacy 
would like to submit the following response. 

4.1.2 It is noted this is [an] application for Distant Selling. [Lloyds Pharmacy] would 
ask the Committee to be mindful of all matters relating to Regulation 25 and 
the conditions set out in Regulation 64 as part of the determination of the 
application.  

4.1.1 [Lloyds Pharmacy] look forward to the decision in due course following review 
and consideration of the Appeal. 

4.2 BOOTS UK LTD 

4.2.1 [Boots UK Ltd] thank [NHS Resolution] for their letter dated 11 March 2021 
informing them of the above appeal.  

4.2.2 Boots UK Ltd have no further comments to make but respectfully ask that NHS 
Resolution inform us of the decision in due course and they would wish to 
attend an oral hearing should it be deemed necessary to hold one. 

5 Summary of Observations 

No observations were received by NHS Resolution in response to the representations received 
on 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 had before it the 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. 
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(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 -  

(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 in its application, the Applicant states; “in our view this 
application should not be refused pursuant to Regulation 31 for the following reasons: 
the pharmacy is a distance selling pharmacy that will not be providing face to face 
services to patients. Thus it will not interfere with the current pharmaceutical services 
being provided in the area and/or conflict with other pharmacies. There is currently no 
other distance selling pharmacy in the vicinity and [the Applicant] will be providing 
services nationwide including the local area. [The Applicant] are simply trading as an 
online pharmacy and will have NO face to face contact with any patient, GP surgery 
staff and/or anyone else otherwise. The proposed office unit is not yet under lease and 
another location can be proposed if necessary. This particular unit has been 
preliminarily chosen as it is a modern, new building that presents ideal space, security 
and facilities to function from.” NHS England, in its decision letter states that it has been 
established that the proposed “address is not the same nor adjacent to any other 
current or proposed provision of pharmaceutical services as per NHS England’s 
Pharmaceutical list for Warrington Health and Wellbeing Board and this has not been 
contested by any IP during the consultation period. The committee should determine 
that there is no requirement to refuse this application [under] Regulation 31”. As this 
was not disputed on appeal, the Committee determined that it was not required to 
refuse the application under the provisions of Regulation 31. 

Regulation 25 

6.7 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, 

 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— 
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(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." 

6.8 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. 

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

6.9.1 confirm NHS England’s decision; 

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

6.9.3 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) 

6.10 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 
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) 

6.11 As far as Regulation 25(2)(a) is concerned, the Committee had regard to the application 
form in which the Applicant makes no comment.  

Regulation 25(2)(b) 
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6.12 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.  

6.13 The Committee considered whether the Applicant had explained the arrangements 
which ensure that, for appliances which require fitting / measuring, a registered 
pharmacist measures / fits them.   

6.14 The Committee note that NHS England state in their decision letter that “the Applicant 
has failed to populate the box applicable for indicating intension [sic] to provide 
appliances. NHS England would interpret this as an indication that the Applicant is not 
intending to provide appliances from this contract should the application be successful.” 
The Committee noted that the Applicant had not indicated on appeal that it would 
provide appliances. The Committee was of the view that, if the application was to be 
granted, the Applicant would not be able to provide any appliances to patients. 

6.15 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. 

6.16 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. 

6.17 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 newly revised (SOPs) 
which the Applicant has prepared or commissioned following their application.  

6.18 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 
itself that it is appropriate to grant the application, the absence of which would require 
it to reject it. 

Essential services will be provided on an uninterrupted basis 

6.19 The Committee noted SOP 6 ‘The Responsible Pharmacist’ states:  

6.19.1 “Record any absences in the Pharmacy Record. Responsible Pharmacist 
should not leave the premises until cover is arranged and arrived or there is an 
immediate emergency and the Superintendent has been notified. RP must 
remain on site at all times to abide by NHS Terms of service and ensure the 
uninterrupted provision of essential services.” 

6.20 And further  

6.20.1 “If there is an unplanned change of RP i.e., for operational or health reasons, 
contact Superintendent Pharmacist immediately. Superintendent Pharmacist 
MUST be contacted if the RP is required to leave the premises. Immediate 
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cover will have to be organised by contacting listed locums and/or locum 
agencies. Assert if RP can remain onsite until cover has arrived”. 

6.21 The Committee also noted SOP 7, “Planned and Unplanned Change of Responsible 
Pharmacist (RP)”, and non-attendance” states: 

6.21.1 “An RP can, under the Responsible Pharmacist Regulations, be absent from 
the pharmacy for up to 2 hours in a 24-hour period. However, THIS IS A 
BREACH IN THE NHS TERMS OF SERVICE. Under the NHS Terms of 
Service, the pharmacy must provide all essential services for the agreed 
contracted hours UNINTERRUPTED. If this is not complied with, it is breaching 
the Terms of Service. This RESTRICTS the use of the absence option in the 
Responsible Pharmacist Regulations. 

For a planned period of absence, this must be organised and planned with the 
Rota lead and Superintendent Pharmacist. Double cover or replacement 
MUST be organised so as to comply with the NHS Terms of Service.” 

6.22 Under the heading “Emergency Procedure”, it states: 

6.22.1 “The Responsible Pharmacist (RP) realises that they need to leave the 
premises if an emergency arises. Make sure that the RP tells staff well in 
advance that they are required to leave the premises. Appropriate replacement 
cover MUST be arranged to cover any absence for ANY period of time greater 
than 20 minutes to ensure the non-interruption of services. The pharmacist 
must abide by certain rules if they are to leave the premises, these include: 
Arranging emergency cover to ensure there is ALWAYS a responsible 
pharmacist on duty. Pre-arranging cover for any planned absences i.e., 
holidays, notified sickness.” 

6.23 The Committee noted the apparent contradiction between paragraph 6.19.1 and 
6.22.1, in respect of a Responsible Pharmacist being on site at all times until cover is 
arranged and paragraph 6.22.1, which suggests that a 20 minute absence of the RP 
would be acceptable. Given, however, that all paragraphs are clear that there must 
always be a RP on duty to provide services, the Committee was satisfied that the 
provision of services would be without interruption. 

Provision of services across England     

6.24 In SOP 1 “Providing Essential Pharmaceutical Services via the Internet” the Applicant 
states 

6.24.1 “All marketing material and website must state nationwide delivery and service. 
As per NHS regulations, essential services must be available to anyone 
nationwide and for any prescription item that is required. Delivery 
arrangements will be made regardless of size of package and/or contents. 
Website and advertising material will always state ‘delivery anywhere, 
everywhere, whenever’ and state that Helphy accepts prescription requests to 
any surgery in the country to deliver anywhere.” 

6.25 The Committee was therefore satisfied that the provision of services would be available 
to persons anywhere in England.  

Without Face to Face Contact 

6.26 The Committee noted in SOP 2 “The Registration and Approval of New Patients on 
www.helphy.co.uk” it states:  

http://www.helphy.co.uk/
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6.26.1 “Patient registers on the website, pharmacy staff receive notification via the 
HelphyAdmin system […] Patient will receive a welcome email confirming their 
registration with Helphy and that they are now ready to use the pharmacy.” 

6.27 SOP 1 “Providing Essential Pharmaceutical Services via the Internet” states: 

6.27.1  “Once a prescription has been completed - dispatch. Once all the parameters 
have been met for safely dispensing an item the item may be dispatched. 
Before dispatching always check the name and address of who it is being sent 
to and the original order which was received. Ensure patient is updated on the 
status of their prescription at every step using the HelphyAdmin system. This 
will notify them via email and text what stage their prescription is at and ETA 
of prescription. Once collected by Royal Mail, they will receive confirmation 
from Helphy and Royal Mail that their medication has been dispatched. Royal 
Mail will notify them on day of delivery an estimated time of delivery.” 

6.28 The Applicant goes on to state in SOP 4A, “Procedure for Receiving Prescriptions via 
EPS and EPS Management”, that: 

6.28.1 “If the prescription is urgent same day, contact patient to organise a return of 
the prescription to obtain it from a face to face pharmacy. If patient is happy to 
receive next day, deliver as urgent via Royal Mail 24-hour recorded delivery.” 

6.29 The Committee noted that the above means of communications with patients did not 
involve face to face contact and was therefore satisfied that the provision of services 
would be without face-to-face contact. 

6.30 The Committee was aware that when the pharmacy opens, it will be the responsibility 
of NHS England, in keeping with Regulation 64, to ensure that services are provided 
other than with face to face contact.  

6.31 Overall, the Committee was satisfied that the provision of services would be without 
interruption, would be without face to face contact and would be available to persons 
anywhere in England. The Committee went on to consider whether safe and effective 
provision of essential services was likely to be secured.  

6.32 The Committee considered each essential service in paragraphs 3 to 22 of schedule 4 
of the Regulations ("Terms of Service") in turn.  

6.33 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: 

6.33.1 Dispensing of drugs and appliances 

6.33.2 Urgent supply without a prescription 

6.33.3 Preliminary matters before providing ordered drugs or appliances 

6.33.4 Providing ordered drugs or appliances 

6.33.5 Refusal to provide drugs or appliances ordered 

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

6.33.7 Disposal service in respect of unwanted drugs 

6.33.8 Promotion of healthy lifestyles 
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6.33.9 Prescription linked intervention 

6.33.10 Health campaigns 

6.33.11 Signposting 

6.33.12 Support for self-care 

6.33.13 Discharge medicines service 

6.33.14 Websites and health promotion zones 

Providing ordered drugs or appliances 

6.34 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).  

6.35 The Committee noted SOP 3, “Dispatching Prescriptions via Royal Mail” states: 

6.35.1 “To deliver prescriptions to patients registered with Helphy, Royal Mail will be 
used; more specifically, 24 Hour Tracked and 48 Hour Tracked. These 
particular services allow for the tracking of packages to ensure they have been 
delivered to the patient and allow a signature to be obtained at the end of the 
delivery journey. 

6.35.2 Royal Mail Click and Drop is used to create a delivery order. This starts at the 
labelling stage (refer to SOP 8A) where a dispatch label is produced. 

6.35.3 Using Click and Drop, the patient’s details including name, preferred delivery 
address as stated on profile during registration, email address and contact 
phone number are input. 

6.35.4 Once data is input to Click and Drop, an order has been created. This then 
generates a manifest at the end of the day prior to Royal Mail collecting all 
parcels at the end of the day. 

6.35.5 Once Royal Mail scan a parcel, the patient is then notified via email and text 
message that the parcel has been dispatched and they are provided with a 
tracking number to track their parcel until delivery. 

6.35.6 Using the HelphyAdmin system, staff update the status of the prescription and 
confirm it has been dispatched. 

6.35.7 Ensure special prescription types have been sent using the appropriate 
service; 

6.35.7.1Royal Mail 48 – all standard prescription items that do not require 
special storage or safe custody requirements will be sent using this 
service. It enables full tracking of the parcel to the delivery point for the 
pharmacy and patient, ensuring a comprehensive audit trail. SMS 
and/or email notifications are sent to patients to inform them of 
dispatch and day of delivery and the parcel is delivered in two to three 
working days. If required, a ‘signature on delivery’ can be requested 
during the labelling stage when creating a dispatch label. 

6.35.7.2Royal Mail 24 Signature – items required to remain in the cold-chain 
and safe custody i.e., controlled drugs, must be dispatched and 
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delivered using this service. Cold-chain items are packaged as 
directed in SOP 10 – Appendix A to maintain correct storage 
conditions. As this 24-hour service delivers the next working day, it is 
ensured the item is delivered to the patient well within the 48-hour cold-
chain recommended timeframe. A signature is obtained to confirm 
receipt of the cold-chain item. For controlled drugs, this service is used 
to ensure that controlled drugs are in transit for as little time as possible 
and the parcel is tracked to the delivery point. A signature is obtained 
to confirm receipt of the controlled drug and who has accepted the 
parcel. The parcels dispatched using this service are delivered the 
next working day. 

6.35.8 N.B. cold-chain items are not to be dispatched on a Friday to ensure there is 
no risk of failure to deliver and the cold-chain breaking if the parcel is returned 
to the pharmacy. This may take longer than the recommended maximum 48-
hours a cold-chain item should be in transit.” 

6.36 SOP 3 further states: 

6.36.1 “Cold-chain items are packaged as directed in SOP 10 – Appendix A to 
maintain correct storage conditions. As this 24-hour service delivers the next 
working day, it is ensured the item is delivered to the patient well within the 48-
hour cold-chain recommended timeframe. A signature is obtained to confirm 
receipt of the cold-chain item. For controlled drugs, this service is used to 
ensure that controlled drugs are in transit for as little time as possible and the 
parcel is tracked to the delivery point. A signature is obtained to confirm receipt 
of the controlled drug and who has accepted the parcel. The parcels 
dispatched using this service are delivered the next working day. “N.B. cold-
chain items are not to be dispatched on a Friday to ensure there is no risk of 
failure to deliver and the cold-chain breaking if the parcel is returned to the 
pharmacy. This may take longer than the recommended maximum 48-hours a 
cold-chain item should be in transit”. 

6.37 The Committee noted SOP 10, “Accuracy Checking” under the heading “Appendix A: 
Cold-chain item packaging and dispatch” states: 

6.37.1 “Cold-chain items are checked promptly and made priority following assembly. 
Once the pharmaceutical assessment and accuracy check has been 
completed, the cold-chain items are returned to the fridge in a clear bag 
labelled with the patient details. If there are other medications on the 
prescriptions, they are separated and placed in the ‘Fridge-Line’ area. They 
are kept in the fridge until 30 minutes prior to dispatch i.e., arrival of Royal Mail. 
Dispatch label is produced at labelling stage where fridge line stickers are used 
to highlight that a coldchain item is included. Royal Mail 24-hour recorded 
delivery is selected.” 

6.37.2 “30 minutes prior to dispatch, cold-chain item is packaged This is to keep the 
item(s) outside the fridge for as little time as possible and maintain the cold-
chain as long as possible. Cold-chain items are removed from fridge and 
matched to prescription basket for final check. Woolcool insulation MUST be 
used to line the cardboard box inside and gel-based frozen ice packs placed 
inside the box. This will maintain the coldchain and maintain the correct storage 
conditions for at least 48 hours following packaging.” 

6.37.3 “Cardboard packaging blockers are used between the frozen ice-gel packs and 
the cold-chain medication to prevent freeze shock. The cold-chain medication 
is then sealed air-tight with the Woolcool and the cardboard box is then sealed 
shut. Date of dispatch is written on the label that is affixed to the inside of the 
cardboard box to advise patients they have received their items within the 
recommended 48 hour cold-chain.” 
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6.37.4 “Dispatch Royal Mail 24-hour Recorded Delivery MUST be used when 
delivering items required to be stored in cool temperatures. Parcel is scanned 
by Royal Mail upon collection and patient will receive a text and email notifying 
them their parcel has been dispatched. A tracking number is provided for them 
to track the parcel. On the day of delivery, they will be notified by Royal Mail of 
an estimated time of delivery to ensure they are in. Once delivered, confirm 
completion of delivery and record this on PMR. No signature is required. 
Confirm delivery using the Royal Mail Click and Drop system and record on 
PMR.” 

6.38 The Committee noted that SOP 3, “Dispatching Prescriptions via Royal Mail” mentions 
the dispatching of prescription items that do not require special storage, “Royal Mail 48 
– all standard prescription items that do not require special storage or safe custody 
requirements will be sent using this service. It enables full tracking of the parcel to the 
delivery point for the pharmacy and patient, ensuring a comprehensive audit trail.” 

6.39 The Committee noted that under the heading, “Appendix A: Packaging and Dispatch 
Process”, SOP 3 states: 

6.39.1 “At this stage a pharmacist has completed the final check and is required to 
package the medication. A sealable, bubble protected envelope is used for 
standard items that are not required to be kept in the cold-chain. For 
aerosolised items an ID8000 label must be placed on the box warning of the 
contents.” 

6.39.2 “The pharmacist MUST ensure the package is sealed and ready for dispatch 
with the correct dispatch label placed and clearly visible on the front. Bubble 
protected envelopes ensure items are protected during transit. Cardboard 
boxes that can be sealed and taped are used for larger sized parcels. PLAIN 
PACKAGING IS USED FOR DISCRETION AND PRIVACY.” 

6.39.3 “Items should be placed in the dispatch area when complete in the supplied 
Royal Mail postal sacks. Royal Mail will supply postal sacks that correspond to 
24- or 48-hour delivery. Staff and pharmacist MUST ensure the correct type of 
parcel is placed in the correct sack.” 

6.39.4 “Manifest created from Royal Mail Click and Drop. This manifest confirms all 
deliveries and is collected along with the postal sacks by the Royal Mail 
colleague at the end of the day. Once Royal Mail have scanned the parcels the 
patient will receive an email and SMS from Royal Mail confirming dispatch. 
They will also receive an email and SMS on the day of delivery confirming an 
estimated time of attempted delivery.” 

6.39.5 “Following collection of parcels, using a copy of the manifest, update 
prescription status for each patient on the HelphyAdmin system to 
‘DISPATCHED’. This will send an email and SMS to the patient from Helphy 
confirming dispatch.” 

6.39.6 “Ensure tracking system is used to confirm delivery 24-48 hours following 
dispatch. Retain copy of manifest and according to type of delivery service 
used, use Click and Drop tracking to confirm delivery and update patient 
prescription status to ‘ORDER COMPLETE’.” 

Unsuccessful cold chain delivery via courier 

6.40 “If a delivery of a cold-chain parcel containing thermolabile medication has been 
attempted by Royal Mail to the patient and has not been completed, a staff member is 
to contact Royal Mail and arrange an immediate return of the parcel. 
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The parcel is returned to Helphy by Royal Mail using the same service used to send to 
patient, Royal Mail 24. This is to ensure that the parcel is still within the 48-hour cold-
chain window. If cold-chain item is returned outside of this window, the items are 
disposed of as per SOP 24. 

Contact patient to establish urgency of medication. 

Arrange with the RP to re-send the items as soon as is possible using Royal Mail 24 
Signed as per SOP 10 Appendix A. 

If item is required urgently or same-day, the patient’s surgery is contacted to arrange 
for an interim prescription to be sent to a local community pharmacy for the patient to 
collect while awaiting the re-send from Helphy.” 

6.41 The Committee noted that SOP 3 under process step 3 states: 

6.41.1 “Controlled drugs are packaged with the rest of a patient’s prescription, or if 
just a CD to be dispensed, 30 minutes prior to collection by Royal Mail. This is 
to ensure schedule 2 and 3 CDs that require safe custody in the cabinet are 
left out and in transit for as little time as possible. A CD entry must be made 
following collection by Royal Mail. Ensure Royal Mail 24 is used and stated on 
dispatch label and that the parcel is to be signed for.” 

6.42 The Committee noted SOP 11, “Controlled Drug Management” under heading E states: 

6.42.1 “At the labelling stage of processing a prescription, a dispatch label is produced 
using Royal Mail Click and Drop. Royal Mail 24 is used to deliver CDs to ensure 
receipt the next day. This allows for tracking to patient, SMS and email 
notifications to the patient and ensures a signature is taken at receipt to verify 
who has received it 

6.42.2 30 minutes prior to arrival of Royal Mail colleague, retrieve the schedule 2/3 
CD from the CD cabinet and pack according to size of overall package. Ensure 
this is sealed and attach dispatch label to the front of the package. Refer to 
SOP 10 for further information on packaging. 

6.42.3 USE EXTRA CAUTION to ensure dispatch label contains the correct, preferred 
address of the patient and the correct patient name and delivery service type. 

6.42.4 Contact patient prior to dispatch to make them aware that they will be receiving 
their CD prescription in the next 24 hours. 

6.42.5 Upon arrival of Royal Mail colleague, ensure all CD parcels are bagged in the 
Tracked 24 bag and this is highlighted to them 

6.42.6 At the end of day, a manifest is produced to create an order with Royal Mail 
and an audit trail of deliveries. Once parcels and bag is scanned by Royal Mail, 
the patient will receive notification that their parcel has been dispatched. Staff 
will then update the status of the prescription on the patient’s profile using the 
HelphyAdmin system. This will send an SMS and email message to the patient 
confirming dispatch. 

6.42.7 Patient identification will have been verified at the registration stage when 
patients register on the Helphy website. Refer to SOP 2. 

6.42.8 Consent from patient to sign the reverse side of the prescription on their behalf 
will have been gained during the registration process. Refer to SOP 2. Once 
CD has been dispatched, sign the reverse of the prescription and file in the 
relevant exemption/payment category. 
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6.42.9 Use Royal Mail Click and Drop to track the package and confirm it has been 
delivered the next day. 

6.42.10 Record supplied of schedule 2 CDs in the register FOLLOWING dispatch and 
collection by Royal Mail 

6.42.11 Record the tracking number and Royal Mail order number found on the 
dispatch label 

6.42.12 If the delivery of the CD is unsuccessful (refer to SOP 5) and returned to the 
pharmacy, enter the CD back into the running balance and return to CD cabinet 

6.42.13 Part supplies of CDs can be made if there is insufficient stock to complete the 
supply 

6.42.14 In this scenario, contact patient once it has been confirmed that there is 
insufficient stock to complete their supply. Discuss options with them and 
determine urgency of prescription  

6.42.15 Inform them of ETA of further stock and when it will be dispatched 

6.42.16 Ensure patient is well informed and notified regularly of the status of the owing 
using live chat and updated the prescription status on their Helphy profile 

6.42.17 If part supply is made, annotate prescription with quantity supplied and quantity 
owed.” 

FAILED DELIVERY OF ROYAL MAIL 24 DISPATCHED CONTROLLED DRUG 
ITEMS 

6.42.18 If a delivery of a parcel containing schedule 2 and 3 (subject to safe custody 
requirements) medication has been attempted by Royal Mail to the patient and 
has not been completed, a staff member is to contact Royal Mail and arrange 
an immediate return of the parcel. Patient contacted to notify them of failed 
delivery, if patient hasn’t already made contact, to establish urgency. 

6.42.19 The parcel is returned to Helphy by Royal Mail using the same service used to 
send to patient, Royal Mail 24. This is to reduce the amount of time a controlled 
drug is in transit. 

6.42.20 On receipt of the controlled drug parcel, patient is immediately contacted to re-
establish urgency of medication. 

6.42.21 CD is taken out of the parcel and returned to safe-custody in the CD cabinet 
by the RP. Entry is made in the controlled drugs register for the particular item 
to log the return. 

6.42.22 If medication is not urgent, re-send parcel and organise with patient for them 
to be available for delivery. Ensure this is done by RP. Refer to SOP 11. 

6.42.23 If medication is urgent, contact prescriber to arrange for an interim prescription 
to be sent to a local community pharmacy while patient is awaiting the re-
delivery. 

6.43 Whilst the Committee noted the information provided with regard to the ice packs and 
the length of time that it was stated that items could be kept in these packs, there was 
nothing provided by the Applicant to demonstrate that an audit process or appropriate 
system is in place which would highlight any items, which might have ceased to be 
refrigerated in transit and therefore be compromised, and how these would be 
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prevented from being given to the patient. In addition, Committee noted SOP 3 
specifically defines a failed delivery as one where there has been no one there to 
accept delivery. It therefore does not include a situation where the cold chain has been 
compromised in transit, and the SOP does not set out how such a situation would be 
recognised and dealt with. The Committee was not therefore confident, as it is required 
to be, that all dispensed cold chain products would be delivered in a safe and effective 
manner.  

6.44 Based on the information before it, the Committee was not satisfied that the Applicant 
had provided information sufficient to show that there would be compliance with 
paragraph 8(1) of Schedule 4.  

6.45 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 

6.46 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). 

6.47 The Committee, having reached its determination for different reasoning to NHS 
England, determined that the decision of NHS England must be quashed.  

6.48 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. 

6.49 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 
that when the appeal was circulated representations had been sought from parties on 
Regulation 25. 

6.50 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 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, 
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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 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 satisfied that all essential services were likely to 
be secured without face to face contact; 

7.2.3 The application is refused. 

Case Manager 
Primary Care Appeals 
 
 


