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PSNC Health Policy and Regulations Subcommittee Agenda 

for the meeting to be held on Tuesday 8th May 2018 

at Mercure Bristol Holland House Hotel and Spa, Redcliffe Hill, Bristol, BS1 6SQ 

commencing at approximately 3.45pm 

 
Members:  Ian Cubbin (Chair), Prakash Patel, Janice Perkins, Stephen Thomas. 
 
Apologies for absence:  None 
 
Minutes of previous meeting and matters arising: The minutes of the meeting held on 13th March 
2018 are set out in Appendix HPR 01/05/18 (pages 7-10) for approval. 
 
Agenda and Subcommittee Work: The ongoing work not on the agenda is set out at Appendix HPR 
02/05/18 (pages 11-12). 
 

1 Consider and resolve regulatory issues associated with the current CPCF and future 
developments; where necessary proactively seek changes to the regulatory framework, to 
support contractors.  

 
Decision: General Data Protection Regulation (GDPR)  
 
On 28 March 2018, the Community Pharmacy GDPR Working Party issued guidance on the GDPR and 
the associated UK legislation, to assist contractors with its implementation. The GDPR guidance was 
issued in four parts, guidance, shorter form guidance, a workbook and FAQs. A separate draft workbook 
has been issued for LPCs. To assist contractors, two webinars have been held and a series of weekly 
articles on the Ψ13 steps ǘƻ ŀǎǎƛǎǘ ŎƻƳǇƭƛŀƴŎŜΩ is being published. The one main outstanding issue is the 
Data Protection Officer (DPO). 
 
The GDPR guidance advised as follows on the DPO: 
 
You may also need to appoint a DPO. The DPO is a formal role for somebody with expertise in data 
protection law and the GDPR, who can give you advice and monitor your compliance. The Information 
/ƻƳƳƛǎǎƛƻƴŜǊΩǎ hŦŦƛŎŜ όL/hύ ŎƻƴŦƛǊƳǎ ǘƘŀǘ ǘƘŜ 5th Ŏŀƴ ōŜ ŀƴ ŜȄƛǎǘƛƴƎ ŜƳǇƭƻȅŜŜ ǇǊƻǾƛŘŜŘ ǘƘŜ 
professional duties of the employee are compatible with the duties of the DPO and do not lead to a 
conflict of interest. Two or more pharmacy businesses can share a DPO. More information on the full 
ǊƻƭŜ ƻŦ ǘƘŜ 5th Ŏŀƴ ōŜ ŦƻǳƴŘ ƛƴ ΨGuidance on the role of the Data Protection OfficerΩ ōȅ bI{ 5ƛƎƛǘŀƭΩǎ 
Information Governance Alliance (IGA) and in our FAQs. 
 
¢ƘŜ ŘǊŀŦǘ 5ŀǘŀ tǊƻǘŜŎǘƛƻƴ !Ŏǘ ŘŜŜƳǎ ŀƭƭ ŎƻƳƳǳƴƛǘȅ ǇƘŀǊƳŀŎƛŜǎ ǘƻ ōŜ άǇǳōƭƛŎ ŀǳǘƘƻǊƛǘƛŜǎέΣ ǿƘƛŎƘ ƳŜŀƴǎ 
that they must have a DPO. We consider that this would be inappropriate for smaller pharmacy 
businesses, where the costs of engaging a DPO are likely to be disproportionate to the benefits; and 
accordingly, we are lobbying for an amendment to the draft legislation to exempt smaller pharmacies 
from this requirement; smaller is not yet defined. If you process personal data concerning health on a 
large-scale you must have a DPO, regardless of whether you are deemed to be a public authority. There 
is little guidance on what amounts to large-scale but what there is suggests that processing by an 
individual practitioner is not large-scale, whereas processing by a hospital is large-scale. 
 
PSNC and other representatives of primary care contractors continue to lobby for an exemption for 
smaller primary care contractors: that they should not have to appoint a DPO. However, it seems 

https://digital.nhs.uk/media/35501/IGA-Guidance-on-the-GDPR-DPO-V1-FINAL/pdf/IGA_-_Guidance_on_the_GDPR_DPO_V1_FINAL


2 

 

increasingly likely that our lobbying will not be successful. The draft Data Protection Act 2018 continues 
to include a provision that requires all primary care contractors, including community pharmacy 
contractors, to appoint a DPO. Accordingly, after the last Community Pharmacy GDPR Working Party 
meeting on 2 May, contractors were advised that it is likely that they will all be required to appoint a 
DPO. A copy of the article is attached as Appendix HPR 03/05/18 (pages 13-14). 
 
Primary care contractor representatives including PSNC are drafting guidance on the role of an internal 
(member of staff) DPO and an external DPO, perhaps shared with other contractors; the NPA has agreed 
to take the lead on assisting its members with this issue. A copy of the draft guidance is attached as 
Appendix HPR 04/05/18 (pages 15-18). ¢ƘŜ ǎǳōŎƻƳƳƛǘǘŜŜΩǎ Ǿiews are requested. 
 
Related issues 
bI{ 5ƛƎƛǘŀƭΩǎ ƴŀǘƛƻƴŀƭ Řŀǘŀ ƻǇǘ-out system offers patients the opportunity to make an informed choice 
about whether they want their personal data to be used for research and planning purposes. There is no 
ƻǇǘ ƻǳǘ ŦƻǊ ǘƘŜ ǳǎŜ ƻŦ ǇŜǊǎƻƴŀƭ Řŀǘŀ ŦƻǊ ŀ ǇŜǊǎƻƴΩǎ individual NHS care and treatment. The office 
published information on this available at: https://psnc.org.uk/optout 
 
Work is ongoing with NHS Digital to map the new IG Toolkit to the GDPR Workbook and various data 
protection templates used by contractors. The aim is to have a question at the start of the IG Toolkit 
which asks if a contractor has completed the GDPR Workbook, and if this is confirmed, relevant sections 
of the Toolkit would be completed automatically.  
 
Subcommittee Action:  

¶ Views on the draft role of the DPO in primary care  

 
Next Steps:  

¶ Continue both lobbying and supporting contractors on the DPO issue 
 
…. 
 
Decision:  Review of the NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 
 
The Department of Health and Social Care (DHSC) completed its first statutory review of the NHS 
(Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 and the overriding message of the 
report is that the regulations have largely achieved the original policy objectives, which remain relevant 
and appropriate to the regulation of NHS pharmaceutical services. The report also makes a number of 
recommendations, which are attached as Appendix HPR 06/05/18 (pages 23-24) and include the 
following: 
 
Distance selling premises ς Misuse and prescription direction [an issue raised by PSNC] 
1. DHSC consults on changes to the 2013 Regulations to require DSPs to declare any vested or 

significant interests and a requirement for DSP contractors to maintain functional websites which 

detail how their services can be accessed nationally and their arrangements for the disposal of 

patient returned waste medicines. 

2. NHS England develop a complaints process to allow suspected breaches to be reported and 

investigated.  

3. DHSC consider how the development and roll out of the electronic prescription service and patient 

nomination processes could help mitigate the issue of prescription direction.   

Exempted applications ς 100 hours per week pharmacies [an issue not raised by PSNC] 

https://psnc.org.uk/optout
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8. Government conduct review of 100 hours per week pharmacies that analyses who uses these 

services and considers if any amendments to the terms of service for 100 hour per week pharmacies 

should be made.   

PSNC has given a cautious welcome to the report and will work with the DHSC and respond to relevant 
consultations and reviews on the recommendations in the report. The full report is at 
https://psnc.org.uk/our-news/dhsc-publishes-report-reviewing-pharmacy-regulations/  
 
Initial views are sought from the subcommittee and it may be helpful to set up a small working party to 
consider the recommendations in detail. 
 
Subcommittee Action:  

¶ Initial views are sought and whether a working party should be set up 

 
Next Steps:  

¶ To await DHSC consultations and reviews and potentially a working party to consider the issues 
 
Report: Regulation 94 appeal   
 
PSNC is waiting to receive details of the appeal provisions for regulation 94 of the NHS (Pharmaceutical 
and Local Pharmaceutical Services) Regulations 2013; having provided a response to 5I{/Ωǎ draft 
appeal provisions. 
 
Subcommittee Action:  

¶ None 

 
Next Steps:  

¶ Inform contractors once the appeal provision is issued 
 

2 Ensure administration of the regulations is undertaken properly and effectively; advising and 
supporting LPCs and contractors  

 
Decision: NHS services from a pharmacy with an ‘NHS contract’ providing services from another 
premises 
 
Last year, concerns were raised with PSNC that a community pharmacy contractor was providing NHS 
services through another retail premises, in this case a registered pharmacy. This is contrary to UK 
ƭŜƎƛǎƭŀǘƛǾŜ ǇǊƻǾƛǎƛƻƴǎ ƻƴ ǘƘŜ ǎǳǇǇƭȅ ƻŦ ƳŜŘƛŎƛƴŜǎ ŀƴŘ ǘƘŜ ΨŎƻƴǘǊŀŎǘǳŀƭΩ Ǉƻǎƛǘƛon with NHS England. The 
concerns were raised with NHS England by letter dated 16 November 2017 (attached as Confidential 
appendix HPR 07/05/18 (pages 25-27). A formal reply is still awaitedΧ. 
 
The letter to NHS England includes the following: 

ΧΦ The retail pharmacy premises is not listed; the opening hours are not regulated; and there has been 
no needs-based assessment. The pharmacy has not been subject to any market entry test (and is not 
exempt from such test) and permission for one pharmacy from which to provide services to the public 
cannot be permission to provide from more than one pharmacy. This is not assembly at a non-ΨŎƻƴǘǊŀŎǘΩ 
pharmacy for supply ŦǊƻƳ ŀ bI{ ΨŎƻƴǘǊŀŎǘΩ ǇƘŀǊƳŀŎȅ ŀƴŘ ǘƘƛǎ ƛǎ ƴƻǘ ŀ collection and delivery 
arrangement from non-pharmacy premises (and even this cannot permit the wholesale abandonment of 
ǘƘŜ ƭŜƎƛǎƭŀǘŜŘ ƴŜŜŘ ŦƻǊ ǇƘŀǊƳŀŎƛŜǎύΧΦ 

https://psnc.org.uk/our-news/dhsc-publishes-report-reviewing-pharmacy-regulations/
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Subcommittee Action:  

¶ Views are sought on the issues  
 

Next Steps:  
¶ To continue to liaise with NHS England and DHSC on the issues 

 
Decision: EPS and healthcare apps  

 
Several apps have been brought to the attention of PSNC that do not appear to encourage patient 
choice of pharmacy and, arguably, direct patients to a specific pharmacy. They also appear to have the 
approval of various NHS organisations such as NHS Digital through its apps library and GPSOC. PSNC 
apps guidance states:  
 
Electronic Prescription Service (EPS) nomination must allow patient choice of pharmacy/dispenser and 
pharmacy/dispenser setting of nominations must only be undertaken where there is informed consent 
from the patient. A poster which sets out the right for patients to make their own choice has been 
produced and pharmacies are asked to display this prominently and as close as practicable to the 
location where patients receive prescriptions. Distance selling, internet pharmacies and apps which 
allow nomination-setting should display this information prominently on their websites/apps and take 
reasonable steps to bring this notice to the attention of all patients, for example by including a copy of 
this notice with dispensed medicines that are delivered to patients. 

PSNC is investigating the issues and liaising with NHS Digital and NHS England. Ten principles have been 
drafted to guide this work, which are attached at Appendix HPR 08/05/18 (page 28) and the 
subcommittee is asked to confirm or revise these principles. 

 
Subcommittee Action:   
¶ Confirm or revise the ten principles 
  

Next Steps:   
¶ Continue work on relevant apps with NHS Digital / NHS England. 

 
Report: Community Pharmacy Contractual Framework (CPAF)  
 
NHS England proposed changes to some of the CPAF questions this year, to which the subcommittee 
responded. Subsequently, the following has been agreed with NHS England: 

¶ Q1  Standard operating procedures (SOPs); Remain 

¶ Q2  Prescribed Medicines Advice; Remove 

¶ Q3  Storage of Prescribed Drugs and Return of Unwanted Medicines; Remain 

¶ Q5  Owings; Remove 

¶ Q4  Dispensing repeat prescriptions (amended question) Amendments reduced and the 
question is rephrased so it can be answered by contractors who do not use repeat dispensing 
(mainly eRD) ς essentially there is one additional question on staff training in level 1 and one 
question from level one moves to level two 

¶ Two new questions: Q11 on safeguarding and Q12 on pharmacy-based audit 

¶ Agreement to remove the question on summary care records on the basis that there are 
discussions between NHSE and PSNC on the underlying issues 

The revised CPAF questions are set out in Appendix HPR 09/05/18 (pages 29-33). 
 
Subcommittee Action:   
¶ None 

https://psnc.org.uk/contract-it/psnc-briefings-pharmacy-contract-and-it/psnc-briefing-08617-features-of-higher-quality-health-apps-and-how-to-give-app-feedback-november-2017/
https://psnc.org.uk/dispensing-supply/eps/patient-nomination-of-a-dispensing-site/nomination-and-patient-consent/
https://psnc.org.uk/dispensing-supply/eps/patient-nomination-of-a-dispensing-site/nomination-and-patient-consent/
https://psnc.org.uk/wp-content/uploads/2015/10/Poster-combatting-prescription-direction-FINAL-MAIN.pdf


5 

 

  
Next Steps:   
¶ Continue to engage with NHS England and NHSBSA to support CPAF 
¶ Information to be published to support contractors with the changes 

 
Report: Post Payment Verification – provider assurance carried out by NHSBSA 

 
NHS England intends to conclude the concept stage of Post Payment Verification or Provider Assurance 
and establish these national procedures on a business as usual basis and, also, introduce a national 
system to recover payments made to contractors where they were not due. The reasons for moving this 
concept on include: 

¶ Community pharmacy contractors are demonstrating high compliance with the post payment 

verification exercise (initial results from the MUR pilot indicated 96% of contractors responding 

to requests for relevant consent forms); 

¶ The vast majority of contractors are able to demonstrate that services have been provided 

where claims are made (90% of contractors were confirmed as verified); 

¶ The feedback from contractors to NHSBSA, which is carrying out this work on behalf of NHS 

England, has been positive; 

¶ Regulation 94 of the NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 

will shortly have an appeal provision for community pharmacy contractors, which means that 

NHS England will be able to start to recover payments made to contractors where they were not 

due; and, 

¶ Relieving local NHS teams from undertaking this work is intended to focus capacity on local 

commissioning activity (although local teams would continue to deal with performance issues 

such as local dispute resolution and breach notices). 

At the next meeting in July this year, the subcommittee and if appropriate the Committee will be invited 
to consider the issues.  

 
Subcommittee Action:   
¶ None  
  

Next Steps:   
¶ Liaise with NHS England for appropriate information to be available for the subcommittee 
meeting in July 2018 

 
 
Report: Information and disclosure Regulations  

 
PSNC met informally with the DHSC to discuss the proposed information and disclosure regulations and 
the likely impact on community pharmacy contractors. 5I{/ ƛƴŘƛŎŀǘŜŘ ǘƘŀǘ ƛǘ ƘŀŘ ŀŎŎŜǇǘŜŘ t{b/Ωǎ 
argument on the meaning of small UK producers for community pharmacy. The PSNC submission was: 

Small UK Producers  
 
Our submission is that the 90 contractor codes that would be above the £5 million threshold for BSA 
reimbursement data own approximately half of the pharmacies in England. Therefore, in relation to 
pharmacy premises, the split between those in the Small UK Producers camp and those that are not is 
about equal. We can share the data with you if that is helpful. 
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DHSC has also made the penalties regime more in line with PSNC comments.  
 
The draft regulations should be available soon. 

 
Subcommittee Action:   
¶ None  
  

Next Steps:   
¶ Await the draft regulations 

 

Report: Community pharmacy submission in the UK Warner-Lambert v Actavis (Lyrica) case 

Attached is PSNCΩǎ submission as an interested party, in the above case (Appendix HPR 10/05/18 
(pages 34-36). Judgment is awaited. 

 
Subcommittee Action:   
¶ None  
  

Next Steps:   
¶ None 

 
 
Any other business  
 
None. 
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Appendix HPR 01/05/18 
 

PSNC Health Policy and Regulations Subcommittee Minutes 

for the meeting held on Tuesday 13 March 2018 

at PSNC Office, 14 Hosier Lane, London EC1A 9LQ 

 
Members: Ian Cubbin (Chair), Janice Perkins, Prakash Patel and Stephen Thomas.  
 
Together with: David Broome, Andrew Lane, Tricia Kennerley, Clare Kerr, Mark Griffiths, Jay Patel and 
Simon Dukes (part of the meeting), Jack Cresswell, Suraj Shah, Will Goh and Gordon Hockey. 
 
Apologies for absence: None. 
 
Minutes of the previous meeting and matters arising 
 
The draft minutes for January 2018 were approved by the subcommittee. 
 
Agenda and Subcommittee Work:  All ongoing matters were noted. 
 

1 Consider and resolve regulatory issues associated with the current CPCF and future 
developments; where necessary proactively seek changes to the regulatory framework, to 
support contractors. 

Decision: General Data Protection Regulation (GDPR) 
 
The Director of Operations and Support introduced the agenda item indicating that: 
 

¶ a sector wide community pharmacy GDPR working party had been considering the issues; 

¶ there are currently three information booklets providing guidance in the form of a 13-letter 

mnemonic DATAPROTECTED, a workbook for contractors to complete and FAQs; 

¶ another information booklet on key information for staff may also be produced; 

¶ the information will be issued to contractors by 25 March to give 2 months for compliance; 

¶ various amendments are being made to the information before it is issued; 

¶ ŀǇǇǊƻǾŀƭ ŦƻǊ ǘƘŜ ƛƴŦƻǊƳŀǘƛƻƴ ƛǎ ōŜƛƴƎ ǎƻǳƎƘǘ ŦǊƻƳ bI{ 5ƛƎƛǘŀƭΩǎ LƴŦƻǊƳŀǘƛƻƴ DƻǾŜǊƴŀƴŎŜ 

Alliance (IGA), which includes a representative from the ICO; 

¶ Views from the IGA may not be received before 25 March 2018; 

¶ the information has been revised to include reference to PSNC templates provided to assist 

current IG compliance by community pharmacy;  

¶ ƛƴ ŜŦŦŜŎǘ ǘƘŜ ƛƴŦƻǊƳŀǘƛƻƴ ŦƻǊ ŎƻƴǘǊŀŎǘƻǊǎ ƛǎ ŀ ΨD5tw ǇŀǘŎƘΩ ƻƴ ǘƘŜ ŜȄƛǎǘƛƴƎ LG requirements. 

¶ Separate to the GDPR work the IG Toolkit is being redesigned into a standard format for all 

primary care contractors and revisions will be made to the GDPR guidance to align this with the 

new IG Toolkit, so far as possible, so that contractors have minimal additional work to comply 

with the IG Toolkit for 2018/19. 

There was discussion of various aspects of the GDPR and guidance including: 
 

¶ the vexed question of whether every pharmacy business will need to appoint a Data Protection 

Officer (DPO) and the role of the DPO, and how pharmacies might share a DPO -  the Director of 
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Operations and Support indicated that the position on DPOs remained unclear (what is known is 

described in the first section of the guidance) and that if every pharmacy must appoint a DPO it 

ƛǎ ƘƻǇŜŘ ǘƘŀǘ ǘƘŜǊŜ ǿƛƭƭ ōŜ ǎƻƳŜ ŦƭŜȄƛōƛƭƛǘȅ ƛƴ ǘƘŜ ƛƴǘŜǊǇǊŜǘŀǘƛƻƴ ƻŦ ǘƘŜ 5thΩǎ ǊƻƭŜΤ ƛǘ ƛǎ 

understood that CCGs will provide DPOs for GP practices; 

¶ the overall structure of the GDPR helpfully pushes back against consent, unless it is genuine and 

can be withdrawn at any time, and permits the use of personal data within various business 

relationships when it is necessary for that business relationship; 

¶ Consent as part of pharmacy practice remains important; 

¶ the retention periods stated in the NHS guidance on retention of records documents may need 

to be reviewed; 

¶ the information should be issued as a version (e.g. 1) so that it can be updated and amended as 

further guidance is issued; 

¶ the information should be issued as Word as well as pdf documents, to ensure contractors can 

complete the workbook in its electronic form; 

¶ the close to final version provided to the community pharmacy GDPR working party later this 

week should be circulated to committee members. 

It was agreed that PSNC, as part of the community pharmacy GDPR Working group, should issue the 
information documents as planned after final revisions. 
 
Decision: Regulation 94, appeal mechanism (Confidential until the Directions are public) 
…. 
 

 Ensure administration of the regulations is undertaken properly and effectively; 
advising and supporting LPCs and contractors 

 
Decision: Community Pharmacy Contractual Framework (CPAF)   
 
The annual CPAF process has been in place for three years and in this fourth year, NHS England has 
decided to replace four of the ten screening questions and amend one as follows: 
 

¶ Q1 ς Standard operating procedures (SOPs);  

¶ Q2 ς Prescribed Medicines Advice;  

¶ Q3 ς Storage of Prescribed Drugs and Return of Unwanted Medicines;  

¶ Q5 -  Owings  

¶ Q4 -  Dispensing repeat prescriptions (amended question) 
 
Although PSNC had liaised with NHS England on its proposed replacement questions, there was concern 
that the balance of the 10 screening questions had not been considered to ensure they were 
challenging, but also reflective of contractor compliance with the terms of service. There was particular 
concern with the question on summary care records.  
 
It was agreed that a discussion should be arranged with NHS England and NHSBSA for the issues to be 
discussed, with a view to revision of the questions this year or next. 
 
Primary Care Support England (PCSE)  
 
The subcommittee noted that PSNC had met with the National Audit Office, which was investigating 
bI{ 9ƴƎƭŀƴŘΩǎ ƳŀƴŀƎŜƳŜƴǘ ƻŦ ǘƘŜ tǊƛƳŀǊȅ /ŀǊŜ {ǳǇǇƻǊǘ ŎƻƴǘǊŀŎǘ ǿƛǘƘ /ŀǇita. 
 



9 

 

It was also agreed that PSNC should consider, as a significant stakeholder, any proposals by PCSE/Capita 
for a web portal for market entry applications, ensuring so far as possible, that implementation of any 
new system is properly resourced and managed by PCSE/Capita to avoid problems for contractors and 
LPCs. 
 
Report: Rebalancing  
 
The committee noted the report in the agenda on the Rebalancing Medicines Legislation and Pharmacy 
wŜƎǳƭŀǘƛƻƴ tǊƻƎǊŀƳƳŜ .ƻŀǊŘΩǎ tŀǊǘƴŜǊǎ CƻǊǳƳ ƳŜŜǘƛƴƎ ƻƴ нн CŜōǊǳŀǊȅ 2018, in particular that: 
 

(i) proposals for a Pharmacy (Responsible Pharmacist and, Superintendent Pharmacist etc.) 

Order 2018 were, broadly: 

¶ The Superintendent Pharmacist (SP) to be retained ς SP should be a senior manager 
with the authority to make decisions that affect the running of the whole retail 
pharmacy business (not necessarily on the Board) with a general duty to secure the 
safe and effective running of the retail pharmacy business (always responsible). A 
pharmacist may act as a SP for more than one company; SP must notify GPhC when 
stopping being the SP; and the pharmacy regulators to set professional standard for 
SPs which extend beyond the sale and supply of medicines; and,  

¶ One Responsible Pharmacist (RP) who would have statutory responsibility for the 
safe and effective running of a pharmacy ς for the business provided at or from the 
pharmacy ς but only when in charge of the pharmacy. (Not responsible for 
establishing, maintaining and keep procedures under review and with no statutory 
record keeping duties.) (Not necessary for the RP to be present for the sale of GSLs.) 
Pharmacy regulators to set appropriate standards and have powers to set detailed 
statutory responsibilities  
(statutory consultation for 12 weeks to commence in April 2018). 

 
(ii) on supervision, currently, the Board has no firm proposals for changes to legislation and in 

ŘǳŜ ŎƻǳǊǎŜ ŜȄǇŜŎǘǎ ǘƻ ǎƘŀǊŜ ŀƴȅ ǎǳŎƘ ǇǊƻǇƻǎŀƭǎ ǿƛǘƘ ǘƘŜ tŀǊǘƴŜǊǎΩ CƻǊǳƳ ŦƻǊ ŘƛǎŎǳǎǎƛƻƴΦ 

 
Any other business  
 
RPS guidance on the Safe and Secure Handling of Medicines in all Care settings: 
 
There was concern that the proposed guidance had received insufficient community pharmacy input to 
date and the guidance should be reconsidered and revised. It was agreed that PSNC would provide a 
short response to the consultation. 
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Appendix HPR 02/05/18  

 
Report on progress on matters previously discussed by the subcommittee (May 
2018 Agenda) 
 

Item Most recent action  Current 
status  

Date of last 
subcommittee 
meeting 
 

Judicial Review  An appeal hearing has been listed for the 
week commencing 21 May 2018 (starting 
on 22 May) with a time estimate of two 
and a half days  
 

Open  N/A 

General Data 
Protection Regulation 
(GDPR) 
 

Agenda item. Information prepared by the 
Community Pharmacy GDPR Working Party 
has been published 
 

Open 03/18 

Primary Care Support 
England ς Capita  

Ongoing. PSNC continues to be involved in 
bimonthly stakeholder meetings with NHS 
England and Capita on PCSE 

Ongoing issues with LPC notifications 
under discussion between representatives 
of LPCs, PSNC, PCSE/Capita and NHS 
England 

The office to consider, any proposals by 
PCSE/Capita for a web portal for market 
entry applications, ensuring so far as 
possible, that implementation of any new 
system is properly resourced and managed 
by PCSE/Capita to avoid problems for 
contractors and LPCs 

Open   

EPS implementation 
losses 
 

Agenda item (confidential) 
 
ΧΦ 
 

Open 01/18 

Information and 
disclosure regulations 
 

Agenda Item - awaiting draft regulations Open  

Post Payment 
Verification 
 

Agenda Item - PPV generally ongoing 
Confidential: the indication is that Flu 
Vaccination PPV will be delayed until 
September when clinical information is not 
included on the PPV patient evidence of 
consent. 
 

Open  

Regs Review 
 

Agenda Item - The DHSC report was 
published on 29 March 2018. Issues 
include prescription direction, issues with 

Open  
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DSPs and 100-hour pharmacies 
 

Direction of 
Prescriptions 
 

This issue has been discussed with DHSC as 
part of the Regs Review. See 
recommendation in the report following 
the Regs Review 
 

Open 10/16 

Rebalancing PSNC is part of the Stakeholder forum.  For 
relevant information and attendees, see: 
https://www.gov.uk/government/groups/p
harmacy-regulation-programme-board  
 

Open 07/16 

FMD Delegated Acts issued.  Department of 
Health and Social Care is currently holding 
meetings with stakeholders regarding 
implementation. The lead on this issue is 
with SDS. For general information, see 
http://psnc.org.uk/contract-it/pharmacy-
regulation/falsified-medicines-directive/  
 

Open  07/16 

Safe Custody 
Regulations 
 

A Home Office review of the Regulations is 
ongoing 
 

Open 01/18 

Rural issues  Comments of the PSNC Rural Group to be 
considered in the PSNC response to the 
Regulations Review and the subsequent 
Report 
PSNC to renew efforts to seek to ensure 
rural GP practices are EPS 2 enabled 
 

Open 10/17 

Out of Pocket expenses Ongoing issues with NHS England issuing 
breach notices where it considers OOP 
expenses were claimed in circumstances 
not permitted by the Drug Tariff; although 
no developments in the last two months 
 

Ongoing 10/17 
 

Planned protection for 
patient access ς PhAS  
 

Agenda item. Most issues are now resolved 
ς ongoing work on calculations for 
payments to LPS contractors. Some 
contractors still report issues unresolved 
 

ΨClosedΩ 03/17 

Approved Particulars On 1 February 2018, updated Approved 
Particulars (APs) were published on NHS 
9ƴƎƭŀƴŘΩǎ website: 
https://www.england.nhs.uk/publication/a
pproved-particulars/  
  
 

Closed  

  

https://www.gov.uk/government/groups/pharmacy-regulation-programme-board
https://www.gov.uk/government/groups/pharmacy-regulation-programme-board
http://psnc.org.uk/contract-it/pharmacy-regulation/falsified-medicines-directive/
http://psnc.org.uk/contract-it/pharmacy-regulation/falsified-medicines-directive/
https://www.england.nhs.uk/publication/approved-particulars/
https://www.england.nhs.uk/publication/approved-particulars/
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Appendix HPR 03/ 05/18 
 

DRAFT ARTICLE   
 
GDPR: Appointing a Data Protection Officer 
 
PSNC is now advising community pharmacy contractors to start making plans to appoint a Data 
Protection Officer (DPO) as part of their journey towards compliance with the General Data Protection 
Regulation (GDPR) and the associated (currently draft) UK Data Protection Act 2018. 
 
In Version 1 of the Guidance for Community Pharmacy (Part 1), we advised that all community 
ǇƘŀǊƳŀŎƛŜǎ Ψmay also need to appoint a DPO. The DPO is a formal role for somebody with expertise in 
data protection law and the GDPR, who can give you advice and monitor your complianceΦΩ  
However, it is now looking increasingly likely that the Data Protection Act 2018 in final form will require 
all community pharmacies to appoint a DPO and PSNC recommends that contractors begin exploring 
their options. 
 
To meet the DPO requirement, contractors can either appoint a member of staff an external person, 
perhaps shared with other community pharmacies locally. The Community Pharmacy GDPR Working 
Party will issue further guidance, as will the NPA, which has agreed to lead on the issue for its members. 
CƻǊ ƴƻǿΣ ŎƻƴǘǊŀŎǘƻǊǎ ǎƘƻǳƭŘ ŎƻƴǎƛŘŜǊ ǘƘŜ ŦƻƭƭƻǿƛƴƎ ŘŜǘŀƛƭǎ ǇǊƻǾƛŘŜŘ ōȅ ǘƘŜ LƴŦƻǊƳŀǘƛƻƴ /ƻƳƳƛǎǎƛƻƴŜǊΩǎ 
Office (ICO): 
 
¶ DPOs assist you to monitor internal compliance, inform and advise on your data protection 

obligations, provide advice regarding Data Protection Impact Assessments (DPIAs) and act as a 
contact point for data subjects and the supervisory authority. 

¶ The DPO must be independent, an expert in data protection, adequately resourced, and report 
to the highest management level. 

¶ A DPO can be an existing employee or externally appointed. 
¶ In some cases, several organisations can appoint a single DPO between them. 
¶ DPOs can help you demonstrate compliance and are part of the enhanced focus on 

accountability. 
¶  

Further guidance on the role of the DPO is available from the ICO ŀƴŘ bI{ 5ƛƎƛǘŀƭΩǎ LƴŦƻǊƳŀǘƛƻƴ 
Governance Alliance (IGA) at https://digital.nhs.uk/data-and-information/looking-after-
information/data-security-and-information-governance/information-governance-alliance-iga/general-
data-protection-regulation-gdpr-guidance   
 
As we said in the Guidance for Community Pharmacies (part 1): 
 
If you are worried about getting everything done in time, two quotes from the Information 
/ƻƳƳƛǎǎƛƻƴŜǊ 9ƭƛȊŀōŜǘƘ 5ŜƴƘŀƳΩǎ ōƭƻƎ Ƴŀȅ ǊŜŀǎǎǳǊŜ ȅƻǳΥ  
άD5tw ŎƻƳǇƭƛŀƴŎŜ ǿƛƭƭ ōŜ ŀƴ ƻƴƎƻƛƴƎ ƧƻǳǊƴŜȅέΤ ŀƴŘ άΧ ƛŦ ȅƻǳ Ŏŀƴ ŘŜƳƻƴǎǘǊŀǘŜ ǘƘŀǘ ȅƻǳ ƘŀǾŜ ǘƘŜ 
appropriate systems and thinking in place you will find the ICO to be a proactive and pragmatic 
ǊŜƎǳƭŀǘƻǊ ŀǿŀǊŜ ƻŦ ōǳǎƛƴŜǎǎ ƴŜŜŘǎ ŀƴŘ ǘƘŜ ǊŜŀƭ ǿƻǊƭŘέΦ 
 
Informally, the message from those involved with GDPR is that they are not expecting everybody to be 
fully compliant with GDPR on 25 May 2018, not least because the UK legislation is not yet in place. 
 
PSNC and the NPA, along with representatives of other primary care contractors, have been calling on 
the Government to make an exemption for smaller NHS providers as we believe that the DPO 
requirement is inappropriate for smaller pharmacy businesses and will continue to lobby for 

https://ico.org.uk/for-organisations/guide-to-the-general-data-protection-regulation-gdpr/accountability-and-governance/data-protection-officers/
https://digital.nhs.uk/data-and-information/looking-after-information/data-security-and-information-governance/information-governance-alliance-iga/general-data-protection-regulation-gdpr-guidance
https://digital.nhs.uk/data-and-information/looking-after-information/data-security-and-information-governance/information-governance-alliance-iga/general-data-protection-regulation-gdpr-guidance
https://digital.nhs.uk/data-and-information/looking-after-information/data-security-and-information-governance/information-governance-alliance-iga/general-data-protection-regulation-gdpr-guidance
https://psnc.org.uk/our-news/gdpr-primary-care-leaders-press-for-exemption-for-smaller-nhs-providers-from-need-to-appoint-dpo/
https://psnc.org.uk/our-news/gdpr-primary-care-leaders-press-for-exemption-for-smaller-nhs-providers-from-need-to-appoint-dpo/
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amendment to the Data Protection Act 2018. However, we now find ourselves in the position that, we 
must advise contractors to appoint a DPO. 
 
Additional information 
 
We are also taking the opportunity to clarify two other issues: 
 

1. Template D: Data Protection Impact Assessment (DPIA) 
Community pharmacies processing data concerning health on a large-scale must carry out a Data 
Protection Impact Assessment (DPIA). The Workbook made this clear. However, what is not clear is the 
interpretation of large-scale. We were expecting this to be clarified as part of the discussions on the 
DPO issue. Therefore, the Community Pharmacy GDPR Working Party will be issuing a model DPIA, as an 
addition to the Workbook, and we recommend that all contractors, including smaller community 
pharmacies, complete a DPIA as part of preparations for GDPR compliance.  
 

2. Template A: Decide who is responsible – the Caldicott Guardian  
It is not mandatory for pharmacy contractors to appoint a registered Caldicott Guardian, though they 
may choose to do so if this makes sense for their organisation. There should be somebody at a high 
level within the organisation ς which might be the IG Lead ς who takes responsibility for protecting the 
ŎƻƴŦƛŘŜƴǘƛŀƭƛǘȅ ƻŦ ǎŜǊǾƛŎŜ ǳǎŜǊǎΩ ƘŜŀƭǘƘ ŀƴŘ ŎŀǊŜ Řŀǘŀ ŀƴŘ ƳŀƪƛƴƎ ǎǳǊŜ ǘƘŀǘ ƛǘ ƛǎ ǳǎŜŘ ŀǇǇǊƻǇǊƛŀǘŜƭȅΦ  
 
The Caldicott Guardian manual can be a useful resource to assist in this job role and the Caldicott 
Guardian Council can provide help and guidance. 
 
PSNC Director of Operations and Sport, Gordon Hockey, said: 
 
ΨLǘ ŀǇǇŜŀǊǎ ǘƘŀǘ ǘƘŜ ¦YΩǎ 5ŀǘŀ tǊƻǘŜŎǘƛƻƴ !Ŏǘ нлму ƛǎ ƭƛƪŜƭȅ ǘƻ ŘŜŜƳ ŀƭƭ ŎƻƳƳǳƴƛǘȅ ǇƘŀǊƳŀŎƛŜs to be 
public authorities (even though they are not). It seems that the common-sense and pragmatic approach 
ƻŦ 9ǳǊƻǇŜŀƴ ƭŜƎƛǎƭŀǘƻǊǎ ƻƴ ǘƘƛǎ ƛǎǎǳŜ ǿƛƭƭ ƴƻǘ ōŜ ŦƻƭƭƻǿŜŘ ƛƴ ǘƘŜ ¦YΦΩ 
 
PSNC is disappointed by the current stance that the Government is taking on this issue and so will 
continue to work with representatives of other primary care contractors to lobby against this. In the 
meantime, the Community Pharmacy GDPR Working Party will be considering guidance to assist smaller 
contractors in deciding how theȅ ŀǊŜ ƎƻƛƴƎ ǘƻ ƳŜŜǘ ǘƘŜ 5th ǊŜǉǳƛǊŜƳŜƴǘΦέ 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.gov.uk/government/groups/uk-caldicott-guardian-council
https://www.gov.uk/government/groups/uk-caldicott-guardian-council
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Appendix HPR 06/ 05/18 
 

The National Health Service (Pharmaceutical and Local 

Pharmaceutical Services) Regulations 2013  

Post Implementation Review  

Summary of recommendations  

 

Recommended regulatory amendments 

 

 Distance selling premises ς Misuse and prescription direction  

9. DHSC consults on changes to the 2013 Regulations to require DSPs to declare any vested or significant 
interests and a requirement for DSP contractors to maintain functional websites which detail how their 
services can be accessed nationally and their arrangements for the disposal of patient returned waste 
medicines. 

10. NHS England develop a complaints process to allow suspected breeches to be reported and 
investigated.  

11. DHSC consider how the development and roll out of the electronic prescription service and patient 
nomination processes could help mitigate the issue of prescription direction.   

Minor and temporary relocations  

12. DHSC consults on amendments to the 2013 Regulations to allow for a more streamlined application 
process in the event of very minor and temporary relocations. 

13. NHS England review and develop guidance to facilitate and administer accelerated application routes for 
very minor and temporary relocations. 

Dispensing Doctors - Amalgamating practices and dispensing rights 

14.  DHSC monitor the developing legislation with regards to Accountable Care Systems and make an 
assessment by 31 March 2019 about any action required to support partnership working.  

15. DHSC review and consider if within Part 8 of the 2013 Regulations, the regulations determining the 
rights for doctors to dispense should be redrafted to simplify these arrangements, subsequently 
consulting on any proposed simplification of the regulations.  

Exempted applications ς 100 hours per week pharmacies  

16. Government conduct review of 100 hours per week pharmacies that analyses who uses these services 
and considers if any amendments to the terms of service for 100 hour per week pharmacies should be 
made.   

Determination of controlled or reserved localities - 5 year application restriction  

17. DHSC consults on amendments to the 2013 Regulations to allow for a further challenge against a 
determination to be made, if the first application is refused or withdrawn on the basis of administrative 
error.  

Retrospective correction of drug reimbursement price 

18. DHSC consults on a redraft of Regulation 93(2) to more clearly define the circumstances with 
retrospective effect under which determinations may and may not be published.  

Attending oral hearings for appeals 

19. DHSC consults on amending Schedule 3 paragraph 8 to remove the requirement to formally request 
attendance at oral hearings for interested parties.  

Breach and remedial notices ς provision to rescind 

20. DHSC consults on amending the 2013 Regulations to allow for breach or remedial notices to be 
rescinded.  
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Local dispute resolution 

21. NHS England consider whether regional NHS teams would benefit from further guidance to support and 
standardise  decision making about when to take action to remove a pharmacy contractor from a 
pharmaceutical list.  

22. DHSC consults on amending Regulation 69 (3)(b)(i) to better detail the circumstances under which NHS 
England can proceed immediately with the issue of a notice regarding opening hours or to remove this 
provision to require local dispute resolution processes.   

Regulatory references  

23. DHSC consults on amending the 2013 Regulations to reflect the General Data Protection Regulation 
(GDPR) (Regulation (EU) 2016/679) which comes into force on 25 May 2018, if this has not already 
happened as part of a general updating exercise, and any other references that may be required 
following the subsequent development and implementation of legislation.    

 

Additional recommendations  

 

PNA quality and consistency  

24. DHSC review the guidance made available to support the development of PNA documents and consider 

if and how this guidance could help increase the quality and consistency of these documents, as well as 

how this guidance could better link with the development of Local Sustainability and Transformation 

Plans. 

Opening Hours - Bank holidays and work breaks 

25. NHS England monitor the impact of requirements agreed as part of the community pharmacy 

contractual framework from April 2018 which requires pharmacies eligible for quality payments to 

record their bank holiday opening hours on NHS Choices.  

26. NHS England work with business stakeholders to develop and promote planning procedures to improve 

the administration of opening hours on bank holidays. It is recommended that in the first instance this 

group look to develop a non-regulatory solution to maintain flexibility within the system. 

Embedded site pharmacies ς Directions to open  

27. NHS England  review the relevant guidance to consider if regional NHS teams require further 

clarification about directions with regards to embedded site pharmacies.  

28. NHS England work with business stakeholders to establish a means by which NHS England regional NHS 

teams can receive information enabling them to identify embedded site pharmacies and remain 

informed as to the opening hours of pharmacies on bank holidays. 

Emergency protocols  

29. DHSC further explore whether the criteria set out at Regulation 61 remains fit for purpose.  

30. NHS England develop protocols and procedures which can be applied in the event of an emergency, 

which  take into consideration new provisions and requirements detailed in legislation currently being 

developed on pandemic flu epidemics and response procedures. 
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         Appendix HPR 08/ 05/18 
 
 

1. Patients must be free to choose any pharmacy to dispense their prescription; 
 

2. Patient sign up to the nomination process must be separate to any other sign up process. It 
should be unbundled from other sign up procedures, for example, online GP services; it should 
also require proactive agreement (not a pre-ticked box); 
 

3. Patient information with NHS approval Ƴǳǎǘ ƴƻǘΣ ŘƛǊŜŎǘƭȅ ƻǊ ƛƴŘƛǊŜŎǘƭȅΣ ŘƛǊŜŎǘ ǇŀǘƛŜƴǘǎΩ 
prescriptions to be sent to a pharmacy; 
 

4. Patient information with NHS approval should follow the formal guidance on the nomination 
process (guidance approved by NHS England and NHS Digital); 
 

5. Patient information must follow the NHS (Pharmaceutical and Local Pharmaceutical Services) 
Regulations 2013 on nominations; 
 

6. Patient information provided by General Practitioners must include a list of all pharmacies in 
the area that provide EPS (as provided for in the GP contract); 
 

7. Pharmacies (including, for example, when using third party apps) must have the informed 
consent or agreŜƳŜƴǘ ƻŦ ŀ ǇŀǘƛŜƴǘ ǘƻ ŘƛǎǇŜƴǎŜ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǇǊŜǎŎǊƛǇǘƛƻƴΤ 
 

8. Pharmacies must comply with the NHS (Pharmaceutical and Local Pharmaceutical Services) 
Regulations 2013 including those aspects on nominations and prescription inducements 
(including, for example, when using third-party apps); 
 

9. General practitioners must not seek to persuade a patient to nominate a specific pharmacy (as 
provided for in the GP contract), including, for example, when using third party apps;  
 

10. The NHS logo should be used only in accordance with NHS identity guidelines, e.g. only by 
service providers and not third parties; 
 

11. The criteria for NHS app library approval, or any similar NHS approval procedure (e.g. GPSoC) 
and inclusion in the NHS app library or GPSoC approval should be given/continue of if there is 
adherence to the above criteria (1-10). 
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         Appendix HPR 09/ 05/18 
 
 
Question 1: Standard Operating Procedures (SOPs) 
 
Please answer question 1 while considering the following SOPs: 

¶ Dispensing drugs and appliances 

¶ Repeat dispensing 

¶ Providing advice and support to people caring for themselves or their families 
 
Requirements for having SOPs are included in a number of different pieces of legislation or 
specification, for instance, 

¶ The Medicines (Pharmacies) (Responsible pharmacist), Regulations 2008 

¶ NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 

¶ Enhanced Services that are commissioned locally 
 
Level 1 
 
We have SOPs for dispensing, repeat dispensing and support for self-care 
The SOPs have been formally reviewed every two years or earlier if needed 
 
Level 2 
 
Each of the SOPs have been read by every staff member to which it applies 
Staff fully understand the SOPs and work in accordance with them 
 
Level 3 
An audit of staff adherence with SOPs has been conducted within the last 2 years and action has been 
taken as a result of the audit 
 
Question 2: Prescribed Medicines Advice 
 
The question relating to providing advice to patients has been retired for 2018. 
  
Question 3: Storage of Prescribed Drugs and Return of Unwanted Medicines 
 
When we hand out a medicine that we have dispensed, information on safe storage and returns is 
provided by: 
 
Level 1 
 
Information is made available in the pharmacy or on the website e.g. displayed on a poster or on the 
dispensing bag 
 
Level 2 
 
Extra information being given verbally when we believe it needs reinforcement 
 
Level 3 
 
Printed information being reinforced more frequently for high risk medicines 
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Question 4: Repeat Dispensing 
 
For the purposes of this questionnaire repeat dispensing means 'batch prescriptions', i.e. NHS repeat 
prescriptions (including ERD). 
 
Has your pharmacy carried out repeat dispensing in the last year?* 
Yes 
No 
 
If you answer no to the question above, please answer the following questions as to what you would do 
if you were to receive a repeat dispensing prescription.  
 
Thinking about repeat dispensing: 
 
Level 1 
 
We train relevant staff to deliver repeat dispensing. 
We ask the patient whether their condition has changed 
 
Level 2 
 
We ask the patient whether they actually need each item 
 
If the patient doesn't need an item we record that it wasn't supplied 
 
Level 3 
 
We regularly review reasons why items are not supplied and provide relevant feedback to the 
prescriber/patient where appropriate 
 
 
Question 5: Owings 
 
The question relating to owings has been retired for 2018. 
 
 
Question 6: Prescription Based Interventions 
 
When appropriate we provide advice to people presenting prescriptions that appear to: 

¶ have diabetes 

¶ be at risk of coronary heart disease (especially those with high blood pressure) 

¶ smoke or are overweight 
with the aim of increasing the person's knowledge and understanding of the health issues which are 
relevant to that person's personal circumstances by: 
 
Level 1 
 
Providing leaflets in the pharmacy or on the website for patients to self-select 
Providing additional advice directly to the patient/carer when asked 
 
Level 2 
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Taking opportunities to provide advice directly to patients/carers where appropriate for the above 
patient groups 
Making a note where appropriate of the advice in a form that facilitates audit of provision of the service 
and follow up care for the person given the advice 
 
Level 3 
 
Using records of previous advice given to follow up with patients when necessary 
Actively seeking opportunities to provide ongoing support backed up with written information e.g. 
leaflet when dispensing their blood pressure medication (following the first time) 
 
Question 7: Signposting 
 
NHS England advises that you use NHS Choices (www.nhs.uk), the NHS England website, and local CCG 
and Local Authority websites to obtain up to date signposting information in addition to any paper 
based or emailed information that may be supplied from time to time. 
 
When a customer requires advice or treatment which we do not provide in our pharmacy we: 
 
Level 1 
 
Use signposting information to find out where the customer can get the advice or treatment they need 
and provide them with the details 
 
Level 2 
 
Make a note where appropriate of the information provided in a form that facilitates audit of provision 
of the service and follow up care for the person given signposting information 
 
Level 3 
 
Use the record of the written referral to follow up with customers if necessary 
We tell customers about local services where individual members of staff know about these from their 
own knowledge 
Use additional information (e.g. leaflets, or from the internet) alongside the signposting information 
that we have gathered together for ourselves and provide the customer with these details 
 
 
Question 8: Clinical Governance - Risk Management: I 
 
When a patient safety incident occurs in the pharmacy: 
 
Level 1 
 
Relevant staff members are informed and know their responsibilities for incident recording investigation 
and reporting 
 
Level 2 
 
We make a patient safety incident report to the National Reporting and Learning System (either directly 
or via Head Office) 
Relevant staff participate in discussion about actions to be taken including detail of any steps to reduce 
risk of recurrence 
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Records are kept of the analysis and response to critical incidents 
 
Level 3 
We discuss past incidents to ensure any actions adopted have been implemented and have effected the 
desired change 
 
 
Question 9: Clinical Governance - Locums 
It is recognised that some of the process of engaging a locum may be undertaken by someone who is 
not at the pharmacy, if this is the case please contact the relevant person to establish your current 
processes: 
 
When a locum is engaged the person(s) responsible for engaging the locum and ensuring they are able 
to perform the required tasks: 
 
Level 1 
 
Checks their availability and books them 
Informs them of location, opening times and key contacts 
 
Level 2 
 
Checks their registration with the GPhC 
Carries out appropriate checks where required e.g. for MUR accreditation and smartcards (if the 
pharmacy is enabled for the electronic prescription service) 
Provides all other information the locum will need to be able to perform their duties 
 
Level 3 
 
Speaks to, or asks another representative from the pharmacy to speak to the locum beforehand to 
discuss anything they might reasonably need to know 
Provides feedback to the locum following their employment - either directly or indirectly 
 
Question 10 - Training & Performance Management 
 
Staff members: 
 
Level 1 
 
Keep up to date by reading pharmacy training material on an ad hoc basis 
Have a training record 
Undergo an induction when joining the pharmacy 
 
Level 2 
 
Have an induction that includes a training needs assessment in respect of any role they are asked to 
perform 
Have a training needs assessment that aligns their training needs with the needs of the business 
Are supported to access training appropriate to meet needs identified 
Are subject to a process to address poor performance where this occurs 
 
Level 3 
Have an annual appraisal 
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Question 11 - Safeguarding 
 
We manage safeguarding issues by: 
 

 
 
Question 12 – Pharmacy based audit 
Q12. Thinking about your pharmacy-based audit in 2017/18: 

 
 
 
 
 
 
 
 
 

Level 1 

The pharmacy has appropriate safeguarding procedures.  

The pharmacist is aware of how safeguarding issues should be reported and to whom. 

All pharmacy staff are aware of when to raise safeguarding concerns to the pharmacist. 

Level 2 

Contact information for safeguarding interventions is kept up to date. 

The pharmacist and pharmacy technicians have received appropriate training on safeguarding. 

Level 3 

Any safeguarding issues that have occurred are reflected upon by the pharmacy team.  

Level 1 

The pharmacy has completed one pharmacy based clinical audit in in 2017/8 

The subject of the 2017/18 audit was____ 

 

Level 2 

The pharmacy based clinical audit in 2017/18 had a clear purpose and objective. 

The pharmacy based clinical audit in in 2017/18 identifies audit outcomes. 

Any actions identified in the pharmacy based clinical audit to improve care for patients were 

implemented. 

 

Level 3 

 
More than one pharmacy based clinical audit was conducted in 2017/18. 
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Appendix HPR 10/05/18 
 
8 January 2018     Pharmaceutical Services Negotiating Committee 

14 Hosier Lane, London     EC1A 9LQ 

 

The President and Justices of the Supreme Court 

The Supreme Court of the United Kingdom 

Parliament Square 

London 

SW1P 3BD 

 

Dear Court 

Community pharmacy submission in the UK Warner-Lambert v Actavis (Lyrica) case 

PSNC promotes and supports the interests of all NHS community pharmacies in England and is 

recognised by the Secretary of State for Health as the body that represents NHS community pharmacy 

contractors.  

Background 

Community pharmacies in England dispense around one billion prescription items each year. In addition 

to dispensing medicines, all community pharmacies provide advice and support on self-care, signposting 

people to appropriate sources of care, participate in public health campaigns and accept unused 

ƳŜŘƛŎŀǘƛƻƴ ŦƻǊ ǎŀŦŜ ŘƛǎǇƻǎŀƭΦ  aŀƴȅ ǇƘŀǊƳŀŎƛŜǎ ŀƭǎƻ ǇǊƻǾƛŘŜ Ψ!ŘǾŀƴŎŜŘ ǎŜǊǾƛŎŜǎΩΥ ǎŜǊǾƛŎŜǎΣ ƛƴŎƭǳŘƛƴƎ 

medicines use reviews, and support for patients newly prescribed a medicine for specified conditions, 

and other pharmaceutical services, which may be nationally or locally commissioned, by Clinical 

Commissioning Groups or Local Authorities.   

NHS pharmaceutical services are provided by community pharmacies, in accordance with Terms of 

Service set out in the NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013. 

Pharmacy remuneration and reimbursement for medicines are set out in the Drug Tariff and prices for 

in-patent, branded medicines are considerably higher than for generic alternatives. Under the current 

Drug Tariff, a pharmacy will be reimbursed for the lower cost generic medicine if the prescription is 
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written for the generic. In addition, the reimbursement system incentivises pharmacies to purchase 

generic medicines at the lowest possible price for the NHS.  

Pharmacies and pharmacists also have professional obligations set out by the General Pharmaceutical 

/ƻǳƴŎƛƭΣ ǘƘŜ ǇƘŀǊƳŀŎȅ ǊŜƎǳƭŀǘƻǊΣ ŦƻǊ ŜȄŀƳǇƭŜΣ Ψ{ǘŀƴŘŀǊŘǎ ŦƻǊ ǊŜƎƛǎǘŜǊŜŘ ǇƘŀǊƳŀŎƛŜǎΩ ŀƴŘ Ψ{ǘŀƴŘŀǊŘǎ ŦƻǊ 

ǊŜƎƛǎǘŜǊŜŘ ǇǊƻŦŜǎǎƛƻƴŀƭǎΩΦ ¢ƘŜ ŦƛǊǎǘ ǎǘŀƴŘŀǊŘ ŦƻǊ ǇƘŀǊƳŀŎȅ ǇǊƻŦŜǎǎƛƻƴŀƭǎ ƛǎ ǘƘŀǘ ǘƘŜȅ Ƴǳǎǘ ΨǇǊƻǾƛŘŜ 

person-ŎŜƴǘǊŜŘ ŎŀǊŜΩΣ ǿƘƛŎƘ ƛƴǾƻƭǾŜǎ ǇǊƻǾƛŘƛƴƎ ǎŀŦŜ ŀƴŘ ŜŦŦŜŎǘƛǾŜ ŎŀǊŜ ōŀǎŜŘ ƻƴ ŀ ǇŀǘƛŜƴǘΩǎ ƴŜŜŘǎΦ ¢ƘŜ 

Royal Pharmaceutical Society of Great Britain, the professional body for pharmacists isǎǳŜǎ ŀ ΨtǊŀŎǘƛŎŜ 

Guidance ς Good Dispensing Guidelines ς 9ƴƎƭŀƴŘΩΦ 

Pharmacy practice 

Pharmacies dispensing medicines to patients may prepare the medicine on the pharmacy premises 

(extemporaneous dispensing), re-package the medicine or add additional tablets to the medicines 

original packaging (generally considered to be assembly of the product), or may dispense the medicine 

in its original pack (original pack dispensing), depending on the prescription. In the current case, 

pregabalin is generally dispensed in its original pack, or may be assembled with additional strips of 

tablets added to a box of pregabalin tablets. Dispensed medicines must be labelled in accordance with 

Regulation 258 and Part 1 of Schedule 25 of the Human Medicines Regulations 2012 and include the 

following details: 

1. ..the name of that individual [patient].  

2. The name and address of the person who sells or supplies the product.  

3. The date on which the product is sold or supplied.  

4. Unless paragraph 5, applies, such of the following particulars as the appropriate practitioner 

who prescribed the product may specify-- (a) the name of the product or its common name; (b) 

directions for use of the product; and (c) precautions relating to the use of the product.  

5. This paragraph applies if the pharmacist, in the exercise of professional skill and judgement, is of 

the opinion that the inclusion of one or more of the particulars mentioned in paragraph 4 is 

inappropriate.  

6. Where paragraph 5 applies, the pharmacist may include such particulars, of the same kind as 

those mentioned in paragraph 4, as the pharmacist thinks appropriate 

¢ƘŜ ǇǊŜǎŎǊƛǇǘƛƻƴ ŀƎŀƛƴǎǘ ǿƘƛŎƘ ƳŜŘƛŎƛƴŜ ƛǎ ŘƛǎǇŜƴǎŜŘ ǿƛƭƭ ƴƻǘ ƛƴŎƭǳŘŜ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ŘƛŀƎƴƻǎƛǎ όŜȄŎŜǇǘ 

perhaps in rare cases), nor will the paǘƛŜƴǘΩǎ ǎǳƳƳŀǊȅ ŎŀǊŜ ǊŜŎƻǊŘǎΤ ǇŀǘƛŜƴǘǎ Řƻ ƴƻǘ ŀƭǿŀȅǎ ƪƴƻǿ ǘƘŜƛǊ 

diagnosis and many prescriptions are collected by relatives and carers, friends and neighbours, who do 

not know the diagnosis.  
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In addition, pharmacies do not routinely have information about ŀ ǇŀǘƛŜƴǘΩǎ ƳŜŘƛŎŀƭ ŎƻƴŘƛǘƛƻƴ ŀƴŘ ŀǊŜ 

not expected to obtain it as part of their duties under the Terms of Service.  Where an Advanced service 

ƛǎ ǘƻ ōŜ ǇǊƻǾƛŘŜŘΣ ƛƴ ǿƘƛŎƘ ǘƘŜ ǇƘŀǊƳŀŎƛǎǘ ǿƛƭƭ ƴŜŜŘ ǘƻ ǳƴŘŜǊǎǘŀƴŘ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ŎƻƴŘƛǘƛƻƴǎΣ ǎǇŜŎƛŦƛŎ 

patient consent to the service is required. Some medicines are used only for a single condition, but 

many are used for different conditions. 

There is also no professional expectation that a pharmacist will always question a patient about his or 

her diagnosis, and it would not be considered by a pharmacy to be a part of the professional service if 

the purpose for the question did not relate to the care of the patient, but related only to a second 

medical use patent claim, or potential claim, by a pharmaceutical manufacturer.   

Specific issues 

We accept that generally, prescribers and pharmacies should not prescribe or supply a generic medicine 

ƛŦ ǘƘŜȅ ƪƴƻǿ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ŘƛŀƎƴƻǎƛǎ ŀƴŘ ǘƘŀǘ ǘƘƛǎ ƛǎ ǿƛǘƘƛƴ ǘƘŜ ǇŀǘŜƴǘŜŘ ƛƴŘƛŎŀǘƛƻƴΦ CƻǊ ǇƘŀǊƳŀŎƛŜǎΣ ƛƴ 

some cases, this could mean asking patients to seek a new prescription from their prescriber. The 

ǇǊŜǎŎǊƛōŜǊ ƪƴƻǿǎ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ŘƛŀƎƴƻǎƛǎ ƻǊ ǎȅƳǇǘƻƳǎ ŀƴŘΣ ƎŜƴŜǊŀƭƭȅΣ ǎƘƻǳƭŘ ōŜ ŀōƭŜ ǘƻ ǇǊŜǎŎǊƛōŜ ŀ 

branded or generic medicine, as appropriate.  Prescribers often use software prescribing support 

systems and our understanding is that these can be programmed, if necessary, to flag the conditions for 

which a generic may not be prescribed. 

If a pharmacy is presented with a prescription for the generic medicine and in good faith dispenses the 

generic, there should be no risk of litigation relating to second medical use patents.  For reasons already 

ŘƛǎŎǳǎǎŜŘΣ ǘƘŜ ǇƘŀǊƳŀŎȅ ǿƛƭƭ ƴƻǘ ǳǎǳŀƭƭȅ ƪƴƻǿ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ŘƛŀƎƴƻǎƛǎΦ  

We are concerned that if the foreseeability test advocated by Warner-Lambert is accepted, pharmacies 

would be obliged to stock and dispense only the branded medicine, to avoid any patent breach. 

Pharmacies would need to be reimbursed for the higher priced branded medicine and the market for 

the generic would be minimal. This would be an unwarranted expense to the public purse, particularly 

ǿƘŜǊŜ ǘƘŜ ǇŀǘŜƴǘŜŘ ƛƴŘƛŎŀǘƛƻƴ ŀŎŎƻǳƴǘǎ ŦƻǊ ƻƴƭȅ ŀ ǎƳŀƭƭ ǇŀǊǘ ƻŦ ǘƘŜ ƳŜŘƛŎƛƴŜΩǎ ǘƻǘŀƭ ǳǎŀƎŜΦ tƘŀǊƳŀŎƛŜǎ 

holding stock of the generic would be at risk of litigation, despite all reasonable efforts to avoid a patent 

breach.  

 

Yours faithfully 

 

Gordon Hockey 


