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PSNC Health Policy and Regulations Subcommittee Agenda 
 

for the meeting to be held on Wednesday 14 October 2015 
 

at The William Jessop Suite, The Bristol Hotel, Prince Street, Bristol, BS1 4QF  
 

starting at 09:00 
 

Members: Ian Cubbin (Chair), David Evans, Margaret MacRury, Prakash Patel, Janice Perkins. 
 
Apologies for absence 
No apologies for absence have been received at the time of setting the agenda. 
 
Minutes of the previous meeting and matters arising 
The minutes of the meeting held on 14th Jul 2015 were shared with the subcommittee for approval.  
 
Agenda and Subcommittee Work 
Below we set out progress and actions required on the work plan areas for the year. The 
subcommittee is asked to consider the reports; to address any actions required; and comment on the 
proposed next steps. 
 

1 Seek the best possible resolution of prescription direction Status 

 
Report: 
Poster campaign 
The poster proposed by NHS England was not of sufficiently high quality to request that pharmacies 
display them, and therefore the office in agreement with NHS England redesigned the poster having 
considered a similar leaflet produced by dentistry.  The revamped poster then had to be approved 
through NHS England’s Gateway process.  It is being issued with the text of NHS England’s covering 
letter in October 2015 CPN.  The original and revamped poster are circulated as Appendix HPR 
02/10/15 
 
Nomination 
PSNC approached HSCIC requesting them to make nomination reports available so that LPCs / 
contractors could identify trends from which direction of prescriptions or inappropriate setting of 
nominations may be inferred.  Details could then be passed to NHS England for further investigation. 
HSCIC has produced a sample report showing contractor, LPC, Number of nominations and change in 
nominations during the previous week.  It is anticipated that the office will process these reports, and 
identify suspicious trends which can also be acted upon. 
 
NHS England are working with HSCIC to identify the tools that they need, and have asked PSNC to 
provide some examples of large scale inappropriate nomination switches, so that processes can be 
developed. 
 
The office investigated further the processes for resetting a consumer’s utility company where a 
consumer found his utility supplier had been switched.  This was to be included in a request to NHS 
England / DH to develop a similar system if patients experience unauthorised switches to their 
nomination.  However, the utility provider system is less developed than the current pharmacy 
system, which allows the patient to request resetting of nomination at any pharmacy. 
 
Subcommittee Action: None needed 
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2 Secure changes to the regulatory framework governing provision of 
pharmaceutical services that support and protect the interests of contractors 

Status 

 
For decision 
Rebalancing 
The subcommittee is reminded of the address given by the Chief Pharmaceutical Officer at the Royal 
Pharmaceutical Society Conference Appendix HPR 04/10/15.  In this he mentions the 
decriminalisation work but also hints at further directions of travel which may utilise the rebalancing 
programme. 
 
The rebalancing implementation group met on 5 October.  Keith Ridge, the Chief Pharmaceutical 
Officer for England chairs the implementation group and on behalf of DH and NHS England liaises with 
his counterparts in Wales, Scotland and Northern Ireland. 
 
The Programme Board is working up the plans to amend legislation, and it is expected that the 
decriminalisation changes will be made in the spring 2016 or at latest autumn 2016. 
 
The development of the professional and trade aspects of rebalancing (the most significant part of 
which will be decriminalisation of dispensing errors) is being led by the RPharmS and Pharmacy Voice.  
It has developed a draft position statement Appendix HPR 05/10/15. 
 
For the Programme Board to be confident that the decriminalisation changes will be reflected also in 
changing the culture within the profession (to report more, and to learn from a just culture) the 
output of the professional and trade bodies must be generally accepted by the profession. 
 
PSNC through the subcommittee is asked if PSNC will sign up to the position statement (CPS and CPW 
and Community Pharmacy Northern Ireland are also being asked to sign up to the principles). 
 
The Royal Pharmaceutical Society and Pharmacy Voice are also forming a task and finish group and are 
canvassing other bodies to establish the right mix of organisations.  PSNC has been asked by the 
Implementation Group to consider the draft paper Appendix HPR 06/10/15 and to comment on this – 
comments to be made by the end of the week.  It is also asked whether PSNC should request to be 
represented on the T&F group. 
 
Report: 
Return and disposal of denatured CDs 
A request has been made by a Macmillan pharmacist to assist with clarifying whether pharmacy 
contractors may accept denatured CDs from patients. 
 
The background is that several community pharmacies have refused to take back denatured CDs 
(denatured in an appropriate denaturing kit).  The problem arises after a Macmillan team member has 
administered a part ampoule or vial of a CD to a patient, leaving some drug unused; this is then 
denatured by the administering healthcare professional using one of the denaturing kits. This process 
is documented within the stock movement and administration record so is fully auditable.  However, 
as the medication administered is patient’s stock, the health care professional administering the 
product would then leave the used denaturing kit with the patient to return to a community 
pharmacy.  The question is could this be accepted as a patient returned unwanted medicine. 
 
It is possible that denatured controlled drugs could be accepted to be included in the same container 
as unwanted medicines disposed of under the NHS Arrangements because that would be how 
pharmacists dispose of their denatured CDs.  However, the ‘denaturing kits’ returned to pharmacies by 
patients have been used outside the knowledge and control of pharmacists, and pharmacists would 
have to accurately describe the contents in duty of care transfer notes.  There is no way of knowing 
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whether the container is a denaturing kit in which CD tablets have been disposed of, or whether it 
contains chemicals that may be incompatible with other items to be put into the waste bins.  There 
have been cases where items returned by patients have been incompatible, and fires have been 
caused when items have mixed.  In these circumstances, the waste contractors may not be willing to 
accept the waste. 
 
When the office was approached, soundings were taken from a small number of Committee members 
and it was thought that it may be better to return the actual controlled drug for denaturing at the 
pharmacy, because that would provide a better audit trail.  The response from the pharmacist is that 
in an ideal world any unwanted CDs for disposal should be returned in their original state for safe 
denaturing and disposal by a community pharmacy, however, the reason for the query concerns the 
situation when a community practitioner has administered a part vial and still has some CD medication 
left over in that vial. This would be patient medication, dispensed to the patient and stored within 
their homes (often this is 'just in case' medication) and once opened it is obviously inappropriate for 
future use, so presently the community practitioner is documenting this on the patient's community 
drug chart and stock movement chart so a fully auditable record is kept, this is witnessed by another 
health care professional or the patient's/carer/family and the part used vial denatured in a ‘denkit’ 
and the patient/carer/family asked to dispose of safely via their local community pharmacy. It is at this 
stage in this circumstance that patients are experiencing the issue of community pharmacies refusing 
to take this waste. 
 
NHS England is reviewing the arrangements it has with waste contractors for collection of unwanted 
medicines, and it is not yet known what will be in scope for the collections – under the unwanted 
medicines Essential service, it could be expected that denatured CDs should be included within the 
bins, but we are unsure about whether they would be content to do so if there was no risk assessment 
and a degree of certainty about the contents.  NHS England has been contacted several times to ask 
whether denatured controlled drugs can be accepted as part of the unwanted medicines service.  NHS 
England has not so far been able to give a view, but we are continuing to press them. 
 
Remote assembly / independents 
Dispensing increasing numbers of prescriptions are causing pressure on pharmacy teams, and 
solutions to increase efficiency in dispensing are being explored.  One solution that seems to find 
favour is the delegation of the assembly of the medicines to a less busy pharmacy or to a centralised 
dispensing hub.  The assembled medicines are then returned to the original pharmacy for handing out 
to the patient. 
 
The Medicines Act requires an assembly licence to be held in order to carry out assembly, but there is 
an exemption which permits the assembly of medicines by a registered retail pharmacy within the 
same corporate entity.  ‘Hub and spoke’ dispensaries have been established particularly by large 
multiples.  However an independent pharmacy with only one or two pharmacies will not have the 
capacity to benefit from such arrangements, and because of the requirement that the exemption from 
holding an assembly licence applies only if assembly is within a corporate entity, a pharmacy 
contractor could not work collaboratively with other contractors.  It has also been suggested that 
wholesalers might develop a business model that includes assembly of dispensed medicines.  Both 
these options could require regulatory change. 
 
The presentation by the Chief Pharmaceutical Officer to the Royal Pharmaceutical Conference 
Appendix HPR 04/10/15 talks about large scale centralised dispensing, adding that if implemented 
well, it will be more efficient and safer and free up trained staff. 
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Right Hand Side of the Prescription 
Discussions have taken place between PSNC Director of NHS Services and EPS lead at HSCIC and it was 
agreed that HSCIC would update its guidance to GPs on the reasonable and proper use of this 
functionality on EPS messages. 
 
Distance selling pharmacies – amendment of clinical governance provisions 
The proposed approved particulars which contain the amendments of the clinical governance 
provisions for DSPs is now with Department of Health and NHS England and we wait to hear from 
them in due course. 
 
Consultation on market entry applications and timescales for determining applications 
On 1st September 2015, Capita took over responsibility for primary care support services. PSNC met 
with representatives from Capita and discussed their plans for taking over the primary care support 
services.  We had the opportunity to raise the big issues that LPCs have to deal with, where the 
primary care support services sometimes fall short of expectations. Capita assured us that it will not 
make any changes on day one.  They will continue to provide the services using the existing teams and 
offices, but by the end of 2016 will have reduced to three offices.  They will also introduce new IT 
support processes aiming to provide a more consistent and transparent service.  Capita will be 
attending (by invitation) PSNC’s regional meetings of LPCs to discuss their plans, and invite stakeholder 
involvement. 
 
Guidance to Local Authorities on the benefits of involving LPCs 
At the July meeting the subcommittee discussed the DH response and decided that further contact 
should be made, to highlight that what we are seeking is an amendment in the legislation that would 
require the LA to consult when it is considering commissioning NHS services from pharmacies. An 
email response was received: 
 

I understand your point that contractors are used to their LPC being involved in discussions 
about local contracts. As I said previously it is for LAs to procure the services needed by their 
local population and to ensure these are of the appropriate quality and provide value for 
money. I would reiterate that LPCs should be encouraged to be proactive and begin dialogue 
with their LA. Sorry that on this occasion I cannot be more helpful.  
 

Seven day access (New deal for general practice) 
On 2 September 2015, NHS Chief Executive Simon Stevens spoke at the NHS Innovation Expo 
Conference in defence of the Conservative Government’s election pledge to roll out seven-day routine 
access for all, by saying seven day access was necessary to tackle health inequalities. 
 
Although many 100 hour pharmacies open 7 days a week, the majority of pharmacies do not.  The 
subcommittee should be aware that this momentum towards seven day access is likely to impact upon 
pharmacy contractors either through market entry pressures, or NHS England may seek an expansion 
in the terms of service. 
 
Community Pharmacy Assurance Framework 
The office has confirmed to NHS England its support of the use of a ‘CPAF lite’ monitoring regime, 
subject to a number of conditions.  NHS England commissioned NHSBSA to take this matter forward, 
and a task and finish group was established (all members of the subcommittee were invited to 
participate).  The first meeting of the task and finish group went ahead on 10th July 2015 with a 
subsequent review on 27 August 2015. After a successful pilot in the Cheshire and Wirral LPC area the 
new CPAF lite screening questionnaire went live across England on 05 October 2015. Any update will 
be provided at the meeting. 
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Inducements 
Following the July 2015 meeting, the office formally outlined the request for changes to the GMS and 
PhS regulations to DH and NHS England and the response was that initially at least, these proposals 
could be raised within a working group. In order to progress the proposals it was suggested the PSNC 
might make this part of the negotiations with NHS Employers. 
 
Making health and social care information accessible 
The office prepared a briefing for pharmacy contractors and this was published on the website in July.  
Discussions will be held with NHS England about the support available (for example around 
interpreters).  A periodic catch up meeting with Dr Geddes of NHS England took place last week, when 
this was one of the matters for discussion.  A verbal update will be given. 
 
Co-commissioning of primary care 
The Co-Commissioning team at NHS England has had further discussions with PSNC.  They are now 
clear that co-commissioning of pharmacy services will be pursued next.  We have explained on each 
occasion that we have met, the potential problem of conflicts of interest, if GPs, who are competitors 
of pharmacies, are involved in decision making over co-commissioned services.  The Co-commissioning 
team are undertaking a governance exercise and have appointed Deloitte to assist.  Deloitte are due to 
discuss with the Director of Regulation and Support, the PSNC experience of where conflicts of interest 
can arise so that processes can be developed to ensure these are picked up in governance monitoring. 
A verbal update will be given on any developments in DevoManc. 
 
Secretary of State plans for publication of medicines prices 
There have been no further developments since the last meeting. 
 
Fraudulent NHS Prescription exemption claims checking 
There have been no further developments since the last meeting. 

 

Pregabalin 
On 10 September 2015, the High Court handed down judgment in the Pfizer court case concerning the 
second use patent for Pregabalin. The subcommittee will be aware that Pfizer's position was that in 
some circumstances of this particular case against Activis, a pharmacy contractor could unwittingly 
have been guilty of a patent infringement even if the pharmacist had dispensed Activis' generic 
Pregabalin for a non-patent indication.  However, the judgment will come as a relief to pharmacy 
contractors as it not only addresses the position of Activis, it confirms that pharmacists were not in 
breach in this case. 
 
Pfizer also issued a number of threatening communications, including to PSNC.  The High Court judge 
found against Pfizer and confirmed that it was not justified in doing so. 
 
NHS England has taken legal advice about its guidance to pharmacists and prescribers, and as an 
appeal is expected, it will not be amending or withdrawing its guidance at this stage.  Pharmacists 
should therefore continue to refer prescriptions back to the prescriber if written for pregabalin where 
the pharmacist has good cause to believe that it is being used for the treatment of neuropathic pain. 
 
The Single Use Carrier Bags Charges (England) Order 2015 
In England from 5 October 2015, a person who sells goods and employs 250 or more full-time 
employees in a reporting year is required to charge a minimum of 5 pence (including any VAT) for each 
unused bag made of lightweight plastic material with handles, other than an “excluded bag” when 
goods are sold at the premises or when delivering goods to customers. 
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For pharmacists the main “excluded bag” is the Prescription medicine bag (defined as a bag intended 
to be used solely to contain a prescription-only medicine, a pharmacy medicine or a listed appliance 
sold in accordance with a prescription issued by a doctor, dentist, supplementary prescriber, nurse 
independent prescriber, independent nurse prescriber, optometrist independent prescriber, 
pharmacist independent prescriber or EEA health professional). Pharmacy contractors do not need to 
charge the minimum 5p for a prescription medicine bag (unless other non-exempt items are included 
in the bag).  
 
DEFRA has published a guidance document; “Carrier bag charges: retailers’ responsibilities” where 
further information can be found. 
 
The NHS Standard Contract 2016/17 
NHS England is in the early stages of developing the NHS Standard Contract for 2016/17 and has 
outlined its three key priorities for 2016/17: 
 to produce a significantly streamlined version of the Standard Contract, specifically for use 

when contracting for less complex services of relatively low financial value (so for the types 
of contract often held by smaller providers in the voluntary or independent sectors, for 
instance); and 

 to work with New Models of Care Vanguards to develop tailored contracts and contracting 
models to deliver New Models of Care; 

 to undertake a further review of the range of financial sanctions which apply under the 
Contract. 

 
NHS England have indicated that they are also keen to ensure that people who use the Contract in 
practice – commissioners and providers – have the opportunity to feed in their views about changes 
which they would like to see for 2016/17. The office accepted this invitation and took on board views 
from LPCs, submitting our response to the proposals for the NHS Standard Contract 2016/17. 
NHS England anticipates publishing the draft Contract for formal consultation in late autumn / early 
winter. 
 
GPhC consultation on draft rules and language competence 
The GPhC is consulting on the evidence that a pharmacist or technician applying for registration will 
have to provide to demonstrate that they have the necessary knowledge of the English language to 
practice safely and effectively.  This is reported for information only as processes before registration as 
a pharmacist or technician does not have a direct impact on NHS pharmacy contractors. 
 
Regulation 75 
Following an exchange with Charles Russell Speechlys the office has raised an anomaly in the wording 
of Regulation 75(2) (voluntary removal from the pharmaceutical list when relocating).  There are cross 
references to 67(4)(b) and 67(4)(a)(ii) neither of which exist. The 2013 regulations differ from the 2012 
regulations in this part, and it is likely to just need a tidying of cross references.  The Department has 
responded to confirm that it had seen this anomaly, and amendments will be made when the next 
opportunity arises. 
 

3 Develop alliances and collaborate with other trade organisations to lobby for 
desirable changes in legislation governing supply of pharmaceutical services 

Status 

 
Report: 
The office continues efforts with Pharmacy Voice and NPA staff members on work to address the 
direction of prescriptions and to gather evidence where we believe prescriptions are being directed. 
PSNC is working with the NPA following its meeting on ESPLPS (see below). 
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Subcommittee Action: None. 
 
Next Steps: The office will continue to liaise with the other pharmacy organisations on prescription 
direction and on the essential small pharmacies. 
 

4 Work with DH, other pharmacy organisations and MHRA to prepare for FMD 
implementation and ensure financial implications for pharmacy are captured and 
resolved 

Status 

 
Report:  
On 17th July, the Director of Regulation and Support attended a Walgreen Boots Alliance stakeholder 
day to visit a wholesaler and a pharmacy, to examine the issues with FMD that apply in both types of 
business, and how these may be addressed.   
 
The delegated acts were published in August.  See Appendix HPR 08/10/15. 
 
The repository will now be developed and tools for verification and logging the supply against the 
unique identifier will now take place.  Further information will be brought to the subcommittee when 
available. 
 
Subcommittee Action: None. 
 
Next Steps: To await developments 
 

5 Develop stakeholder understanding of community pharmacy’s knowledge, skills 
and behaviours (professionalism) and their core values, including finances, the 
pharmaceuticals market, pharmacy procurement and distribution  

Status 

 
ESPLPS 
In July 2015, the subcommittee considered the possibility of making a complaint about NHS England.  
The office had worked over the summer months with LPCs and contractors to monitor developments 
and identify trends that needed to be challenged.  Information was collated about aspects of the NHS 
England processes that are inconsistent, irrational or which appear to show that NHS England has 
abused its position. 
 
There was still concern that formal contracts had still not been agreed towards the end of September.  
Although some former ESPLPS contractors had received interim top up funding, others had received 
only the basic payments from June onwards.  In one case, it was reported by a contractor that money 
was so tight that he was using a credit card to fund his pharmacy’s expenses.  So the matter was again 
escalated within NHS England. 
 
In September, most of the remaining former ESPLPS contractors received letters from NHS England 
regional offices either confirming that a contract would be agreed, or rejecting the LPS proposals.  The 
office had discussed with several contractors the offers that were being made, and the terms being 
used in some of the contracts. 
 
The NPA organised an event for ESPLPS pharmacies on 28 September, and PSNC’s office was contacted 
in advance of that meeting for a briefing on progress.  There was some criticism of PSNC at the 
meeting and the Director of Regulation and Support met David Simons the Chief Operating Officer of 
the NPA to discuss some of the themes that emerged.  The two organisations will collaborate on 
providing support to the affected contractors.  The NPA will consider any potential legal challenges 
that may be available. 
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RCGP conference  

PSNC exhibited at the RCGP Annual Conference working collaboratively with CPS, CPW and 
CPNI. This proved to be a useful way to engage with GPs on a number of topics including 
minor ailments services, MURs and the NMS.   
 
All-Party Pharmacy Group and political work 

We have been working with Pharmacy Voice and the RPS on a number of joint lobbying 
resources and key messages (further information on this is included in the SDS agenda). 
 
PSNC’s fringe events at the Labour and Conservative Party Conferences were well attended 
and good discussions were had with ministers, councillors and other health professions (the 
CEO will report on these events in the PSNC plenary session).  
 
We are continuing our work with Pharmacy Voice and the RPS to review the arrangements for 
the Secretariat of the APPG. 
 
Subcommittee Action: To decide what further action is appropriate 
 
Next Steps:  

 Continue to work with Pharmacy Voice and the RPS to engage with politicians to promote the 
services that pharmacies can offer and to support the APPG. 

 

6 Pursue action against the current practice of ‘switching’ as advised by Counsel Status 

 
Report: 
Switching 
The office provided feedback to the Department of Health. 
 
Subcommittee Action: None  

 
Next Steps: The office will continue to press Department of Health for early resolution. 
 

7 Examine opportunities for a national provider company, implementing if agreed Status 

 
Report:  
The Director of Regulation & Support & Head of LPC and Contractor Support met several times with 
the Chief Operating Officer of the NPA to discuss the national provider company. 
 
It was agreed that the Boards of the four organisations would need to consider the output of the task 
and finish group, but also a business case.  BRR Consulting Limited was commissioned to prepare a 
business case.  There are, at this stage, no matters for this subcommittee to consider, the matter being 
dealt within the PSNC agenda. 
 
Subcommittee Action: None 
 
Next Steps: PSNC will consider the output of the task and finish group and the business case, and 
decide the most appropriate course of action. 
 
Any other business. 
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Appendix HPR 02/10/15 
The NHS England proposed poster 

           
Your prescription; your choice 

You have the right to collect medicines that have been prescribed for you from any pharmacy you 
choose.  
Your choice should not be influenced by letters you receive in the post or by any doctor or 
pharmacist.  
Please contact NHS England if someone is trying to influence your decision on which pharmacy you 
would like to use.  
You can contact NHS England by   
 
 

 Telephone: 0300 311 22 33 
 Email: england.contactus@nhs.net (with “your prescription, your choice” in the subject line)  
 Post: NHS England, PO Box 1673, Redditch, B97 9PT.  

 
 
 
 
 
 
 
 
 

High quality care for all, now and for future generations 
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The PSNC designed poster 
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Appendix HPR 04/10/15 
 
The Chief Pharmaceutical Officer for NHS England gave this message to the Royal Pharmaceutical 
Society Annual Conference 2015: 
 
Over the years, pharmacy across all sectors has contributed much to society. From its apothecary 
roots enabling anyone to have access to healthcare, to scientific endeavour that underpins much of 
pharmaceutical discovery and development, to innovating to deliver best care for patients. 
 
In recent years, the development of pharmacy as a clinical profession has come more to the fore. 
 
Starting in hospitals, but now moving to primary care and community pharmacy too, clinical pharmacy 
has made its mark. Indeed the demand for clinical pharmacy has never been greater, including for 
pharmacist prescribers. 
 
The RPS is to be congratulated in grabbing this agenda, in the form of medicines optimisation. A 
patient centred, value driven, outcome based approach to medicines use. 
 
But the journey towards optimal medicines use in all patients through the deployment of clinical 
pharmacy has only just begun, and still we hear far too many cases of poor outcomes from sub 
optimal medicines use. 
 
At the same time, we find ourselves with a set of challenges that people like me continue to talk 
about: aging population, increasing public expectation, the opportunity of technology, and of course 
the financial situation. 
 
In England, the Five Year Forward View sets out the challenges and opportunities very well: our NHS 
has to be redesigned, to rebalance effort towards prevention, whilst improving quality of healthcare 
generally, and at the same time close a funding gap of the scale never seen before. This will all need a 
huge improvement in efficiency and productivity if our NHS is to survive. 
 
So what will pharmacy’s contribution be? 
 
People being admitted to hospital because of avoidable medicines issues simply cannot go on. Nor can 
the level of wastage of medicines use. Nor can over use of medicines, and medicines use has to get 
much safer. Add poor adherence and it’s nothing short of a scandal. So a dead cert is expansion of 
clinical pharmacy in all settings to deliver the patient benefits, and system efficiencies, of using 
medicines optimally. 
 
At the same time, technology progresses. I was at the NHS Expo recently and saw first-hand some of 
the fantastic technology with us right now to support patients and better care. Set alongside improved 
diagnostics, genomics and personalised medicine, we can expect radical change to patient care in the 
not too distant future. 
 
Pharmacy has started adapting to this new and challenging context. For example, robotic dispensing in 
hospitals is now commonplace – helping – a little – to free up clinical staff to deliver more direct 
patient care and medicines optimisation. 
 
In community pharmacy, this is starting too. Not just using robotics in pharmacies, but there are now 
large centralised dispensing facilities in England. It could be that such facilities will be capable of 
dealing with two thirds of dispensing volume in community pharmacy. 
 
Large scale centralised dispensing. We knew it was coming – well now it’s here. 

http://www.england.nhs.uk/ourwork/futurenhs/
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If implemented well, not only will dispensing be more efficient and safer, but it will free up highly 
trained staff to work closer with patients – to deliver clinical pharmacy and medicines optimisation, 
and helping people live healthier lives. And whilst we are at it, let’s make the whole patient experience 
more convenient through click and collect, more home delivery and generally digitising a good chunk 
of traditional pharmacy practice. 
 
And let’s not forget the deployment of clinical pharmacists into GP practices. A key development for 
collaborative, cross sector pharmacy practice, that’s focused on getting best outcomes for patients. 
This is a real opportunity for the pharmacy profession, but let’s not pretend there won’t be other 
consequences. Any tax payer wants their money to be spent well. So those who spend tax payers’ 
money have a duty to get the best value. 
 
In the context of the financial challenges, all across the public sector, and not just NHS and health, the 
emphasis is on transforming service design and delivery, to deliver better and more efficient services. 
So expect a much closer examination of how tax payers’ money is spent on pharmacy as new models 
of practice roll out. 
 
Put all this into the context of the New Models of Care being piloted across England, and it’s easy to 
see how clinical pharmacy will, and must, quickly dominate pharmacy practice. 
 
Please don’t think this focus is on community pharmacy practice alone. It’s not. The work I am 
sponsoring on pharmacy and medicines optimisation in hospitals is a central part of the NHS 
Procurement and Efficiency Programme. The work is examining how best to modernise the 
infrastructure and metrics that support hospital pharmacy in order to focus even more on clinical 
pharmacy and medicines optimisation. 
 
So the future is clinical, underpinned by efficient and effective use of technology. 
 
What else can be done to deliver this efficient and clinical future? 
 
As we know pharmacy practice is surrounded by regulation. The rebalancing medicines legislation and 
pharmacy regulation programme seeks to promote, not hinder, future practice. If we are to improve 
patient safety in medicines use we must be free to report and learn from our mistakes. So the 
progress made in providing a defence to dispensing errors is a great step forward, and part of making 
healthcare more human-centred, not system centred. 
 
But more has to be done to ensure legislation and regulation supports improvement in care. 
 
There’s more to be done on supervision. There is now significant infrastructure designed to underpin 
patient safety in pharmacy practice. The GPhC, it’s standards, the RP and so on. We now have 
pharmacy technicians as a registered profession who, like registered pharmacists, have to face the 
expectations of such status. But there is still some way to go until uniformity of practice by pharmacy 
technicians is guaranteed. 
 
If we are to free up pharmacists in community pharmacy to provide more clinical services, including 
through utilising pharmacy technicians much more, then we must ensure if there are any risks, they 
are identified, and are mitigated – just as has happened already in hospitals. So the four CPhOs are 
looking at how best to do that. 
 
And if the benefits of centralised dispensing are to be fully delivered, then all community pharmacies 
must be able to access them. That’s not possible at present because medicines legislation does not 
permit it, so that must change as soon as possible. 
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And finally we must make progress on the pharmacist educational reforms, promised for too long. We 
are already seeing signs of the pharmacy education system creaking. Neither I, nor my fellow CPhOs, 
nor the GPhC can simply stand by and let that happen. 
 
For too long the reforms have been blocked by some doubting but powerful universities. This must 
stop if we are to produce a sustainable supply of the type of clinical pharmacists the NHS wants. 
 
The pharmacy world has been calling for change for years. The stars are lining up, and firmly pointing 
towards a clinical and digital future. The next few months and years are going to be a fundamental 
period for the profession. 
 
Some will embrace change more readily than others, and some will be able to adapt more quickly, but 
throughout we must ensure patients and the public are nothing but beneficiaries. 
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Appendix HPR 05/10/15 
 

Royal Pharmaceutical Society & PV draft Joint Statement of Commitment 
 

Joint statement of commitment to create a learning and improving culture in pharmacy 
 
Professor Don Berwick’s report of August 2013, following the Francis report into events at Mid 
Staffordshire found that “The most important single change in the NHS in response to this report would 
be for it to become, more than ever before, a system devoted to continual learning and improvement 
of patient care”. 
 
The right response from all sectors of pharmacy starts with a commitment to high quality care. Our 
aim is to link the practice of pharmacy to quality improvement through the application of 
improvement science so that learning is shared across the profession. 
 
We believe that there has to be a “just culture”i in pharmacy where staff, patients and carers are 
treated fairly, with empathy and consideration when they have been involved in a patient safety 
incident or have raised a safety concern. This culture must be reflected and supported by all those 
involved in the governance of pharmaceutical services. Importantly we know that this culture must be 
demonstrated across the whole operation of organisations that deal with patient care; from top to 
bottom. 
 
In an era in which pharmacists and pharmacy technicians can report mistakes without fear of 
prosecution the chance for a just culture to flourish is enhanced. We believe that this opportunity 
must be seized in the interests of patient safety so that: 
 

 Reporting is easy and becomes a natural part of work for all in the pharmacy team 

 Organisations involved in patient care expect pharmacy professionals to report errors and 
concerns 

 Pharmacists, their teams and the organisations within which they work should learn from their 
own errors locally and those of others across sectors and nations to increase patient safety 

 Pharmacists work alongside fellow health professionals in an open and mutually supportive 
working environment  

 The mechanisms and processes that will support improving quality will be given a high priority 
by governments, NHS organisations, pharmacy owners, private healthcare providers, 
regulators, professional and trade bodies, trades unions as well as pharmacists themselves.  

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/226703/Berwick_Report.pdf
https://www.rpharms.com/support-pdfs/just-culture.pdf
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Appendix HPR 06/10/15 
 

Royal Pharmaceutical Society & Pharmacy Voice draft terms of reference for 

Task and Finish Group 

 

Creating a culture that encourages incident reporting and learning in pharmacy 

DRAFT Terms of Reference for a task and finish leadership group with the 

objective of “Creating an Open Culture in Pharmacy in Insert Country” 

 

Professor Don Berwick’s report of August 2013, following the Francis report into events 

at Mid Staffordshire found that “The most important single change in the NHS in response to 

this report would be for it to become, more than ever before, a system devoted to continual 

learning and improvement of patient care”. 

 

1. Background 

In order to deliver the patient safety benefits from the work of the Rebalancing Medicines 

Legislation and Pharmacy Regulation Programme Board (the Rebalancing Board) there 
needs to be a just and open culture in pharmacy that is committed to systematic 

improvement. A just and open culture is seen as a pre -requisite to the creation of a 

positive reporting and learning culture as part of a total quality system.   

 

Concern about the automatic criminalisation of errors has been a significant barrier to the 

adoption of a just culture as it maintained a blame culture with an inherent sense of 

unfairness and punitive action associated with making genuine mistakes, rather than where 

there is any intent to harm, as is applied to other regulated health professionals. 

 

The rebalancing board and the implementation group that reports to it have both agreed 

an approach to operationalise the potential improvements in patient safety that can be 

realized through better reporting and learning from mistakes. The paper was proposed 

jointly by the Royal Pharmaceutical Society (RPS) and Pharmacy Voice (PV) and it can be 

seen in full here. 

 

The Task and Finish Group will be an error reporting leadership group within (country) 

and as agreed by the Rebalancing Board. It will comprise of recognised leaders and 

representatives of pharmacy organisations that can impact of the objectives of the group. 

 

2. Aims 

The aims of the Task and Finish Group will be the implementation and adoption of an 

open culture and improved systems to improve error reporting within community 

pharmacy within (country). 

 

3. Objectives 

A. To act as a national focus for action that pharmacy professionals will relate to. Having 

the influence to ensure that patient safety improvements are achieved. 

B. Operation roll out including:- 

 Explicit senior management commitment from all large pharmacy organisations 
and employers to a safety and quality improvement culture 

 Development and accreditation of training 

 Sharing aggregated reports across pharmacy 

 Driving awareness of reporting systems 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/226703/Berwick_Report.pdf
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C. Improving systems and processes to simplify error reporting, and mechanisms for the 

feedback of learnings. 

 

4. Membership 

The England or Country meeting will be co-chaired by the Chair of the English Pharmacy 

Board and (person X) from Pharmacy Voice, 

In addition one representative from the following groups/organisations, all of whom will 

be signatories of the “joint statement:- 

Professional and system regulator,  

NHS Improvement or safety ortanisation 

Business owners, PV or country equivalent 

Commissioners, NHS England, or country equivalent 

Pharmacy Contract Negotiators 

Professional bodies RPS or PSNI (and APTUK) 

Secondary care expertise RPS Hospital Expert Advisory Group and Association of

 Teaching Hospital Pharmacists 

Trade unions and indemnity providers Pharmacists Defense Association, Chemists
 Defense Association and the Guild of Healthcare Pharmacists. 

 
It is expected that all members of the group will lead by example and receive human factors 
training.  

 
5. Governance 
The “error reporting leadership task and finish group” in (country) will minute the face to face 
meetings and provide reports to the Rebalancing Board, but will act autonomously.  
 
Each workstream (see item 6) must be allocated an owner, and have agreed completion dates and 
supporters. 
 
6. Workstreams 
The following workstreams are proposed, and are to be agreed at the first meeting of the group:- 

A. Moving to a safety culture within community pharmacy that includes 

 training for middle and senior managers 

 Separate training for practicing community pharmacists 

 Sharing data across community pharmacy sector learning from mistakes, making 
operational changes that builds on the current PV work. 

B. Driving awareness of a safety culture within the profession 
C. Improving systems and process to simplify error reporting. This will need to link to other 

groups e.g. the PV IT Group to include PMR providers. 
D. Recognising and promoting good practice. 
E. Ensuring that contractual arrangements for community pharmacy support a safety culture. 
 

7. Time Commitment 
The duration of the “error reporting leadership task and finish group” will be for no longer than 
one year from the first meeting, and the group will focus on the implementation of a cultural 
change across pharmacy. 

 
It is anticipated that a minimum of four face to face meetings will take place throughout the 
tenure of the group along with more frequent video/teleconferencing meetings along with digital 
exchange. Each workstream will meet as often as required to fulfil its objective 
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Appendix HPR 08/10/15 
 

Falsified Medicines Directive – Delegated Acts 
 

The European Commission published Regulations on 12 August containing the delegated acts, setting 
out the detail of safety features and of verification of authenticity.  There is a period of 60 days for 
comments.  It is proposed that they will be adopted from mid October 2015 and will come into force 
three years later. 
 
Manufacturers will be required to apply tamper evidence and a unique identifier (containing a code 
allowing the identification of the name, the common name, the pharmaceutical form, the strength, 
the pack size and the package type together with a serial number (a numeric or alphanumeric 
sequence of maximum 20 characters generated by a non-determinative randomisation algorithm). 
 
The products to which the requirements apply are all prescription only medicines, other than those 
which are determined not to be a falsification risk, and those non-prescription medicines which are 
determined to be a falsification risk.  The original list includes all POMs, other than homoeopathic 
medicines, radionuclide generators and precursors, and several other products which are unlikely to 
be falsified.  The non-prescription medicines – Omeprazole 20mg and 40mg are also included, because 
of the likelihood of falsification. 
 
The obligations of pharmacies is set out in Chapter VI of the regulations and it is now clear where the 
verification will have to take place: 

Persons authorised or entitled to supply medicinal products to the public shall verify 
the safety features and decommission the unique identifier of any medicinal product 
bearing the safety features they supply to the public at the time of supplying it to the 
public. 
 

There is thus no scope for the verification to take place only on receipt. 
 
There is an exception for a ‘healthcare institution’ which is defined as ‘a hospital, in- or outpatient 
clinic or health centre’ which may carry out verification at any time the medicinal product is in the 
physical possession of the institution provided that no sale of the product takes place between 
delivery of the product to the institution and the supplying it to the public. 
 
The delegated acts also allow a pharmacy that is going to split a pack, to do so, scanning the unique 
identifier only when the pack is opened for the first time. 
 
If verification is not technically possible at the time of supply to the patient, the details must be 
recorded, and then verified and the unique number decommissioned once it is possible to do so. 
 
There will be some time before all packs are labelled with the unique identifier.  The regulations allow 
all products which have been ‘released for sale’ at the point the regulations come into operation, to 
continue to be supplied without authentication measures, until the packs reach their expiry date. 
 
The delegated acts also provide for all products to be verified and the unique identifier 
decommissioned (so that the unique identifier cannot be misused for a falsified product).  To ensure 
that all packs are captured, the wholesalers must scan and decommission the unique identifier when 
supplying to dental practitioners, prisons, hospices, lifeboats etc.  
 
Now that the delegated acts are published, the work on the national repository can be taken forwards 
and the systems that will need to be developed to allow pharmacies to scan the 2D barcodes. 
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i
 https://www.rpharms.com/support-pdfs/just-culture.pdf   Extract: ………we need the “right culture”, a culture 
based upon the principles of fairness, quality, transparency, reporting, learning and safety.  
Underpinning the “right culture” is just culture. This is a culture based upon fairness and achieved when attitudes, 
behaviours and practices are fair. A just culture promotes an open culture (transparency and discussion), a 
reporting culture (raising concerns), a learning culture (learning from mistakes). These cultures support each 
other to create a safety culture – balancing accountability and learning and leading to improved patient safety.  
It also creates a just and open working environment which is rewarding to work within, professional 
empowerment, and enhances the quality of service to patients and patient experience. 
 

https://www.rpharms.com/support-pdfs/just-culture.pdf

