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PSNC Health Policy and Regulations Subcommittee Agenda 

for the meeting to be held on Tuesday 10th October 2017 

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

commencing at 11.00am in the Southgate room 

 
Members:  Ian Cubbin (Chair), David Evans, Prakash Patel, Janice Perkins, Stephen Thomas. 

 
Apologies for absence 
 
At the time of setting the agenda, no apologies for absence have been received. 
 

Minutes of previous meeting and matters arising 
 
The minutes of the meeting in May are attached and the report in July 2017 are set out in Appendix 
HPR 01/10/17 (pages 9-13). [Not attached]  
 

Agenda and Subcommittee Work 
 
Below is the progress and actions required against the subcommittee’s work plan for the year. The 
Subcommittee is asked to consider the reports; to address any actions required; and to comment on the 
proposed next steps. 
 
All ongoing matters not on the main agenda (and items closed at the last meeting) are set out in 
Appendix HPR 02/10/17 (pages 14-15).  
 

1 Considering and where necessary, proactively seeking, potential changes in the 
regulatory framework that could support contractors and robustly responding to any 
Government proposals, including on remote dispensing and supervision 

 
Report: ETP claims – Switching - confidential 
 
……… 
 
Decision:  Review of the NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 
 
The Department of Health (DH) is undertaking the first 5-yearly statutory review of the NHS 
(Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 which must be published by 31 
March 2018. The scope of the review is set out in regulation 121, which states: 
 

Review of these Regulations 
(1) The Secretary of State must, in accordance with paragraphs (2) to (4)— 

(a) carry out reviews of these Regulations; 
(b) set out the conclusions of each review in a report; and 
(c) publish each report. 

(2) Each report must in particular— 
(a) set out the objectives intended to be achieved by these Regulations; 
(b) assess the extent to which those objectives have been achieved; 
(c) assess whether those objectives remain appropriate; and 
(d) if those objectives remain appropriate, assess the extent to which they could be 
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achieved in another way which involves less onerous regulatory provision. 
(3) The first report under this regulation must be published before the end of 31st August 2017. 
(4) Each subsequent report must be published before the end of the period of five years beginning 

on the day on which the previous report was published. 
 

(Section 121 was amended by The National Health Service (Pharmaceutical and Local Pharmaceutical 
Services) (Amendment) Regulations 2016). 
 
A copy of the DH discussion Document for the review is attached as Appendix HPR 04/10/17 (pages 24-
34) 
 
On 26 September 2017, the Regulations Review Working Group met to discuss the relevant issues; the 
notes of the meeting are attached and could form the broad outline of the PSNC submissions to the 
review. Also, on 27 September 2017, PSNC and DH had a bilateral meeting to discuss the issues and 
notes are attached and are likely to limit the scope of PSNC submissions. A confidential paper with 
notes of the meetings is attached as Appendix HPR 05/10/17 (pages 35-42) [majority of the paper 
relates to the submission to DH which is not confidential] 
 
In addition, a request has been sent out to LPCs via the yahoo group for views on potential issues, 
particularly those affecting LPCs.  
 
Subcommittee Action:  

• Recommend the broad outline of PSNC submissions to the review. 
 

Next Steps:  

• Respond to the review on 12 October 2017 

 
Decision: General Pharmaceutical Council (GPhC) consultation on guidance to ensure a safe and 
effective pharmacy team.  
 
The GPhC is consulting on new guidance for pharmacy owners which outlines what they are expected to 
do to ensure everyone in the pharmacy team can provide safe and effective services to patients and the 
public.  
 
The consultation document is at: https://www.pharmacyregulation.org/pharmteamconsultation and is 
attached as Appendix HPR 06/10/17 (page 43)  
 
It is suggested that PSNC should give broad support to the GPhC’s proposals, if the consultation is 
sufficiently focused on the provision of NHS pharmaceutical services that PSNC should respond to it. 
 
Subcommittee Action:  

• Consider the consultation and whether a PSNC response is appropriate and, if so, whether to 

support the proposals. 

•  

Next Steps:  

• Respond to the consultation by 13 October 2017.  

 
Decision: Review of the Safe Custody Regulations 1973 
 
The Safe Custody Regulations set requirements for the storage of Schedule 2 and some Schedule 3 
controlled drugs; for those listed persons who store controlled drugs. The Home Office is reviewing the 

https://www.pharmacyregulation.org/pharmteamconsultation
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safe custody regulations and held a series of stakeholder meetings in August. The Home Office 
meetings’ synopsis is attached as HPR 07/10/17 (pages 44-46).  
 
Broadly, the intention of the review is to widen the scope of those subject to the regulations and allow 
controlled drugs to be stored with greater security than permitted by the very detailed 1973 
Regulations.  

 
PSNC has submitted that there is no evidence that the existing requirements are insufficient, and, 
therefore, any improvements or future-proofing of the regulations should carry no additional cost or 
regulatory burden to community pharmacy; so that contractors are able to retain their existing cabinets 
under any new regulations. 
 
Subcommittee Action:  

• Any views on progress to date. 
 

Next Steps:  

• Continue to engage in discussions with the Home Office. 

 

2 Ensuring administration of the regulations is undertaken properly and effectively, 
advising and supporting LPCs and contractors where necessary 

 
Decision: General Data Protection Regulation (GDPR)  
 
Through the Community Pharmacy IT Group, there has been provisional agreement between PSNC, RPS 
and the NPA to produce a code/guidance for pharmacy on the GDPR.  

NHS Digital has also indicated that the IG Toolkit will be updated this year to include the GDPR 
requirements, although formally they will not be part of the self-assessment for 2017/18. Any PSNC 
guidance will need to be consistent with the IG Toolkit. 

The intention is to issue some preliminary advice on the GDPR next month and fuller guidance in the 
New Year. 

Subcommittee Action:  

• To approve this approach. 
 

Next Steps:  

• Develop a code/guidance. 

 
Report: Primary Care Support England (PCSE)  
 
Stakeholder meetings  
 
In July 2017, the Director of Operations and Support and the Regulations Officer visited PCSE/Capita in 
Leeds to discuss various issues; the dedication of the Capita team and their wiliness to learn and resolve 
problems was evident. The key points PSNC made were: 
 
Notifications for routine and excepted applications: 
 

• at least one LPC is always notified; 

• the 2km is guidance for contractor notifications and discretion is necessary; 

• if all those notified are cc'd into the letters any problems should become apparent sooner; and, 
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• LPCs through NHS England can feedback any problems they see with notifications if they know 

who has and who hasn't been notified. 

 
IT issues with the controlled stationary portal: 
 

• Lots of frustration from contractors; 

• Security necessary but to level commensurate with  activity and not above general NHS England 

requirements for its staff (your client's own security level); 

• Longer duration of password - e.g. a year; 

• Ability to reuse an old password (but not the one you're changing from); 

• Immediate return email if new password required/requested (work around useful too) 

 
PCSE/Capita market entry team has engaged with appropriate experts on market entry and appropriate 
persons within NHS England. 
 
The regular monthly stakeholder meetings continue and are attended by the Regulations Officer. 
 
The office has been made aware of relatively few contractor claims for ‘compensation’ following the 
claims system set up by NHS England, see http://psnc.org.uk/our-news/capita-pcse-services-update-
pharmacy-compensation-claims/  
 
Transformation - online portal for market entry applications 
 
There is ongoing development of an online portal for market entry related applications and shortly a 
wider group of community pharmacy and other stakeholders will be engaged to review the developing 
system, which is due to be trialled in February 2018. 
 
Subcommittee Action: 

• None. 
 

Next Steps:  

• Continue to attend the monthly stakeholder meetings. 

• To track the claims submitted to NHS England.  

• To continue to offer comments on and monitor the development of the market entry online 

portal. 

Report: Equality Act 2010 and MDS 
 
In August 2017, the office published PSNC Briefing 60/17: Equality Act 2010 – a quick reference guide to 
help contractors understand:  
 

1. Their obligation to make “reasonable adjustments” under the Equality Act;  

2. When medicines must be dispensed in MDSs or another reasonable adjustment should be 

made; and, 

3. Whether there is a duty to provide free home delivery (under the Equality Act). 

 
The briefing is at http://psnc.org.uk/wp-content/uploads/2017/08/PSNC-Briefing-060.17-Equality-Act-
2010-A-quick-reference-guide-Sep-2017-update.pdf . 
 
Subcommittee Action:  

• None. 

http://psnc.org.uk/our-news/capita-pcse-services-update-pharmacy-compensation-claims/
http://psnc.org.uk/our-news/capita-pcse-services-update-pharmacy-compensation-claims/
http://psnc.org.uk/wp-content/uploads/2017/08/PSNC-Briefing-060.17-Equality-Act-2010-A-quick-reference-guide-Sep-2017-update.pdf
http://psnc.org.uk/wp-content/uploads/2017/08/PSNC-Briefing-060.17-Equality-Act-2010-A-quick-reference-guide-Sep-2017-update.pdf
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Next Steps:  

• None. 

 
Report: Freedom to Speak Up Guardians and whistleblowing 
 
In September 2017, the office updated the guidance on whistleblowing issued earlier this year, in 
response to questions from a number of LPCs. The LPCs were considering whether a member or officer 
of the LPC should be the Freedom to Speak Up Guardian for their (usually independent) contractors.  
 
The revised guidance includes a template LPC/contractor agreement and updated template 
whistleblowing policy for community pharmacy, to support contractors and LPCs and is at 
http://psnc.org.uk/wp-content/uploads/2017/04/PSNC-Briefing-020.17-Guidance-on-whisleblowing-
update-September-2017-version.pdf  
 
Subcommittee Action:  

• None. 
 

Next Steps:  

• None. 

Report: Rural Working Group (RWG) 

On 26 September 2017, the PSNC Rural Working Group met and a note of the meeting is attached as 
Appendix HPR 08/10/17 (pages 47-49). The report is confidential as it is currently a draft.  [now agreed, 
not confidential and attached.] 

Subcommittee Action: None  

Next steps:  

• Comments to be taken into account in the PSNC response to the Regulations Review. 

• Renew efforts to seek to ensure rural GP practices are EPS 2 enabled. 

 
Report: Health Service Safety Investigations Bill  
 
The draft bill proposes setting up the Health Service Safety Investigations Body (HSSIB). The HSSIB will 
conduct investigations which focus on learning from patient safety incidents in the NHS, to reduce 
health care harm and improve patient care. 
 
The draft bill allows the HSSIB to conduct investigations using ‘safe space’. ‘Safe space’ is a set of legal 
powers that prevent the HSSIB from disclosing the information it gathers in the course of an 
investigation. Subject to Parliament, the HSSIB could be operational by 2019.  
 
More information is available on the government website at: 
https://www.gov.uk/government/publications/health-service-safety-investigations-bill  
 
Subcommittee Action:  

• None. 
 

Next Steps:  

• None  

http://psnc.org.uk/wp-content/uploads/2017/04/PSNC-Briefing-020.17-Guidance-on-whisleblowing-update-September-2017-version.pdf
http://psnc.org.uk/wp-content/uploads/2017/04/PSNC-Briefing-020.17-Guidance-on-whisleblowing-update-September-2017-version.pdf
https://www.gov.uk/government/publications/health-service-safety-investigations-bill
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Report: Provider Assurance/Post Payment Verification (PPV) for Advanced Services  

 
In August 2017, information was emailed to the Committee which described proposals from NHS 
England and the NHS BSA for a pilot of PPV of payment claims for the Medicines Use Review (MUR) 
service. The proposals had been developed by a working group, which included PSNC within its 
membership.  

 
An announcement of the commencement of this activity was made on the PSNC and NHS BSA websites 
on 25th September 2017 and the NHS BSA will send letters to the first sample of pharmacy contractors 
in early October. Further information on the process can be found at http://psnc.org.uk/services-
commissioning/advanced-services/murs/post-payment-verification-process-of-community-pharmacy-
advanced-services/.    
  
If the pilot is successful, it is expected that other Advanced services will then be included within the NHS 
BSA activity; NMS and flu vaccinations are the next two services that are likely to be considered.  
  
Subcommittee Action:   

• None.  
  

Next Steps:   
• Continue work with NHS England and NHS BSA to support the implementation of the PPV 
exercise to ensure it is undertaken and developed in an appropriate manner which minimises the 
burden on contractors.    

   
Report: Updating the Approved Particulars  

 
Approved Particulars (APs) set out the requirements that contractors must comply with in relation 
to several CPCF requirements, mainly related to clinical governance, where the regulations simply state 
that contractors must undertake an activity in an approved manner. The current APs were agreed with 
DH several years ago and they are published on the GOV.UK website:  
https://www.gov.uk/government/publications/clinical-governance-approved-particulars  
  
They cover patient safety incident reporting, information governance, the Community Pharmacy Patient 
Questionnaire, premises requirements, MUR data collection and reporting requirements and the 
pharmacy practice leaflet.  
  
Updated versions of the APs were drafted by PSNC when NHS England took over responsibility for the 
CPCF, but thus far, NHS England has not found time to finalise and publish updated APs. NHS England 
has recently sought PSNC’s views on revised versions of the APs and the office has provided feedback 
and suggested changes.   
  
As per the previous agreement related to a revised version of the patient safety incident reporting APs, 
these will not be finalised or published until the decriminalisation of dispensing errors has occurred. The 
other updated APs are expected to be published shortly, once the final wording is agreed.  
  
The majority of the changes to the APs are simply to update references to the 2013 regulations, as the 
extant APs refer to the 2005 regulations, and to tidy up some of the wording, to improve clarity for 
readers. The only substantive changes are contained in the APs for the pharmacy practice leaflet – an 
update to the text that currently refers to NHS Direct, which is replaced with new text relating to NHS 
111 and nhs.uk, contact details for NHS England (to replace the details of the contractor’s PCT), and an 
update to the requirements for the use of the NHS logo on leaflets, to reflect recent changes to the 
guidance on primary care use of the NHS logo.  

http://psnc.org.uk/services-commissioning/advanced-services/murs/post-payment-verification-process-of-community-pharmacy-advanced-services/
http://psnc.org.uk/services-commissioning/advanced-services/murs/post-payment-verification-process-of-community-pharmacy-advanced-services/
http://psnc.org.uk/services-commissioning/advanced-services/murs/post-payment-verification-process-of-community-pharmacy-advanced-services/
https://www.gov.uk/government/publications/clinical-governance-approved-particulars
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An agreement will be reached with NHS England on the effective date for the APs to be implemented, to 
give contractors time to update their practice leaflets.  
  
Subcommittee Action:   

• None.  
  

Next Steps:   
• Continue work with NHS England to finalise the APs and then provide guidance to contractors to 
alert them to the actions which need to be taken 

 
Report: Out Of Pocket (OOP) claims  

There have been a number of recent FHSAU appeal cases involving Out-of-pocket (OOP) expense claims 
and messages/confirmation from the decisions include:  

• There are three requirements for an OOP claim:  

➢ claims are made only 'in exceptional circumstances', 

➢ claims are made only where the drug is 'not required to be frequently supplied by the 

contractor'; and 

➢ the contractor has 'taken all reasonable steps to avoid claiming'. 

• The issue is whether the pharmacy claiming OOP expenses is entitled to claim them, not 

whether other pharmacies did or didn’t claim. (REF: SHA/18657-18666) 

• The onus is on the contractor appealing to the FHSAU to demonstrate that it is unreasonable to 

order (Denosumab) direct from the manufacturer because there may be a delay; [in effect, the 

contractor must be able to show why the claim was exceptional and all reasonable steps had 

been taken to avoid claiming]. (REF: SHA/18657-18666) 

• OOP expenses will not be paid if a contractor obtains medicines from a supplier with which the 

contractor has a connection, and which appears to charge carriage and handling fees which can 

be claimed as OOP expenses, in preference to using alternative suppliers which do not charge 

such fees. (REF: SHA/18651)  

It is suggested that these messages are consistent with the OOP expenses provisions in the Drug Tariff.  

Confidential: ……. 

Subcommittee Action:  

• None. 
 

Next Steps:  

• Confidential - ……. 
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Appendix HPR 02/10/17 

 
Report on progress on matters previously discussed by the subcommittee (October 2017 Agenda) 

 
 

Matters worked on between October 2016 to present  
 

Item Most recent action  Current 
status  

Date of last 
subcommittee 
meeting 
 

Judicial Review  Main Committee Agenda  
 
An appeal has been lodged 
 

Open  N/A 

General Data 
Protection Regulations 
(GDPR) 

Agenda item 
 
See NHS England guidance awaited at 
https://digital.nhs.uk/information-
governance-alliance.   
 
PSNC will issue advice with other pharmacy 
stakeholders 
 

Open 03/17 

Discretionary payments 
and “switching” etc. 
 

Agenda item. 
 

Open 03/17 

Direction of 
Prescriptions 
 

How to address the issues will be 
considered in 2017/18 – now under 
consideration as part of the Regs Review. 
 

Open 10/16 

Rebalancing In 2016, the Director of Operations & 
Support has followed up requests to DH to 
be part of the working group on 
supervision, but without success.  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 currently holding meetings with 
stakeholders regarding implementation; 
discussion halted due to purdah 
convention. Discussion with SDS. For 
general information, see 
http://psnc.org.uk/contract-it/pharmacy-
regulation/falsified-medicines-directive/  
 

Open  07/16 

https://digital.nhs.uk/information-governance-alliance
https://digital.nhs.uk/information-governance-alliance
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/
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Planned protection for 
patient access – PhAS  
 

Most issues are now resolved – ongoing 
work on calculations for payments to LPS 
contractors. 
 

Closed 03/17 

Visitor and Migrant cost 
recovery 
 

See Government update dated 6 February 
2017 at 
https://www.gov.uk/government/collectio
ns/nhs-visitor-and-migrant-cost-recovery-
programme 
Additional guidance – Help for NHS to 
recover costs of care from visitors and 
migrants - was issued in June 2017 
 

Closed 03/17 

Equality Act and its 
applicability to the 
provision of MDS trays 
 

In August 2017, the office published PSNC 
Briefing 60/17: Equality Act 2010 – a quick 
reference guide to help contractors 
understand their obligation to make 
“reasonable adjustments”, when medicines 
must be dispensed into MDS and whether 
there is a duty to provide free home 
delivery.  
 

Closed 03/17 

Accessible Information 
Standard 

Following the post-implementation review 
of the information standard, NHS 
England published revised versions of the 
Specification and Implementation 
Guidance though there have been no 
substantive changes to the Requirements 
of the Standard nor to the overall scope. 
 

Closed 03/17 

 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

https://www.gov.uk/government/collections/nhs-visitor-and-migrant-cost-recovery-programme
https://www.gov.uk/government/collections/nhs-visitor-and-migrant-cost-recovery-programme
https://www.gov.uk/government/collections/nhs-visitor-and-migrant-cost-recovery-programme
http://psnc.org.uk/wp-content/uploads/2017/08/PSNC-Briefing-060.17-Equality-Act-2010-A-quick-reference-guide-Sep-2017-update.pdf
http://psnc.org.uk/wp-content/uploads/2017/08/PSNC-Briefing-060.17-Equality-Act-2010-A-quick-reference-guide-Sep-2017-update.pdf
http://psnc.org.uk/wp-content/uploads/2017/08/PSNC-Briefing-060.17-Equality-Act-2010-A-quick-reference-guide-Sep-2017-update.pdf
https://www.england.nhs.uk/ourwork/accessibleinfo/
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The National Health Service (Pharmaceutical 
and Local Pharmaceutical Services) 

Regulations 2013:  
 

Post Implementation Review 
 
 

Stakeholder Briefing Meeting – Discussion Paper 
 

Friday 21st July 2017 
 

Richmond House, 79 Whitehall, Westminster, London SW1A 2NS 
 

The Old Library, Richmond House 
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10 Annex B – Examples of ongoing regulatory issues 22 

 
Part 1: Agenda 

 

 

 

Part 2: Introduction 
 
 

1. The NHS (Pharmaceutical Services and Local Pharmaceutical Services) 
Regulations 2013 as amended came into force on 1 April 2013. They replaced 
the National Health Service (Pharmaceutical Services) Regulations 2012 and the 
National Health Service (Local Pharmaceutical Services etc.) Regulations 2006 
as the Regulations which govern the arrangements, in England, for the provision 
of pharmaceutical and local pharmaceutical services under Part 7 of the National 
Health Service Act 2006. 
 

2. As part of our commitment to better regulation, and as required by the 2013 
Regulations, The Department of Health is carrying out a post implementation 
review (PIR) of the Regulations. 
 

3. We are required to publish a report of our PIR findings by 31st March 2018. 
 

4. The aim of the review is to ensure that the 2013 Regulations are delivering the 
intended outcomes, and are not unnecessarily burdensome on businesses. We 

Arrive 
 

10.00 

Coffee / tea provided 
 

10.00-10.15 

Session 1: setting the scene 

• Introduction 

• Purpose of the meeting  

• Timetable for the Review 

• Scope & requirements of the review   

• Evidence to support the review – current proposals  
 

10.15-11.15 

Break 11.15-11.30 
 

Session 2: informing the review  

• Content of the Regulations 

• Examples of ongoing regulatory issues identified to date 
and discussion 

• Next steps 
 

11.30-13.00 

Close    
 

13.00 
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want to engage with stakeholders on the review, to ensure the widest possible 
consideration of the 2013 Regulations and their effect in practice.   
 

5. The briefing session today is a chance for us to set the scene, share the 
background, scope and purpose of the review, and hear early thoughts from 
stakeholders. Over the next ten weeks, we hope to work closely with stakeholders 
as we develop the report and recommendations.  
  

6. The 2013 Regulations have been reviewed on an ongoing basis since they came 
into force in April 2013 and changes to the legislation have been made regularly 
to update them. The changes that have been made since 2013 are shown at 
Annex A, and the policy objective which sets out the remit of this review is shown 
in Part 4.  
 

7. All stakeholders are free to request bilateral meetings in the review period from 
24th July to 2nd October 2017. In the autumn we will hold a further stakeholder 
meeting to present the emerging findings of the review.  
 

8. More detailed background information on the Regulations can be found at Part 6. 
 

 

Part 3: Timetable for the Review 

 
Background  
 

9. Initial plans for stakeholder engagement on the review of the legislation were 
delayed by the General Election, and the associated pre-election period, which 
came into force from 21st April 2017.   
 

10. The 2013 Regulations, as originally written, required a report of the review to be 
published by 31st August 2017. Given the above delays, and the desire to 
engage fully with stakeholders, legislation has been laid extending this deadline 
to 31st March 2018.  

 
 
The new timetable 
 

11. We intend to run the stakeholder engagement process according to the following 
timetable: 

   

• Initial meeting with stakeholders  21st July 2017 

• Evidence-gathering, inc. bilaterals  
  or wider meetings as requested  24th July – 2nd October 2017 

• Final plenary session with  
Stakeholders     October 

• Write full    report October – November 2017 

• Submit report to Ministers for  
publication sign-   off End November  2017 

• Aim to publish    report Early 2018  
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• Final publication   deadline by March 31st 2018 
 
 

Part 4: Objective of the Review 
 
Purpose of post implementation reviews (PIRs) 

12. PIRs are a key element of better regulation and provide an evidence-based 
evaluation of the effectiveness of a measure after it has been implemented and 
become operational (after an appropriate period of time).  
 

13. There are 2 types of reviews:  

• Statutory reviews – where the commitment to undertake a review is set out 
in legislation, either primary or secondary. The review of the NHS 
(Pharmaceutical and Local Pharmaceutical) Regulations 2013 is statutory. 

• Non-statutory reviews – which are not set out in legislation, but the 
Department has committed to undertake them in other published 
documents, e.g. impact assessments and responses to reports.  

 
14. The PIR will review: 

• To what extent have the Regulations achieved the original policy 
objectives? 

• Do the objectives remain appropriate? 

• Have there been any unintended consequences? 

• What has worked well? 

• Whether the objectives could be achieved with a system that imposes less 
onerous regulation. 
 

15. The PIR evidence will support decisions about the next steps. Namely:  

• Revised guidance  

• Renewal – Regulations continue without change;  

• Amendment – Regulations remain but changes are made;  

• Removal – Regulations are removed without replacement; or  

• Replacement – Regulations are replaced or redesigned substantially. 
 

16. Any changes proposed to the Regulations in the report would be subject to further 
consultation.  
 

Policy objective 
 

17. The overall policy objective of the market entry/exit scheme in the 2013 
Regulations (as set out in the Regulatory Impact Assessment on the 2012 
Regulations, which introduced what were then the new market entry/exit 
arrangements, but in the context of Primary Care Trusts rather than NHSE having 
the commissioning function) was: 

• to ensure a proportionate regulatory regime which encourages the supply of 
NHS pharmaceutical services without excessive provision in areas already 
meeting demand; 

• to ensure benefits of new entry outweigh costs; and 

• to align provision more transparently with local needs. 
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18. The 2013 Regulations contain provisions that cover not simply the rules of entry 
to and exit from the market, but also the sanctions arrangements which include a 
new (in 2012) scheme of breach and remedial notices. The 2013 Regulations 
also include detail on the provision that must be made by the four types of 
contractor commissioned by NHSE:  pharmacy contractors; appliance 
contractors; dispensing doctors; and those pharmacy contractors commissioned 
locally (Local Pharmacy Services). The level of detail in the terms of service is 
very different for the three types of contractors. Dispensing doctors have the least 
amount of detail, but their dispensing terms of service sit alongside the GP terms 
of service in the relevant GP contract; the most detailed arrangements are for 
pharmacy contractors. For the most part, the terms of service carried forward 
provisions that had been developed over a number of years. 

 
Reducing burdens on business 
 

19. The Department of Health is committed to reviewing regulation, through statutory 
review commitments in legislation, and other public commitments (e.g. impact 
assessments).  Post implementation evaluation is critical in ensuring that our 
regulatory interventions are delivering the intended outcomes, in identifying any 
unintended consequences and in re-evaluating our estimates of the costs and 
benefits, to ensure these accurately reflect the impacts on business and society. 
Reviewing regulation also enables us to learn lessons from previous interventions 
and apply these to future regulations.  
 

20. Post implementation reviews allow us to monitor regulatory burdens and 
coordinate their reduction, and to ensure that the regulation which remains is 
smarter, better targeted and less costly to business.  

 

Requirements of the Review 
 

21. The review requirements set out in Regulation 121 of the 2013 Regulations (as 
recently amended by the National Health Service (Pharmaceutical and Local 
Pharmaceutical Services) (Amendment) Regulations 2017) state that: 

 
“(1) The Secretary of State must, in accordance with paragraphs (2) to (4)— 

(a) carry out reviews of these Regulations; 
(b) set out the conclusions of each review in a report; and 
(c) publish each report. 
 

(2) Each report must in particular— 
(a) set out the objectives intended to be achieved by these Regulations; 
(b) assess the extent to which those objectives have been achieved; 
(c) assess whether those objectives remain appropriate; and 
(d) if those objectives remain appropriate, assess the extent to which they 

could be achieved in another way which involves less onerous regulatory 
provision. 

 
(3) The first report under this regulation must be published before the end of 31st 

March 2018  
 
(4) Each subsequent report must be published before the end of the period of 

five years beginning on the day which the previous report was published.” 
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Part 5: Statutory Reviews 
 
 

22. The scope of the statutory review is set out above.  As part of the review process 
we are seeking stakeholders’ views on the following: 

• To what extent have the Regulations achieved the original policy 
objectives? 

• Do the objectives remain appropriate? 

• Have there been any unintended consequences? 

• What has worked well? 

• Whether the objectives could be achieved with a system that imposes less 
onerous regulation; 

 
23. Guidance on how to provide views is at Annex B.  

 
 

Publishing the PIR report 
 

24. The report is the key product which the Regulations require is published – 
originally by 31st August 2017 – but now, following the legislative amendment, by 
31st March 2018. 
 

25. It is expected that this will be published with the approval of the Parliamentary 
Under-Secretary of State for Health, Steve Brine, by early 2018.  
 

26. In terms of scrutiny of the report, under the Better Regulation Framework (BRF), 
the provision of public services by commercial organisations is not considered to 
constitute a “business impact” in the particular sense used in the BRF. The 
Regulations essentially provide the regulatory underpinning of the Community 
Pharmacy Contractual Framework, although that Framework is also supported by 
statutory directions and Drug Tariff determinations.   Whilst the review will 
consider the regulatory burden on stakeholders, the Regulatory Policy Committee 
and Reducing Regulation Committee have agreed that it would not be appropriate 
to seek their clearance for the report. 

 
Part 6: Background to the Regulations 

 
 
Summary of the key parts of the 2013 Regulations 
 

27. The Regulations provide for: 
 

• a system for managing applications for inclusion on a pharmaceutical list to 
provide NHS pharmaceutical services, based on pharmaceutical needs 
assessments (PNAs), which are published by Health and Wellbeing Boards 
of local authorities; 

• In the cases that NHSE has determined that an area is “controlled” (i.e. 
rural in character), provided certain conditions are met, doctors as well as 
pharmacists can dispense NHS medicines.  
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• terms of service requirements for community pharmacy contractors and 
matters such as remuneration, charges and refunds; 

• terms of service requirements for other providers of pharmaceutical 
services on approved lists (i.e. dispensing doctors and dispensing 
appliance contractors (DACs)); 

• procedures for dealing with fitness to practise for community pharmacy and 
DACs and for dealing with breaches of their terms of service; and 

• a system of commissioning local pharmaceutical services (LPS) – a form of 
contractual arrangement for the provision of pharmaceutical services that is 
separate from the pharmaceutical list system. 

 

History of the Regulations  
 

28. A summary of the history of the Regulations is as follows: 
 

• 2001 – Health and Social Care Act 2001 – fitness to practise requirements 
for primary care contractors and individual practitioners and Local 
Pharmaceutical Services introduced; 

• 1st April 2005 – the NHS (Pharmaceutical Services) Regulations 2005 come 
into force (Regulations under the NHS Act 1977) – community pharmacy 
contractual framework, local pharmaceutical services and balanced 
package of measures introduced; 

• 2006 – NHS Act 1977 consolidated into NHS Act 2006; Health Act 2006 
amends NHS Act 1977 to give primary care trusts (PCTs) power to charge 
fees for dealing with applications and enables two or more applications to 
be considered together;  

• 1st April 2006 – the NHS (Local Pharmaceutical Services) Regulations 2006 
come into force; 

• June 2006 – review of progress on reforming the Control of Entry system 
for NHS pharmaceutical contractors published; 

• March 2008 – review of contractual arrangements report published; 

• 2008 – Health Act 2008 – transfer of “global sum” to PCTs; 

• 2009 – Health Act 2009 – introduced pharmaceutical needs assessments 
(PNAs) and a market entry system by means of PNAs, performance 
sanctions for breaches of terms of service and enabling strategic health 
authorities to set up LPS schemes; 

• 1st September 2012 – the NHS (Pharmaceutical Services) Regulations 
2012 come into force, putting in place the new market entry system and 
new system for breaches of terms of service; 

• 2012 – Health and Social Care Act 2012 – amended PNA and market entry 
system and other parts of the NHS Act 2006 to fit the new NHS 
architecture; and 

• 1st April 2013 – the NHS (Pharmaceutical Services and Local 
Pharmaceutical Services) Regulations 2013 came into force. 

 

Further Background Information 

 
29. From 1986 in England, no new contractor could be entered onto a NHS 

pharmaceutical list unless it was “necessary or expedient” to secure the adequate 
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provision of pharmaceutical services locally. This was the “control of entry” test. 
The test was set out in the NHS Act and subsidiary regulations.  
 

30. If a new service provider was judged neither necessary nor expedient, then NHS 
Primary Care Trusts (PCTs) had to refuse the application, subject to limited 
exceptions (most significantly minor relocations). There were (and remain) rights 
of appeal. 
 

31. After a 15 month study, the Office of Fair Trading (OFT) recommended in January 
2003 total deregulation to improve competition, reduce prices and improve 
access to, and the quality of, pharmaceutical services. In England, the then 
Government responded in July 2003 with a balanced package of legislative 
reforms, moving cautiously in the direction that the OFT recommended. Scotland, 
Wales and Northern Ireland rejected the OFT report.  
 

32. Effective from 1st April 2005, the resulting NHS (Pharmaceutical Services) 
Regulations 2005 introduced these reforms with:  

• A new criterion within the statutory test of choice to promote competition;  

• Four new complete exemptions to that test (provided certain criteria were 
met) for applications which were: 

✓ prepared to open for at least 100 hours per week;  
✓ in designated out-of-town large shopping centres;  
✓ in new large one-stop primary care centres; and  
✓ internet-based and wholly mail-order pharmacies.   

 
33. A DH review in 2006 found that the reforms had had a modest but uneven impact 

on promoting more choice through competition, though access had improved 
where new 100 hours per week pharmacies had opened. The reformed system 
nonetheless had drawbacks – notably clustering of new pharmacies and a lack of 

NHS commissioning controls.  
 

34. The OFT conducted its own evaluation in 2009 and published its findings in 
March 2010. It concluded that the reform package had delivered its objectives in 
improving access and competition, albeit in areas already well served, with net 
benefits of around £20 million, and other benefits which were not quantifiable. 
Whilst still early days, it found no evidence of market “churn” from increased 
competition.  
 

35. By then, the Government of the day had already decided to amend primary and 
secondary legislation to move to a new NHS regime where entry to the market 
was based on local PNAs. Changes were made to the primary legislation in 2009 
and the Regulations followed with PNAs being required in 2010 and being used to 
assess routine entry from 2012. 
 

36. The NHS (Pharmaceutical Services) Regulations 2012 replaced the 2005 
Regulations and introduced a new ‘market entry’ system in England based on 
needs or improvements identified in PCT PNAs. 
 

37. Since 1st April 2013, anyone wanting to provide NHS pharmaceutical services is 
required to apply to NHSE to be included on a pharmaceutical list. Under the 
current Regulations (“the 2013 Regulations”), applicants must generally prove 
they are able to meet a pharmaceutical need as set out in the relevant PNA. 
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Unsuccessful applicants are able to appeal to the Family Health Services Appeal 
Unit at the NHS Litigation Authority.   
 

38. There are exceptions, such as applications for needs not foreseen in the PNA or 
to provide pharmaceutical services on a distance-selling (internet or mail order 
only) basis. This was the only one of the exemptions carried forward from the 
2005 reforms. Some other long standing exemptions were also carried forward, 
for example do to deal with change of ownership applications. 
 

39. Since April 2013, local authority Health and Wellbeing Boards (HWBs) have been 
responsible for developing and publishing PNAs. They were required to produce 
their first PNAs by January 2015. NHSE compiles its pharmaceutical lists with 
reference to the location of the premises within a HWB, rather than CCG, area.  

 

Changes made since 2013 

 
40. The 2013 Regulations have been amended, as issues have arisen, on an 

ongoing basis from 2013-16. 
 

41. Since they were made in 2013 there have been 5 sets of amendments to the 
Regulations. These have resulted from on-going oversight of the Department, 
working with NHSE and key industry stakeholders. 
 

42. Some changes have been minor e.g. to correct drafting errors. Whilst others have 
introduced changes to ensure the Regulations are up to date, reflect current 
practice and implement the outcome of negotiations with the community 
pharmacy sector.  
 

43. In 2015/16 the Department, supported by NHSE, consulted stakeholders on 
proposals for ‘community pharmacy in 2016/17 and beyond’. The proposals 
covered a wide range of issues including how to better integrate community 
pharmacy within primary care and a reduction in funding. 
 

44. There was only one amendment to the 2013 Regulations as a result of this 
consultation exercise. This involved a change to market entry requirements to 
facilitate the consolidation of pharmacies. At the request of stakeholders, 
Regulations came into force on 5 December 2016 to prevent a new pharmacy 
stepping in straightaway if a contractor closed a pharmacy through consolidation 
with another and a gap in provision is not created.  
 

45. The table at Annex A details the amendments that have been made since 2013. 
 

Part 7: Evidence to Support the Review 
 
Current Proposals 
 

46. Working closely with NHSE, we are in the process of building data analysis tools 
which, when complete, will provide a comprehensive and consistent picture of 
fluctuations in market entry across England.  
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47. We will also be modelling current provision against a range of proxies for need 
and taking into account the conclusions of a representative sample of HWB 
PNAs. Data will be collected on the use of the ‘unforeseen benefits’ exemption 
and excepted applications to inform the review. 
 

48. Quantitative data will also be collected to support the assessment of the other 
areas of the 2013 Regulations. For example refusals, appeals, use of sanctions 
and controlled localities.   

 
49. This quantitative data will be useful in providing an insight and context to the 2013 

Regulations. However, it will not be able to account for the individual business 
decisions made by both independent and large pharmacies when they decide to 
open, close, change location or ownership. Stakeholders are encouraged to 
contribute their experience to the review to help build a more comprehensive, 
evidence-base, which provides us with greater insight into the direct and indirect 
impact of the 2013 Regulations.      
 

Part 8: Stakeholder Engagement 
 

50. We would like to hear stakeholder views on all aspects of the 2013 Regulations. 

To prompt discussion some specific areas of the 2013 Regulations are listed 

below and we have included at Annex B issues that have we have been made 

aware of as a result of ongoing monitoring of the functioning of the 2013 

Regulations across the Department of Health, NHSE and the Family Health 

Service Appeals Unit (FHSAU). These are only examples. By their provision we 

do not seek to confine or pre-empt the content of stakeholder contributions, but 

rather provide them as examples of the types of issues which are in the scope of 

this review – according to the scope set out in Part 4 and 5. 

 

51. As indicated at Annex B, if you wish, do add line items at the bottom of the table 

in order to provide new suggestions. Please also use the questions provided as a 

prompt, although if you wish to convey your views in another format; feel free to 

do so. 

 
52. As per the guidance at Annex B, This review is retrospective in nature and seeks 

to determine whether the 2013 Regulations met there intended objective at the 

time they were made (see para 17). Whilst the review will look at whether there 

are less burdensome ways of achieving this aim, it is not intended to recommend 

wider policy changes but to be a review of the approach taken in 2013. This in 

turn may inform future proposals on which the Department will consult.     

 
 

 

[Annexes A and B omitted]      
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Guidance for stakeholders: to raise any new issues, please, add line items at the 
bottom of the table.  

 

When commenting, please consider the objectives of the review, as set out in Parts 4 
and 5: 

• To what extent have the Regulations achieved the original policy objectives? 

• Do the objectives remain appropriate? 

• Have there been any unintended consequences? 

• What has worked well? 

• Whether the objectives could be achieved with a 
system that imposes less regulation? 

  

Also, please consider the following questions, in addition to the examples in the table, as 

a prompt: 

• Does the market entry system remain proportionate and is it being applied as 
intended?  
[See Regulations, Parts 2-6 & 9; Schedules 1-3] 

 

• Are the arrangements relating to controlled localities and dispensing doctors 
(DD) still appropriate and are they being applied as intended? Are the DD 
terms of service working as intended? 
[See Regulations, Parts 7-8; Schedule 6 ] 

 

• Are the procedures for NHSE to deal with breaches to terms of service by 
community pharmacy and appliance contractors and fitness issues working 
as intended? 
[See Regulations, Parts 10-11] 

 

• Are the pharmacist and appliance contractor arrangements, including terms 
of service and remuneration, working as intended? Are there any ways in 
which they do not work? 
[See Regulations, Part 12; Schedules 4-5 & 8] 

 

• Are the local pharmaceutical services arrangements functioning as intended? 
[See Regulations, Part 13; Schedule 7] 
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  Appendix HPR 06/10/17 

General Pharmaceutical Council consultation on guidance to ensure a safe and effective pharmacy 
team.  
 
GPhC indicates that the proposed guidance is:  
for pharmacy owners covers both registered and unregistered staff, including managers who are not 
registered pharmacy professionals. 
And…would replace the current policy on minimum training requirements for dispensing/ pharmacy 
assistants and medicines counter assistants. 
 
In 2010 GPhC adopted the RPSGB’s minimum training requirements for unregistered pharmacy staff, 
and took over the accreditation of dispensing assistant and medicines counter assistant courses. The 
terms ‘medicines counter assistant’ and ‘dispensing assistant’ do not represent precise roles. 
‘Dispensing assistant’ in particular is an umbrella term for a variety of roles supplying medicines to the 
public. Subsequently, the GPhC minimum training requirements policy was approved, which places a 
responsibility on individual pharmacists to make sure staff working in a pharmacy are competent for the 
role they undertake. 
 
The proposals include the following: 
 

Pharmacy owners would be responsible for selecting appropriate training for their staff and we 
would provide assurance of this through our regulation of registered pharmacies including: 
monitoring of feedback and outcomes from inspection; feedback from employers and others 
including professional bodies; and, other means of research and analysis. This is because 
pharmacy services, and the roles required to deliver them, continue to develop and we want to 
make sure that training provision can be flexible in responding to these changes.  
This would not change the important respective responsibilities of pharmacy owners and 
pharmacy professionals to make sure that any member of staff involved in dispensing and 
supplying medicines has the knowledge and skills to carry out their tasks safely and effectively. 
(What we are proposing, page 10) 
 

Following this consultation and subject to GPhC Council approval, GPhC would no longer approve 
individual training programmes and qualifications for dispensing assistants and medicines counter 
assistants. GPhC have incorporated key elements of the minimum training requirements policy into the 
draft guidance, including: 
 

• unregistered pharmacy staff who are involved in dispensing and supplying medicines must have 

the knowledge and skills of the relevant units of a nationally recognised Level 2 qualification, or 

are training towards this  

• unregistered pharmacy staff who need further education and training to meet the required 

competency level for their role are enrolled on an appropriate training programme within three 

months of starting in their role 

(Education and training requirements, page 15) 
 

……[confidential] 
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HPR 07/10/17 

The Misuse of Drugs (Safe Custody) Regulations 2018  

……[confidential] 
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  Appendix HPR 08/10/17 

Rural Working Group meeting 26 September 2017 (Confidential) Draft Report [now final and not 
confidential] 

Members: 
 
LPC PSNC Region Nominee 
Thames Valley South Central Olivier Picard  
South Staffordshire West Midlands Peter Prokopa  
Cheshire and Wirral  Mersey Ian Cubbin  
Devon South Western Sue Taylor 
Shropshire  West Midlands Lindsey Fairbrother 
County Durham & Darlington North East and Cumbria Rob Pitt 
Suffolk  East Anglia Michelle Claridge 
North Staff  West Midlands Jas Heer 
Lincolnshire East Midlands and South Yorkshire  Steve Moseley 
Kent, East and West Sussex South East Coast Mike Keen 
   

 
Attendees (in person):  
Mike Keen, Olivier Picard, Ian Cubbin, Stephen Thomas, Michelle Claridge  
 
Attendees (dialed in):  
Sue Taylor, Steve Mosley 
 
The Chair welcomed members to the PSNC premises, and noted apologies for absence from those 
unable to participate or where there is more than one representative for the region (although within 
reason, any number of representatives from a region may join the meeting by telephone.).  
 
The discussions should be treated as confidential, but when circulated, those which must remain 
confidential will be annotated – making it very clear information that cannot be used outside of these 
discussions.   
 
 
The NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations 2013 (the Regulations) – 5-
year review (Section 121 of the regulations)  
 

• Most PNA due for revision in April 2018.  

• Many HWBs not interested in PNAs; it may be drafted by third parties 

• PNAs discussed. Experiences shared of how PNAs work in different areas of the country with 

focus on dispensing doctors – they are sometimes mentioned, but do not really provide ‘true’ 

pharmaceutical services. 

• Adequacy of PNAs variable, particularly where the PNA relates to a large area, both urban and 

rural. Sometimes better on occasion to assess an area if an application is received. 

• Reports that the numbers of dispensing doctors are reducing or static.  

• Reports of dispensing doctor practices putting barriers e.g. refusal to prescribe electronically, to 

delay the inevitable. Trend of number of practices (dispensing & non-dispensing) opening 

pharmacies. 

• Postcode sweeps. NHS England local teams have capacity issues. Must be a priority to have 

regular sweeps and they are usually carried out if there is a concern from LPC.  
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• Distance selling pharmacies and potential use of them by doctors noted as an issue, but not a 

rural issue.  

• Distance selling pharmacies should be genuinely national. 

 
Consolidations and mergers  

• Noted possible to merge pharmacies under new 26A application.  

• Possible also to continue to “merge” as part of series of linked applications – those outside 26A 

protection – protection not absolute.  

• Noted point on supervision – watering down for pharmacy could also impact on dispensing 

doctor arrangements for technicians.  

• Not any consolidations taking place currently. 

 
Pharmacy Access scheme  

• Every PhAS pharmacy received incorrected payments – too much or too little. Those underpaid 

should now have received back payments corrected. Those overpaid no need to pay back. DH 

did not follow Drug Tariff provisions – their method of calculation was logical just not in the DT.  

• PSNC work with DH to correct PhAS payments to LPS pharmacies is ongoing; change to the Drug 

Tariff now means LPCs returning to the list can be included in PhAS, but often because not 

losing the establishment payment and the single activity fee is higher than the old dispensing 

fee, no top is made. 

• From the outset, PSNC made representations on poor design and poor implementation of PhAS. 

List of those eligible to receive PhAS is dated 1 September 2016; to which is added successful 

reviews and eligible LPS pharmacies returning to the pharmaceutical list. 

• PhAS in the Drug Tariff is listed to end on 31 March 2018.  

• PhAS was acknowledged to provide to support to those receiving the payments. 

 
 
Primary care support England / Capita  

• No major issues in terms of rurality.  

• Notifications of applications- not specifically rural issue – example of failures to notify LPCs and 

where an attendee asked to be a referee was processed by PCSE as the “applicant”.  

• PSNC visit to Leeds. It appears PCSE / Capita are starting to listen and engage with the right 

people, for example, Charlotte Goodson of PCC and Kelvin Rowland-Jones from NHS England to 

help on market-entry generally. PSNC has also been providing guidance. The hope is they have 

turned a corner and service levels will improve.  

• The issue of notifications for LPCs was something fundamental to get right - hopefully see 

positive change.  

 
Update on last meeting, minutes and other issues.  
 

• EPS2 dispensing doctors’ reluctance to “go live” – involves protectionism, deprives patients of 
access to medicines via EPS. Evident omission which impacts on rural pharmacies 
disproportionately.  Some dispensing doctors continue to use the compatibility of IT systems 
with EPS as a reason for reluctance to enable EPS.  

• Development of EPS means well known online pharmacy continues to grow across the country 
with aggressive marketing gaining thousands of nominations every week.  

• Can find that a patient sign ups online for a repeat prescription service then a difficult request is 
sent onto the local pharmacy to be filled.  
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Issues from the previous meeting/current issues 
 

• Hub and spoke. DH consultation on this is in abeyance – the proposal in draft regulations did 

not match the consultation itself. The stated intention was to create a “level-playing” field – but 

this was only a legal level playing field not a real one. It was seen as part of a package of 

measures to potentially dilute direct supervision by pharmacist. Concerns remain. Warehouse 

dispensing or hub supply to GP surgeries, from which supply to patients, remains a threat to 

community pharmacy. 

• Period of treatment. 84-day prescriptions increasingly common, with significant impact for 

community pharmacies. 

• Crisis with generic shortages and prices mechanisms to cope with anomalies in the market – 

price rises are not working. This is a significant risk to contractors in current climate – 

concession prices very important.   

• Pharmacy integration fund. Pharmacists in GP surgeries and nursing homes – not sufficiently 

patient-facing. Poor level of integration - general, lack of awareness about role and clearly, not 

the same as the role community pharmacist. Better for a community pharmacist to be involved 

within GP practice. Depends on background and personality of practice pharmacists. Some 

practice pharmacists involved in non-clinical – managing paperwork for repeat prescriptions.  

 
AOB  

• None  

 

 


