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AGENDA 
 

2nd Meeting, 2020 (Session 5) 
 

Tuesday 28 January 2020 
 
The Committee will meet at 9.30 am in the James Clerk Maxwell Room (CR4). 
 
1. The supply and demand for medicines inquiry: The Committee will take 

evidence from— 
 

Dr Ewan Bell, National Clinical Lead, Area Drug and Therapeutics 
Committee Collaborative, Healthcare Improvement Scotland; 
 
Matt Barclay, Director of Operations, Community Pharmacy Scotland; 
 
Dr Scott Jamieson, Royal College of General Practitioners; 
 
David Coulson, Assistant Director of Pharmacy, NHS Tayside; 
 

and then from— 
 

Eileen McKenna, Associate Director Professional Practice, Royal College 
of Nursing Scotland; 
 
Jonathan Burton, Chair, Scottish Pharmacy Board, Royal Pharmaceutical 
Society in Scotland; 
 
Lewis Morrison, Chair of BMA Scotland, British Medical Association. 
 

2. Subordinate legislation: The Committee will consider the following negative 
instruments— 

 
The Foods for Specific Groups (Infant Formula and Follow-on Formula) 
(Scotland) Regulations 2020 (SSI 2020/6); 
  
The Foods for Specific Groups (Medical Foods for Infants) and Addition of 
Vitamins, Minerals and Other Substances (Scotland) Amendment 
Regulations 2020 (SSI 2020/7). 
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3. The supply and demand for medicines inquiry (in private): The Committee 
will consider the evidence heard earlier in the meeting. 
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Health and Sport Committee  
 

2nd Meeting, 2020 (Session 5)  
 

Tuesday 28 January 2020 
 

Supply and Demand for Medicines 
 
Background 
 
1. At its Business Planning Event in October 2018, the Health and Sport 
Committee agreed to hold an inquiry into the supply and demand for medicines.  It 
decided to bring forward its consideration of the issue based on the frequency of 
occasions the issue was raised with the Committee by representatives of health 
boards and special health boards as part of its scrutiny programme of such bodies. 

2. The Committee agreed the inquiry would focus on four distinct areas: 

• Purchasing (including procurement and medicine price regulation, a 
reserved area undertaken at a UK level); 

• Prescribing (covering all those licensed to write prescriptions); 

• Dispensing (covering hospital, pharmacy and GP); and 

• Consumption (looking at effectiveness, monitoring and wastage). 

3. An overarching aim for the inquiry is to look at “The management of the 
medicines budget including the clinical and cost effectiveness of prescribing”.  

Structure of the inquiry 

4. The Committee issued a call for evidence on 27 September 2019 which closed 
on 22 November 2019.  The Committee received 58 responses which can be read 
here. 

5. It will hold five formal evidence sessions as part of the inquiry.   

• 21 January 2020 – Purchasing  

• 28 January 2020 – Prescribing  

• 4 February 2020 – Dispensing 

• 18 February 2020 – Consumption  

• 3 March 2020 – Evidence on the inquiry from the Cabinet Secretary for 
Health and Sport, Jeane Freeman 

6. At this meeting the Committee will hear from: 

https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/113038.aspx
https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/113054.aspx
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• Dr Ewan Bell, National Clinical Lead, Area Drug and Therapeutics Committee 
Collaborative, Healthcare Improvement Scotland; 

• Matt Barclay, Director of Operations, Community Pharmacy Scotland; 
• Dr Scott Jamieson, Royal College of General Practitioners; 
• David Coulson, Assistant Director of Pharmacy, NHS Tayside; 

 
and then from— 
 

• Eileen McKenna, Associate Director Professional Practice, Royal College of 
Nursing Scotland; 

• Jonathan Burton, Chair, Royal Pharmaceutical Society Scottish Pharmacy 
Board; 

• Lewis Morrison, Chair of BMA Scotland, British Medical Association. 
 
Clerks 
Health and Sport Committee  
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM HEALTHCARE IMPROVEMENT SCOTLAND 

Introduction 

Healthcare Improvement Scotland (HIS) welcomes the opportunity to respond to the Health 
and Sport Committee‟s call for evidence on the supply and demand for medicines. Although 
there are four distinct parts to the inquiry, our response focuses on the questions that relate 
to prescribing and how HIS activities impact on the expenditure on medicines in the NHS in 
Scotland. We note that advice on the clinical and cost-effectiveness of new medicines and 
their routine prescribing in the NHS in Scotland is outwith the inquiry‟s scope.  

HIS is an authority on the development of evidence-based advice, guidance and standards. 
Our main functions that influence clinically and cost-effective prescribing are the Scottish 
Antimicrobial Prescribing Group (SAPG), the Scottish Health Technologies Group (SHTG), 
the Scottish Intercollegiate Guidelines Network (SIGN), the Scottish Medicines Consortium 
(SMC) and the Area Drug and Therapeutics Committee Collaborative (ADTCC).  Through 
the work of these teams, HIS supports the NHSScotland Quality Strategy and Realistic 
Medicine ambitions which aim to ensure that the most appropriate treatments, 
interventions, support and services will be provided at the right time to everyone who will 
benefit, and wasteful or harmful variation will be eradicated. 

We collaborate with national experts to identify, develop and share evidence for 
improvement. This evidence is accessible to health and social care professionals to support 
them in providing effective care and to the public to inform them of the quality of care they 
can expect to receive. 

The Committee has asked four key questions: 

1. Does the system ensure patients receive the most clinically and cost-effective

treatments and, if not, how can this be improved?

NHS Scotland has well developed systems in place to ensure that patients receive the most
clinically and cost-effective treatments.  HIS has a key role in the provision of national
advice and guidance to support the clinical and cost-effective use of healthcare
interventions, including medicines, used in both primary and secondary care.

Scottish Antimicrobial Prescribing Group (SAPG)

Increasing antimicrobial resistance (AMR) is a threat to public health globally and the
Scottish Antimicrobial Prescribing Group (SAPG) works across health and care settings to
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improve antibiotic use, to optimise patient outcomes and to minimise harm to individuals 
and society.  

Antibiotic prescribing in primary care decreased by 7.8% between 2013 and 2017 and in 
2017 the rate of use was the lowest on record. A range of interventions have been 
implemented to support reduction of unnecessary use of antibiotics for self-limiting 
respiratory tract infections and urinary tract infections. In hospitals, the use of very broad 
spectrum high cost antibiotics is restricted and their use monitored. There is also a focus on 
review of patients on intravenous antibiotics to ensure timely review and switch to oral 
treatment that is more cost efficient and additionally supports earlier discharge and reduced 
length of stay. There is evolving evidence that shorter courses of antibiotics are effective for 
many common infections presenting both in hospital and the community and SAPG is 
exploring interventions to support reduced duration of antibiotic treatment across all settings 
which will deliver reduced antibiotic use and associated cost benefits. SAPG‟s work 

contributes to personalised, clinically effective, safe and cost-effective antimicrobial 
prescribing and has a positive impact on the medicines budget. 

Scottish Health Technologies Group (SHTG) 

The Scottish Health Technologies Group (SHTG) advises on and supports best use of 
health technology interventions within NHSScotland. Although SHTG‟s remit does not cover 

licensed medicines, it has recently issued advice on the cost-effectiveness of products 
funded through the primary care prescribing budget, including antimicrobial wound 
dressings and glucose monitoring systems for use by patients with diabetes. 

Scottish Intercollegiate Guidelines Network (SIGN) 

The Scottish Intercollegiate Guidelines Network (SIGN) aims to improve the quality of 
healthcare for patients in Scotland by reducing variation in practice and outcomes through 
the development of national clinical guidelines. These guidelines provide evidence-based 
recommendations on the management of common conditions, including the use of 
medicines.  

The key questions in SIGN guidelines often require consideration (by the healthcare 
professionals developing the guideline) of evidence on the relative cost-effectiveness of 
treatments including medicines. For example, prescribing of respiratory medicines is an 
area of high cost in primary care and the recently updated guideline on the management of 
asthma (SIGN Guideline 158) makes recommendations on diagnosis, predicting future risk 
of asthma attack, and self-management, as well as pharmacological management which 
helps to prevent over- and under-prescribing and ensure that patients receive appropriate 
medicines. 

Scottish Medicines Consortium SMC Horizon scanning 

The Scottish Medicines Consortium (SMC)‟s role in advising on the clinical and cost-
effective use of new medicines is outwith the scope of this review.  However the SMC also 
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has a horizon scanning function which aims to support health boards with financial and 
service planning for new medicines in the pipeline that may be accepted into routine clinical 
use. Health boards use the annual Forward Look report to estimate the potential net budget 
impact of „high impact‟ new medicines expected to reach the market in the forthcoming 

financial year and plan for their introduction. 

Area Drug and Therapeutics Committee Collaborative ADTCC 

The Area Drug and Therapeutics Committee Collaborative (ADTCC) supports collaboration 
in approaches to medicines governance issues among health board Area Drugs and 
Therapeutics Committees (ADTCs) across Scotland. ADTCs are responsible for 
governance in the use of all medicines, including their safe, effective and cost-effective use. 

The Collaborative supports initiatives that can drive good practice and be approached on a 
„once for Scotland‟ basis.  An example of work the Collaborative has led that contributes to 
cost containment is the national programme for the introduction of biological medicines 
arising from patent expiries. The work is a national initiative also involving NHS National 
Services Scotland. These medicines have a high annual cost per patient (e.g. the single 
medicine with the highest hospital expenditure in NHS Scotland is the biological 
adalimumab). The cumulative national annual saving achieved on all these biological 
medicines through this initiative by the end of 2019 is around £49M.  This can help make 
headroom for new medicines, which continue to exert very significant pressure on the 
medicines budget.    

Local Formularies are a key tool used to support the use of medicines within health boards 
and data are available to show that compliance rates with Formularies are high. ADTCs and 
managed clinical networks also develop local and regional prescribing guidance and have 
treatment protocols in place.  Processes are also in place to manage non-formulary 
prescribing in both hospital and primary care. 

Scottish Patient Safety Programme (SPSP) - Medicines 

SPSP - Medicines supports NHS boards and health and social care partnerships (HSCPs) 
to consider the safer use of medicines across the whole system, focusing on the patient as 
they move between care settings and home. The aim is to improve the safety of 
prescribing, assessing and distributing medicines. By supporting teams to revise current 
processes around these themes, clinically and cost effective practices are being developed. 

The programme is aligning its work with realistic medicine, and will be working with teams 
to reduce unnecessary variation in prescribing and harm from polypharmacy through 
appropriate shared decision making which in many situations will result in a reduction in 
prescribing. In addition, there is a focus on establishing a greater awareness of harms from 
medicines to ensure that the prescribing and dispensing of harmful medicines or medicine 
combinations is avoided, with a secondary gain in reduction of corrective treatments. An 
example of this would be the improvement activity with community pharmacies around 
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reducing harm from the prescribing and dispensing of Non-Steroidal Anti-inflammatory 
Drugs (NSAIDs). 

One of the key priorities for the programme in the next year is the Pharmacotherapy 
Collaborative which will support GP practice teams to implement these services within their 
practice.  One of the key areas of focus will be serial prescribing. This will address 
efficiencies (as well as cost savings on medicines actually dispensed) from GP/Practice set-
up, through pharmacy handling/processing back to review and re-authorisation. The 
dispensing of serial prescriptions will be done using either a scheduled dispensing service 
or a patient-triggered service and there may be differences in drug costs between the two 
which would give an indicator of potential drug waste. 

On the basis of the well-developed systems at board level referred to above, supported by 
HIS‟ national functions and initiatives, there is reason to believe that medicines are 
generally prescribed in a clinically and cost-effective way. 

However in order to build evidence to support consideration of whether all patients receive 
the most clinically and cost-effective treatments, work is needed to link data on prescribing 
to patient outcomes.  Further work to implement electronic prescribing systems that allow 
clinicians to record, access and share real time patient data would provide better data on 
the clinical and cost-effective use of medicines, achieve better value and support improved 
patient safety and health outcomes. 

2. Does the NHS in Scotland achieve the most value from the money spent on

medicines and, if not, how can this be improved?

The scope of this question is extremely broad and is contingent on both the definition of 
what constitutes value and also the perspective used in defining value. While the use of 
cost-effectiveness evidence is one mechanism used to maximise value for money from a 
population perspective, this may not be informative of what constitutes „value‟ at the 

individual patient level. 

As noted above, there are various strands of work undertaken by HIS where consideration 
of cost-effectiveness is a key decision-making factor, and the analyses commonly used are 
underpinned by the specific principles of maximising health benefit for given levels of 
expenditure. The work referred to above on biological medicines is an example of where 
good value from money is being achieved. NSS National Procurement has a key role in 
securing competitive prices for medicines through, for example, the contracting process, 
and is a partner agency in the biosimilars work. 

However figures on medicines expenditure should not be regarded in isolation as they do 
not capture the benefits to patients or the net costs and benefits elsewhere in the health 
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system or indeed in other sectors of the care system and wider economy.  For example, 
medicines introduced in the past five years for hepatitis C are likely to be very cost 
effective, with significant health benefits to patients and savings elsewhere in the system as 
patients taking them require less medical care over the long term.  Because they are very 
expensive, however, the net impact on the medicines budget gives rise to an affordability 
challenge. 

There can be uncertainty about the benefits of new medicines at the time of launch and for 
this reason the SMC intends to extend the situations in which it can issue interim advice 
that will be revisited at a later stage when further clinical data are available.   

It should be noted that cost-effectiveness analysis to drive value for money is not used 
uniformly across all areas of medicines spend; health economic analysis is an essential 
component of the evaluation of new medicines but will be used to a much lesser extent in 
the management of the considerable NHS spend on established medicines. Therefore there 
may be further opportunities to improve value through more systematic use of economic 
evaluation of established treatments. Although efforts have been made in recent years to 
shift the emphasis of evidence-based advice towards prevention and self-management to 
improve adherence for those on medicines and to also avoid the need for medicines where 
possible, we recognise that more work is needed here. 

3. In what ways can the system be made more efficient?

The decisions of prescribers are a key determinant of how much the NHS spends on 
medicines.  HIS takes a continuous improvement approach to ensure that our advice and 
guidance meets the needs of health and social care professionals, by working with them to 
ensure that our outputs are targeted at the most relevant areas of practice. We are also 
exploring the accessibility of our outputs and the development of improved decision support 
tools to encourage use of the most cost-effective products, thereby improving overall value. 

Technological solutions such as electronic prescribing, referred to above, and robotics will 
be critical to improving efficiency and value in the system overall. 

A more holistic approach to the use of medicines in the context of realistic medicine, with 
greater patient empowerment, shared decision making (including the option of “do nothing”) 

and greater self-management of conditions by the patient may reduce the use of medicines 
as the first or primary intervention.  

4. How can the medicines budget be controlled while maintaining clinical and cost

effectiveness?

It is worth noting that while there is comprehensive data on prescribing in primary care, it is 
more difficult to get a detailed picture of the overall spend on hospital medicines (i.e. in 
terms of total spend on therapeutic class, the proportion spent on new medicines etc) and 
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how this has changed over time, largely due to fragmented systems for data capture. In 
addition these figures do not factor in rebate income that the NHS receives from the 
pharmaceutical industry as part of the UK-wide Voluntary Pricing and Access Scheme 2019 
(VPAS), which in Scotland is used to support growth in spending on new medicines through 
the New Medicines Fund.  

Control of the medicines budget is likely to require new approaches to support evidence-
based practice underpinned by further investment in digital health.    Approaches that could 
be used to achieve the objective of controlling costs while maintaining access to clinically 
and cost-effective treatments have been touched on in other parts of this response, for 
example, identifying further opportunities to substitute biological medicines to achieve cost 
savings and appropriate use of generic medicines and antibiotics. In the medicines arena, 
much of the focus is on the investment in new treatments but there may be a role for the 
identification of areas for disinvestment to free up resources for use in treatments that 
deliver more value. More also needs to be done to support public understanding of the 
importance of evidence-based prevention and self-management strategies in improving 
health so that unnecessary medicines use is avoided where possible.  
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM Community Pharmacy Scotland 

Key Messages  

 Community pharmacy workforce can be utilised further to focus on supporting
patients get the best out of their medicines and reduce waste.

 Medicine supply is a complex, international marketplace and care must be taken
as not to lose the advantages of our cost-effective system.

 IT and digital solutions should be explored to improve outcomes for patients
supporting prescribers make the right choices and support the best care at point of
supply.

1. Does the system ensure patients receive the most clinically and cost-effective

treatments and, if not, how can this be improved?

Areas covered: Prescribing, Consumption, Dispensing 

The community pharmacy network supplies the vast majority of medicines within primary 
care. Most of the supplies in primary care are initiated through prescribers who are mainly 
Healthcare practitioners within GP practices however dentists, optometrists, pharmacists 
and others are a growing group of professionals with independent prescribing rights who 
work as part of the wider multidisciplinary team. When the prescription arrives at the 
community pharmacy, they have a statutory obligation to supply the medicine, if available, 
in a timely manner. At every part of the patient journey the relevant healthcare practitioner 
has a responsibility to work with the patient to ensure they understand and are getting the 
best from their treatments and medicines. When the treatment is supplied at the endpoint of 
the community pharmacy, pharmacists, who are the experts in medicines and their use, will 
make sure the medicine is appropriate, safe and is supplied accurately. The pharmacy 
network currently delivers this within the communities they service very accurately and 
efficiently over 100 million times a year. 

However, there are ways this can be improved. Medicines management (for the purposes 
of this response we will use the term medicines management to avoid the wider term 
Pharmaceutical Care which is commonly used in Scotland) supports better and more cost-
effective prescribing in primary care, as well as helping patients to manage medications 
better. Good medicines management can help to reduce the likelihood of medication errors 
and hence patient harm. In recent years in Scotland the pharmacy profession has been 
recognised as having a fundamental role to play in this space through both the GMS 
contract and the pharmaceutical services arrangements for the pharmacy network. In the 
GMS contract one of the areas identified is ‘pharmacotherapy’. Money has been found to 

support the recruitment of pharmacists and pharmacy technicians to support this element of 
the GMS contract as Health Boards employ these people to support GP workload and 
ensure cost-effective prescribing. This has led to the unintended consequence of creating 
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recent workforce issues as pharmacists and technicians have left community and 
secondary care to take up these new roles. It is with this in mind that we would like to see 
new models tested which deliver the aspirations of pharmacotherapy and indeed much of 
our own Medicines Care and Review service. These are to support patients to get the best 
from their medicines, reduce adverse events and do so cost effectively. Community 
pharmacy is well placed to support and build on the existing services to deliver these 
aspirations. In Scotland we already have a patient service focussed element to our 
pharmacy contract, although we are still recognised for the volume of prescriptions we 
supply, our remuneration model is more aligned to recognise the clinical input of the 
pharmacist. This is a good base to build on and medicine management in the context of 
long-term conditions is a logical next step.  

Community pharmacy premises are now generally far more accessible, and patient 
focussed than in the past with professional spaces for consultations and engagement with 
patients. Do these pharmacists and technicians have to be exclusively based in GP 
practices to make the most of their skills? We would suggest not. 

A few things that could be considered in any new model: 

1) Medication reviews could easily be conducted in a community pharmacy setting as well
as a GP practice setting. This would support the joint patient aims of pharmacotherapy
within the GP context and much of the Medicines Care and Review.

2) Use of IT and decision-making support tools to support best practice could be utilised in
community pharmacy

3) Improved systems to support safe transfer of information on patient medication at
admission and discharge could also support patient outcomes. Community pharmacy would
seem an obvious place to support for efficient supply of discharge medications reducing an
element of delayed discharges in the process.

4) Providing clinicians within the MDT primary care team with benchmarked information on
prescribing and supply performance could also be looked at to support practice.

This type of service, if contractualised, correctly could improve patient outcomes with 
medicines (thereby reducing the overall burden to the NHS in areas such as inappropriate 
hospital admissions) and reduce waste. 

The Prescribing in General Practice identified five areas as areas where waste, estimated 
to be between £12m to £18m according to the report, was caused according to Health 
Boards surveyed: 

1) Repeat Prescribing within GP practices: The new roles for pharmacists and technicians
should help with this and indeed as has already been suggested by ourselves, new models
to support this could be tested within community pharmacy. It should also be noted that
engagement by GP practices with the Medicine Care and Review (formerly CMS) NHS
approved repeat prescribing system would also reduce GP workload and required
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production of prescriptions and support community pharmacy workload planning. To date 
engagement in this area has been patchy. 

2) Over-ordering by patients: Systems have been created to identify overordering within GP
practices and could be utilised to a better degree, as could pharmacy systems if the patient
presents at the same pharmacy all the time. Patient conversations can then take place to
understand the reason behind this and support the best way forward.

3) Prescribing in care homes: Community pharmacy could work in this space to improve
outcomes for patients and reduce waste through improved arrangements. The recent
guidance from the pharmacy professional body would be a good starting point.

4) Effect of abolition of prescription charges: We do not believe the evidence is there to
support this statement, the amount of prescriptions that were exempt was the majority
anyway. In general, it is also recognised that prescription charges are a barrier to the health
benefits medicines can provide. It is also welcome from a community pharmacy point of
view as we no longer must contend with the role of ‘tax collector’ with presenting patients

and the pharmacy teams can now focus on patient care.

5) Patients prescribed multiple drugs: This fits with the medicine management answer
earlier, however while this is a reality it should be noted that it is often appropriate for
patients to be on multiple medicines. It is the patients where it is inappropriate that should
be targeted through medicine reviews and a person-centred conversation can then take
place.

Access to relevant patient records can improve the quality and safety of many supplies 
within community pharmacy. In general, most patients will receive their regular medicine 
supplies from the same pharmacy ensuring that these patients are known to the pharmacy 
team and often this supports decision making for the pharmacist involved. There will always 
be occasions where information would support timely and safe decision making whether it 
be out of hours, routine daily practice or in other circumstance where a patient will present 
out with their normal pharmacy. In these circumstances the pharmacy input could be 
enhanced further to optimise the supply information given to patients. 

We believe that these suggestions and type of approach fit with policy objectives set out in 
the 20:20 Vision (of care closer to home), the National Clinical Strategy, Realistic Medicine 
and the pharmacy policy, Achieving Excellence in Pharmaceutical Care. 

2. Does the NHS in Scotland achieve the most value from the money spent on

medicines and, if not, how can this be improved?

Areas covered: Procurement 

There are several mechanisms which control the money that is spent on medicines in 
Scotland. 
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For Branded medicines supply, across the system, this is largely controlled by two 
mechanisms. The Voluntary Pricing and Access Scheme (VPAS) and for those 
manufacturers who don’t join they are then put through the Statutory Pricing Scheme. 

Whilst responsibility for the arrangements to determine access to new medicines is 
devolved to the Scottish Government, responsibility for the arrangements for pricing of 
medicines through these schemes is reserved to the UK Government.  

Pharmaceutical companies have an agreement to cap spending growth on branded 
medicines at 2 per cent, with anything over this paid back to the NHS. In Scotland, the 
Scottish Government has ring-fenced this money for spending on new medicines, with an 
aim to help bridge the cost of innovation. In the last five years, according to ABPI Scotland 
their members (i.e. the branded manufacturers of products) have delivered £258 million 
back to health boards across the country. 

For the community pharmacy network branded products in primary care, which represent 
around 67% of the just over £1billion spend, are supplied with no benefit to the pharmacy in 
the procurement process. With more care being delivered in the community, pharmacy will 
be supplying more of higher cost branded products in the future. This has the potential to 
be the biggest area for growth as medicines are moved from secondary to primary care for 
supply. A recent example of high cost medicine supply going through community pharmacy 
is that of Hepatitis C medicines. Their supply has led to improved outcomes for patients 
through community pharmacy input, however the impact on primary care and pharmacy 
finance is considerable and not without risk. These packs come at a supply cost of five 
figures a month when the pharmacy reimbursement model not being suited to dealing with 
medicines of this nature. 

Generic medicines, which represent 84.3%1 of the items supplied in NHS Scotland through 
18/19 (but represent only 33% of the cost), cost is largely controlled through a similar form 
of regulation but through the Drug Tariff. The Drug Tariff is specifically designed to 
encourage generic competition rather than control prices of generic products directly. Most 
of the community pharmacy networks funding comes from a Global Sum for services like 
other independent contractor models such as GPs. However currently an element of 
pharmacy funding is supported through incentivisation of the network to buy generic 
medicines as cheaply as possible. Part 7 of the Scottish Drug Tariff contains the list of 
medicinal products and preparations commonly prescribed. The method of determination of 
prices is according to a general protocol established by the Scottish Ministers after 
consultation with Community Pharmacy Scotland. Part 7 is updated on a monthly basis. 
The protocol allows the pharmacy network to achieve an agreed level of margin, which is 
used to support the funding of the network and therefore its viability. Beyond this agreed 
level the benefits of effective purchasing by the network are shared with the NHS. 

We believe that this system largely benefits the NHS, industry and ultimately patients 
through value for money. Flexibility of supply due to incentives and freedom of pricing 
means UK market is relatively robust e.g. fixed prices, fixed suppliers in certain countries 
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react slower than the flexible arrangements in UK. Specific examples may not be working 
but we feel the market is working as a whole and is a well-functioning market. Maintaining 
the delicate balance of the Drug Tariff supports existing competition and the positive impact 
of this competition on NHS pricing. Squeezing tariff prices too far could lead to generic 
manufacturers exiting the UK marketplace. The Tariff can occasionally be subverted at a 
local level through the practice of ‘branded generic’ prescribing. This is instigated by Health 

Boards looking for short term savings through certain companies offering cheaper ‘brands’ 

that the generic tariff price. This practice is fraught with challenges for patients, pharmacy 
and issues around sustainability of supply. 

Alongside this, the government retains the right to intervene when competition does not 
function effectively. The Competition and Markets Authority, the market regulator, is 
responsible for investigating failures of competition. For example, in 2016 it fined Pfizer and 
Flynn Pharma for hiking the price of phenytoin (an anti‑epilepsy product) and in another 
case it fined three companies for a deal that delayed the entry into the market of generic 
versions of an antidepressant in the same year. 

The Health Service Medical Supplies (Costs) Act 2017 has also strengthened the UK 
government’s hand in relation to generics as it has given it new powers to intervene in 

pricing (even for products manufactured by VPAS members), which had not been possible 
previously. CPS is unaware of how extensively the powers of this legislation has been used 
to date amid other political priorities. 

It should also be added for context that a globalised procurement process focussed on 
reducing costs has led to the manufacture of many drugs outside Europe, mainly China and 
India. This can lead to the conclusion that a UK or Scottish nationalised manufacturing plant 
would solve the problems. Moving aside the issue of community pharmacy funding black 
hole this would create (currently £90m), there is also the issue of the reduction in 
competition. Again this may not seem an issue when you can produce your own medicines 
and supply your own population however the raw materials and active pharmaceutical 
ingredients (API) will be largely imported for almost all medicines and with a single 
customer (i.e. the NHS) the cost of these products could conceivably increase considerably. 
Centralised tendering and other centralised mechanisms are generally bad in primary care 
(although tendering is routinely used in secondary care). Our competitive system has led to 
a vibrant multi-source market, minimising the scope for shortages and delivering the lowest 
market prices in Europe. 

The Oxera report published in June of 2019 highlights several useful statistics around 
generic medicines their findings to three questions are useful to provide context. 

1) How do generic prices compare to the prices of the branded products pre-entry into the Drug Tariff?

Overall generic prices move to around 10-20% of pre-entry level after 4 to five years. Generic prescribing 

therefore saves money. 

2) Do the prices of generics increase and, if so, do existing market mechanisms limit or reverse such
increases?
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Over 12 months there is a ~75% reduction from a price spike for most medicines that do spike (a spike would 

occur in instances of shortage for a variety of reasons). This is an indication that, in general, the market self 

corrects. 

3) How do generic prices in Scotland (and the UK) compare with other countries?

Generic medicines tend to be 3 to 4.5 times more expensive in other countries (150 highest priced products). 

Parallel trade is another area which supports lower pricing in the UK. Parallel trade (also 
known as parallel imports) refers to importing units of medicines (in practice usually 
patented products) from other countries at lower prices than are available in the UK. 
Products can be imported thanks to the legal position that once a manufacturer places a 
product on the market in the European Union, purchasers can sell that product on without 
the consent of the patent holder. The development of the European single market has 
facilitated the trade. The UK’s decision to leave the European Union will therefore have 

implications for parallel trade, although the details will depend on the nature of the final 
deal. 

Community pharmacies source products independently and therefore try to benefit from the 
lower prices of products in other European countries stemming in part from varying 
approaches to price regulation. The exchange rate is also an important factor in parallel 
trade: when the pound falls in value, products priced in euros become more expensive. 

Parallel imports can cause problems for stakeholders in the UK. Manufacturers are 
resistant because they cut into their sales. Parallel imports are not included in the VPAS’s 

financial envelope and can impede accurate measurement of total spending on medicines. 

Over the last ten years the total number of items increased by 15.8%1 however last year for 
the first time the NET ingredient cost (what the NHS pays) for medicines decreased by 
1.3%1. Could this be a sign that an impact is being made which will control the medicine 
spend? 

3. In what ways can the system be made more efficient?

Areas covered: Procurement, Dispensing 

In many ways the system is very efficient currently. In terms of procurement in primary care 
the ‘just in time’ supply chain delivers to most pharmacies on an, at least, daily basis. In 

recent years this supply chain has come under greater scrutiny due to Brexit. 

The community pharmacy network work very efficiently behind the scenes to seamlessly 
supply over 100 million items annually. This with a backdrop of increasing barriers to easy 
ordering. Over the last 15 years the wholesaler and supply chain has become more 
complex for pharmacies, leaving pharmacy teams spending more time ordering and 
sourcing stock that ever before. This changed through the introduction of Direct to 
Pharmacy schemes which started in 2007 meaning pharmacies must order specific stock 
from specific wholesalers often with restrictions or quotas on the amount of stock that can 
be ordered. Alongside this, discounts to pharmacies have significantly reduced to almost 
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zero through these schemes. This financially impacts pharmacy but is of no direct cost to 
the NHS. In this model, pharma companies retain ownership of their products further 
through the supply chain. They use traditional wholesalers to hold their stock on a 
consignment or agency basis rather than transferring title of the goods. This provides them 
with greater control and benefits, however for community pharmacy teams this can add to 
the workload to ensure they order the right stock, for the patient in a timely manner. For 
pharmacy teams this is an area, if improved, could help practice daily. 

Talking for primary care it is difficult to envisage how a supply chain could become more 
efficient and crucially person centred, at its’ endpoint, than the 1257 strong community 

pharmacy network in terms of procurement. The freedom of pricing and low regulatory 
barriers in UK are critical factors in arriving at this outcome. 

Intervention may be warranted in specific cases however governments should consider 
proportionality and unintended consequences in light of the current market. Added layers of 
regulation and further complexity could impact the current situation of low generic pricing for 
example which ultimately benefit patient and taxpayer. 

Digital solutions may provide improvements for patients and pharmacies in the longer term. 
We are working in several areas with regards to digital and are partnering with the Digital 
Health Institute (DHI) to look at innovative models of care in this area. 

4. How can the medicines budget be controlled while maintaining clinical and cost

effectiveness?

Areas covered: Procurement, Dispensing, Consumption, Prescribing 

Policymakers have a range of policy options to influence how medicines are used and thus 
overall medicines expenditure and value for money. There are three identified areas of 
policy options: pricing, availability on the NHS, and influencing prescribing behaviour and 
pharmacy processes. 

Pricing: this has been discussed earlier and certainly in primary care this rests with VPAS 
and the Statutory Pricing Scheme for branded products and for generic products this is 
covered by the Drug Tariff arrangements. 

Secondary care medicine cost is increasing due to the nature of new, complex medicines. 
An example of this is shown through biologics. An increasing number of new medicinal 
products are biological rather than chemical, meaning that they are derived from living 
entities. As with generic medicines, the NHS should be encouraging prescribers to use 
biosimilars. But while biosimilars are expected to help contain costs to some extent, it is 
likely that they will not generate the level of savings that generic medicines do. Evidence so 
far has shown price erosion of between 10 and 35 per cent for biosimilars2 substantially 
less than for many generics. 

There are other factors that support control in medicines budgets that need to be 
considered as part of measuring costs. 
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First, products’ list prices in secondary care (which are set by manufacturers and 
sometimes known as ex-factory prices) do not always reflect the prices that the NHS net 
price because confidential discounts are agreed, including via patient access schemes. 
Consequently, spending measured by list prices could overstate the total cost of medicines 
in secondary care. The example we mentioned earlier around Hep C treatments is a good 
example of this. 

Second, we are not sure if the figures for spending on NHS medicines do not include the 
cost of medicines dispensed by companies providing care to patients in their own home. 
While NHS providers reimburse these home care providers for their services, it is not 
known what component of this spending is attributable to medicines. So, there is some 
medicines expenditure, which it may not be possible to quantify, that does not show up in 
the national figures. It remains to be seen whether there could be any savings made in this 
area. 

Third, the spending figures do not factor in rebate income that the NHS receives from the 
pharmaceutical industry as part of the VPAS. 

Availability on the NHS: New medicines, parallel trade, generics and branded medicine 
prices have all been extensively covered earlier in the response. 

Influencing prescribing behaviour and pharmacy processes: Pharmacy is a cost-effective 
prescribing profession. Much of this was borne out in the research around the Minor 
Ailment Service3. Promotion of generic prescribing is now commonplace and should 
continue to be improved if possible. One way to do this could be allow generic substitution 
by pharmacists if clinically appropriate however this would require legislative change at a 
UK level. This isn’t always the case for certain patients where brands must be prescribed 

for their condition. We have also mentioned earlier how waste could potentially be reduced 
across the interfaces e.g. GP/pharmacy. Overuse of medicines can also be tackled, indeed 
in certain areas such as antimicrobial prescribing this is encouraged due to increasing 
concerns around antibiotic resistance. Much of this area is covered in response to question 
1.
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM THE ROYAL COLLEGE OF GENERAL PRACTITIONERS (SCOTLAND) 

1. Does the system ensure patients receive the most clinically and cost-effective
treatments and, if not, how can this be improved?

There has been a proactive policy to support SMC to approve new medicines. This 
change in policy (https://www.gov.scot/publications/review-access-new-medicines/) has 
had an impact both positively opening up access to medications, but also in changing 
some of the historic thresholds from which we would consider the approvals of 
medicines in Scotland. The clinical effectiveness of new medicines as a result may not 
be to the same level as they were historically. This is echoed in the research as the 
Government will be aware where the approvals more widely have not then stood up to 
the rigor of retrospective analysis. (https://doi.org/10.1136/bmj.j4530) 

At a local level throughout Scotland the respective Formularies help support cost 
effective treatments, which are often supported by local specific guidance. These 
signpost to local pathways and decision aids suited to local experience and services 
available. RCGP acknowledges government policy on a Single National Formulary and 
the attractiveness of such a change. However, within this we must not lose the value in 
a breadth of clinicians assessing effectiveness and options that comes with broader 
reviewing throughout Scotland. Variation can be a concern, but in some cases, moving 
everyone to a more limited choice can save no more money, might not be any more 
clinically effective, will cost time to tackle and having done so leaves everyone on a 
more limited selection which will cause more work if there are shortages. Moreover a 
breadth of reviewers can spot more opportunities for improvements and all formularies 
will learn from each other in a continual cycle of review. 

Improvements need to be made in shared decision making support to prescribing. 
RCGP has supported some of this work with Scottish Government and whilst we 
acknowledge this is an emerging field to embed shared decision aids, this is key to 
delivering Realistic Medicine. 

Access to medicine and non-medicine options must be equal across Scotland. There is 
emerging inequity in access to key link workers (social prescribers), level 1 mental 
health support, non-medicines/exercise approaches to chronic pain, evidence based 
weight loss/diet advice for diabetes all of which can be as effective as and safer than 
medicines. With a lack of investment in such services, dependency upon medicines will 
only continue. 

ScriptSwitch is a useful point of prescribing aid to support cost-effective prescribing. It 
would be hoped that this can continue to signpost prescribers to the most cost-effective 
choices with national learning shared across all health boards promoted. 

2. Does the NHS in Scotland achieve the most value from the money spent on
medicines and, if not, how can this be improved?
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A Single National Formulary could be a good platform to share learning from across 
Scotland in finding the most cost effective choices.  Whilst still maintaining the benefits 
of a Board level formulary, a SNF could show at a glance what each board uses and 
highlight the most cost-effective options or solutions an area has found. 

Due to the lack of investment in shared decision aids, many clinicians and patients do 
not have information at hand to express the ‘value’ of a medicine. They don’t readily 
know the numbers needed to treat, the don’t know the numbers need to harm and so 
cannot possibly make an informed choice if this medicine is the right one for them. We 
must invest in the IT to allow us to have these conversations and offer patients the 
choice, based not just on a guideline/expert group recommendation, but importantly 
taking into account the patient values and understanding of what a benefit would mean 
to them.  

Although this review is looking at medicines, non-medicines has the largest amount of 
inequity in the provision across Scotland. Collectively we spend almost as much on 
these in primary care but struggle to have systems in place to maintain each patient on 
the most appropriate choice. This is mainly limited by the decision to provide via GP10 
in most areas and GPs do not have the expertise to know if this is the best value 
product for the patient. At the dispensing pathways review with government this issue 
was highlighted as an area that a new dispensing system could address with built-in 
governance to support the right product choice, authorised by a specialist who 
understands the products.   

3. In what ways can the system be made more efficient?

The changes discussed above will all help support this. The future of prescribing 
cannot simply reply on the GP prescribing system having ultimate responsibility. The 
future models of dispensing and patient records must have in-built governance, safety 
checks and highlight these issues at the point of prescribing to the prescriber – 
whoever that might be. 

4. How can the medicines budget be controlled while maintaining clinical and cost
effectiveness?

Budgets on medicines spending (and non-medicines which are paid for under the same 
budgets), can be controlled in better systems. Non-medicines for example need far 
better clinical governance surrounding choice and reviewing processes. 

Regarding cost effective choices, there is a juxtaposition between choosing the most 
cost-effective option and patient preference (but with overall no clinical benefit). GPs, 
HSCP and Health Boards do receive letters from patients and their respective 
politicians when they are advised of a medicine change that is based upon the 
evidence and would not make a difference to outcome. However, there is difficulty 
when clinicians are asked to deliver best value on one hand, but on the other a letter 
from politician arrives asking for the change to be justified again and to reconsider. The 
system struggles to fully back up GPs when making these decisions and so often 
patients might remain on less cost-effective options at patient request, despite a lack of 
evidence to support this. Either the system has to more firmly support that it is not a 
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good use of public money to do so, or to accept there will be variation and a higher 
spend. 
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM NHS TAYSIDE 

1. Does the system ensure patients receive the most clinically and cost-effective
treatments and, if not, how can this be improved?

The local medicines governance ‘system’ within NHS Tayside, administered through
the Area Drug and Therapeutics Committees, is responsible for governance in the use
of all medicines, including their safe, effective and cost-effective use. The NHS Tayside
formulary is a key tool used to support this. Our local teams regularly publish a
formulary compliance report highlighting opportunities for improvement. Medicines
governance processes within Health Boards support the system to ensure patients
receive the most clinically and cost-effective medicines. However, further work is
required to support shared decision making with patients at the point of prescribing.
This would be in line with Realistic Medicine and further supports patients’ expectations
with regards to those medicines.

It should be noted that through changes in the GMS contract, the limited levers (QOF
Medicines Management actions) with prescribers in General Practice have been lost.
The role of the Health and Social Care Partnerships to support and drive the sense of
urgency regarding medicines spend therefore cannot be underestimated.

Medicines should only be prescribed when clinically appropriate, but it is difficult to
assess if patients always receive the most clinically and cost-effective treatments. It
may be the case that other treatment options would be preferable but access to those
resources is constrained. For example, it may be better to support patients with Type 2
diabetes to lose weight rather than prescribe medicines, and for patients with mental
health issues, talking therapies may be a better alternative.

There is a significant need for effective mechanisms to de-prescribe medicines when
they are no longer required or newer more effective medicines are introduced. Our
current systems for review and discontinuation of medication fail to make significant
inroads into those patients who are prescribed potentially inappropriate medicines.

Improvements:

 Investment in public health led initiatives to transition from a reactive treatment
system to a proactive health prevention system, e.g. exercise, diet, lifestyle
choices, non-medicines interventions such as physiotherapy, etc. whereby we
build pathways without the need to prescribe medicines.

 Ensure systems to support prescribing are being maximised, e.g. maintain
ScriptSwitch across all health boards.

 Prescribing safety systems such as p-DQIP need to be built into the moment of
prescribing - not retrospectively reviewed by clinical teams.
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 Explore the opportunities provided by community pharmacy teams in Health
Boards with a greater focus on health promotion and less focus on medicines
supply.

2. Does the NHS in Scotland achieve the most value from the money spent on
medicines and, if not, how can this be improved?

A series of opportunities exist to improve the value received from medicines. There are
few examples such as medicines for the treatment of Hepatitis C that have robust
health economic arguments where investment in the medicines demonstrates
decreased costs in other parts of our health and social care system. These medicines
warrant investment and utilisation.

Medicines and non-medicines which are categorised as having limited effectiveness
should not be made available through the NHS. Health Boards should be encouraged
to disinvest in these medicines and non-medicines if we are to extrapolate greatest
value from our resource.

NHS Scotland fails to achieve the most value for money spent on medicines and
indeed non-medicines (e.g. stoma, diabetes consumables, continence products, baby
milks, oral nutrition supplements).  We struggle to continually review adequately to
ensure we are delivering on the prescribing outcomes supported by realistic medicine.
We must invest in the novel prescribing dispensing cloud based system for Scotland
that builds in safety, governance and value for all prescribers across primary and
secondary care to integrate with.

Improvements:

 Investment in public health led initiatives to transition from a reactive treatment
system to a proactive health prevention, e.g. exercise, diet, lifestyle choices,
non-medicines interventions such as physiotherapy, etc.

 Develop a public conversation about the value of medicines, their potential for
harm and benefit and the opportunity costs of wasted medicines.

 Remove non-medicines from GP prescribing and implement novel mechanisms
to support the ordering and supply of non-medicines that improve the financial
and clinical governance of these products.

3. In what ways can the system be made more efficient?

To improve efficiency in the system there requires to be a significant commitment and
investment into utilising data and prescribing support messages to encourage effective
decision making and monitoring of prescribing. The current system is disjointed
between General Practice, community pharmacies and hospital services. IT systems
should be enabled to talk to each other so it is clear who has supplied what and
inappropriate or duplicate prescribing can be challenged.  Community pharmacy must
be able to access patients’ notes routinely. There is the need to build on the emerging
partnerships through Health and Social Care Integration with a well informed patient at
the centre of these discussions.
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4. How can the medicines budget be controlled while maintaining clinical and cost
effectiveness?

We should start by noting the successes in our system: 

In primary care ISD’s most recent statistics show that the cost of community 
prescribing in 2018/19 was £1.34bn, a decrease of 0.5% on the 2017/18 figure.  
Hospital prescribing costs have been relatively stable over the period 2016 - 2018 at 
£0.4bn p.a. This has been achieved against a back drop of changing demographics, 
whereby the elderly and very elderly will be prescribed more medicines than others, 
and the increasing throughput in hospitals requires medicines in almost every 
admission. 

Good quality data is essential to drive change and support efficiencies. Primary Care is 
in a stronger position than the hospital service. The use of prescribing measures for 
primary care and monitoring via PRISMS has positively influenced prescriber 
behaviour, improved prescribing quality and demonstrated savings in the medicines 
budget. Some secondary care prescribing measures are available now and monitored 
through HMUD (Hospital Medicines Utilisation Data). The data available through 
HMUD is limited but will be improved by HEPMA systems. A joined up approach 
between primary and secondary care will improve clinical and cost-effectiveness and 
reduce waste. 
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM ROYAL COLLEGE OF NURSING SCOTLAND 

The Royal College of Nursing (RCN) is the world’s largest professional organisation and 

trade union for nursing staff, with members in the NHS, independent and third sectors. RCN 
Scotland promotes patient and nursing interests by campaigning on issues that affect 
members, shaping national health policies, representing members on practice and 
employment issues and development opportunities. With around 40,000 members in 
Scotland, the RCN is the voice of nursing.  

This response focuses on the part of the Committee’s inquiry relating to prescribing, with a 

particular focus on non-medical prescribing and the associated benefits for patients and 
health services. Given the valuable role of nurse prescribers in Scotland’s communities, it is 

important that non-medical prescribing is highlighted in discussions about the supply of 
medicines.  

Registered nurses who have completed a Nursing and Midwifery Council (NMC) approved 
prescribing course, and registered their qualification with the NMC, are able to prescribe. 
There are different types of nurse prescriber: 

 Community Practitioner Nurse Prescribers (CPNP)

These are registered nurses who have successfully completed an NMC accredited
Community Practitioner Nurse Prescribing course and are registered as a CPNP with
the NMC. The majority of nurses who have done this course are district nurses,
health visitors, community nurses and school nurses. They are qualified to prescribe
from the Nurse Prescribers’ Formulary for Community Practitioners which includes

dressings, appliances and a limited number of medicines.

 Independent prescribers (IP)

IPs are registered nurses who have successfully completed an NMC accredited
Independent Nurse Prescribing Course and are registered with the NMC as an IP.
Following legislation in April 2012, nurse and pharmacist IPs can now prescribe any
licensed or unlicensed medicine, including schedule 2-5 controlled drugs, for any
condition within their clinical competence

 Supplementary prescribers (SP)

After completing an NMC accredited supplementary prescribers preparation
programme, supplementary prescribers (SP) work in partnership with an
independent prescriber (such as a doctor or dentist) to implement an agreed patient
specific clinical management plan with the patient’s agreement.
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Non-medical prescribing also covers other health professions. Midwives, pharmacists and 
optometrists can become either IPs or SPs and certain Allied Health Professionals (AHPs) 
can become SPs. The range of conditions and medicines covered by each enhanced role in 
the UK varies by professional group and the type of qualification achieved, but all non-
medical prescribers (NMPs) may prescribe only within their area of competence.  

This extension to traditional roles was developed over the last couple of decades in order to 
support improved access to health care, particularly for patients with chronic conditions, 
and support a more efficient use of resources. Since the inception of non-medical 
prescribing in the UK in 1992, the types of healthcare professionals that are eligible to 
become NMPs, the numbers of NMPs and the range of medicines they are legally able to 
prescribe has grown. NMPs are a large and expanding workforce, who play an increasing 
role. 

An evaluation1 of the expansion of nurse prescribing in Scotland was published in 2009. 
Commissioned by the Scottish Government, this evaluation was carried out by the 
University of Stirling and found that the expansion of nurse prescribing had benefited 
patients, improved public health and benefited health care professionals in many ways. 
These benefits include improved patient access to treatment, enhanced patient care, 
maintaining and improving patient experience, enhanced professional satisfaction and 
application of nurse skills, building inter-professional working, enabling effective use of 
medical staff time, and maintaining public health standards. 

The research indicated that the public had considerable confidence in prescribing nurses 
who were regarded as safe prescribers by patients and professionals. Findings also 
highlighted that nurse prescribers believed that a prescribing role made them more effective 
as nurses and GPs found their workloads had been reduced as a direct result of nurse 
prescribing. 

Similarly a Department of Health evaluation2 of nurse and pharmacist independent 
prescribing in England, published in 2011, found that the majority of patients reported that 
they were very satisfied with their visit to their nurse or pharmacist prescriber. When 
comparing care provided by their nurse or pharmacist independent prescriber to being 
treated by their GP, most patients in this study did not report a strong preference for either 
their non-medical or medical prescriber. The results also indicated that non-medical 
prescribing was generally viewed positively by other health care professionals. 

The University of Stirling study cited above informed the development of A Safe 

Prescription3, the Scottish Government’s strategy on nurse, midwife and AHP prescribing 
published in 2009. The main driver for the strategy was that while it was recognised that 
nurse prescribing was bedding down well in certain parts of Scotland with safe, effective 
nurse prescribers providing valuable services to patients and the NHS; the overall picture in 

1 https://www2.gov.scot/Resource/Doc/285830/0087056.pdf 
2 https://www.gov.uk/government/publications/evaluation-of-nurse-and-pharmacist-independent-prescribing-in-england-
key-findings-and-executive-summary 
3 https://www.webarchive.org.uk/wayback/archive/20170706133731/http://www.gov.scot/Publications/2009/09/28154320/0 
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Scotland was patchy with significant regional differences and inconsistencies in 
infrastructure at NHS Board level. In 2010 the Scottish Government produced a progress 
report4 which highlighted that non-medical prescribing supports many of the key health care 
policy drivers in Scotland including:  

• The fundamental shift in the NHS from acute hospital-driven services to community-
based services

• The challenges of an ageing population and the rising incidence of long-term
conditions

• The drive to prevent ill health by focussing on health improvement and ‘wellness’

rather than merely treating illness
• The aim to enable people with long-term conditions to self-manage their care as

much as possible
• The drive to treat people faster and closer to home
• The development of services that are proactive, modern, safe and embedded in

communities

The progress report found that non-medical prescribing was becoming embedded within 
territorial health boards, with activity and progress reflecting local need and priorities. 

While these reports were published a number of years ago, given their findings that non-
medial prescribing supports faster access to medicines, greater continuity of care and a 
more efficient use of medical time, RCN Scotland believes it is important that the 
Committee’s inquiry considers the role of non-medial prescribers. The 2009 strategy A Safe 

Prescription was a strategic vision to drive nurse, midwife and AHP prescribing over the 
next decade. Ten years on from its publication, this inquiry presents a good opportunity for 
the Committee to seek an update from the Scottish Government on whether it has 
conducted a more recent assessment on the use of non-medical prescribing across 
Scotland. 

The Chief Medical Officer’s Realistic Medicine work aims to support people using 
healthcare services, and their families, to feel empowered to be at the centre of decision-
making about their care. RCN Scotland would also like to take this opportunity to repeat our 
calls for a public engagement campaign to increase public understanding of new models of 
primary care and support the greater co-production that Realistic Medicine aims to achieve. 
Increasing public awareness of the different health care professionals that are licensed to 
prescribe should be included in future public engagement work.  

4 https://www.nes.scot.nhs.uk/media/555947/a_safe_prescription_progress_report_2010.pdf 
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM Royal Pharmaceutical Society in Scotland 

Key Messages 

 IT systems need to be smarter, interoperable across healthcare settings
and designed to enhance patient safety whilst encouraging cost effective
interventions and decisions .

 Time to care must be built into community pharmacy and GP pharmacotherapy
contractual models to allow pharmacists ample opportunity to make meaningful
clinical and cost effectiveness interventions. This would include deprescribing.

 Workforce and skill mix.  Pharmacy technicians are key to freeing up time to care.
Their presence enables pharmacists to delegate technical dispensary tasks. They
should have a more formalised career framework to encourage recruitment and
retention and have a key role to play in making efficiencies across all sectors.

Taken together the issues and challenges around these three key messages impact on 
each of the questions the committee is asking. Transformational change in these areas is 
vital to achieving long term cost savings and efficiencies. Prescribing must be both clinically 
correct and cost efficient from initiation of treatment and then regularly reviewed. The 
principles of Realistic Medicine1and “What matters to you” should be the norm with joint 
decision making between the patient and prescribers. More emphasis will require to be 
placed on disease prevention and quality of life with treatment.  

Does the system ensure patients receive the most clinically and cost-effective 

treatments and, if not, how can this be improved?  

Collaborative working between pharmacists and prescribers from all the health professions 
is essential to control prescribing costs. Prescribers are advised and encouraged to 
prescribe the most clinically and cost effective treatments available and to adhere to local  
formularies and Scottish Medicines Consortium decisions. In primary care pharmacists use 
ISD databases to monitor and influence GP prescribing using many incentives and 
governance tools, including formularies, budget monitoring and identifying prescribing 
outliers. However, the cost of prescribing ultimately lies with prescribers, although the 
budget is held by the health and social care partnership. Unless they are prescribers 
themselves pharmacists do not have direct control over prescribing costs.  

Secondary care does not have the same level of interrogation to monitor prescribing 
choices. The electronic prescribing system for hospitals which is in process of being rolled 
out across Scotland (HEPMA) would support more formulary prescribing as a default 
position, whilst increasing patient safety by moving away from handwritten prescriptions.  
When secondary care initiates prescribing the ongoing costs fall to primary care . 
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Secondary care systems should be interrogated for compliance to ensure all prescribers 
are held to the same standards. 

Capacity 

Increasing workload in community pharmacy as prescription items increase and staffing 
levels fall contribute to variation in practice. The correct drivers need to be put in place to 
ensure patients get all the information they require to keep them safe and avoid 
unnecessary harm. Health Improvement Scotland have estimated that every year there are 
61,000 unplanned admissions to hospital which are due to medicines related issues.2

Workload pressure is also being felt acutely by pharmacists working in GP practices where 
there is not always time to make cost effective changes to patients’ medication while 
delivering other aspects of the GP practice pharmacotherapy service. Ensuring GP practice 
pharmacists have adequate patient facing consultation time for full medication reviews 
would be an efficient way of ensuring prescribing is correct at source. 

More pharmacists and pharmacy technicians are required across all healthcare settings as  
capacity and medicines safety becomes an ever increasing  challenge. The focus on 
pharmacotherapy in the GMS contract has had significant unintended consequences for the  
pharmacy workforce overall with a large movement of pharmacists and pharmacy 
technicians from community and hospital sectors into GP practice. 

Pharmacy technicians require a more formalised and supported career framework in order 
to assist retention of staff in the community sector where they could routinely manage 
dispensary systems processes, allowing pharmacists to safely delegate dispensing tasks 
and free up time for them to provide clinical care. 

Correct skill mix and expertise 

Community pharmacists have potential to deliver more clinical services which could be 
synergistic and complimentary to GP services, thus spreading the workload more 
appropriately to the skill mix available. There are many therapeutic areas where clinical 
effectiveness could be improved and more could be done e.g. to avoid preventable deaths 
and hospital admissions from asthma where it is estimated that three quarters of the 1143 
deaths in Scotland each year could be prevented4 . 

Focusing on enhancing and using the clinical skills of pharmacists working in community 
pharmacy and developing a more formalised career structure for the pharmacy technicians 
working alongside them would enable pharmacists on the front line deliver more effective 
and consistent interventions. This would ensure that patients are using medicines properly 
and any issues needing review by the patients GP practice are identified and acted upon. 
Early intervention to resolve prescribing issues can prevent more costly interventions, 
further treatment or unplanned hospital admissions later on. These activities must be 
supported by read and write access to patient records for community pharmacists.  
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Does the NHS in Scotland achieve the most value from the money spent on 

medicines and, if not, how can this be improved?  

Historically Scotland has shown that, where medicines are concerned, the NHS does 
achieve extremely high levels of value for money.5 Poor prescribing causes waste. 
Education of prescribers, high levels of generic prescribing,6 national therapeutic indicators, 
and the effect of SMC decisions on prescribers’ attitudes to new and expensive medicines 
have all contributed to influencing prescribing costs.   

However, this approach is still insufficient when faced with the rising demand for services. 
Transformational change in our approach to pharmaceutical care is required. When 
reviewing medication pharmacists take a holistic approach will address many of the issues 
which impact on clinical and cost effectiveness. In addition to improving formulary choices 
and generic prescribing, they can address inappropriate polypharmacy, medicines not 
being taken properly, or at all. They can address clinical cost effectiveness with an 
evidence based approach to treatment, improving  outcomes for long term conditions and 
preventing further complications.  

It is estimated that about half of all the medicines waste generated in the NHS could be 
prevented by people having better adherence to and understanding of their medicines7.  
Pharmaceutical care can provide this. i.e. pharmacists making valuable clinical 
interventions and ensuring patients understand and properly use their medicines. This is 
not suitably embedded and formalised into community pharmacy contractual agreements to 
ensure that all patients receive the support they require encourage adherence and 
agreement to the medication regimen through joint decision making.   

In what ways can the system be made more efficient?  

Please see answers to all questions above which all contribute to efficiencies. 

It is crucial that the workforce is available to provide the appropriate expertise. The right 
balance of pharmacist and pharmacy technicians within the new pharmacotherapy service 
in GP practice, is required to divide clinical and technical tasks appropriately. Some of the 
tasks in the “level 1” pharmacotherapy service can be, and should be, performed by a 
pharmacy technician and/or addressed in community pharmacy but capacity and workforce 
constraints can be challenging. Some level 1 tasks could actually be performed by 
administrative workers. 

Where possible drugs should be included in the Scottish Drug Tariff to minimise fluctuations 
in price and provide continuity of supply. The current systems used in Scotland to monitor 
generics shortages and set adjusted tariff prices have provided additional supply and price 
stability compared with other parts of the UK. 

Sharing of information with read and write access to one patient health record is essential 
to having more efficient working across all the healthcare settings and to keep patients  
safe as they transfer across settings. Patient safety issues are critically important to 
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minimise unplanned hospital admissions which impact on both morbidity and costs within 
the NHS. 

Prescribing and dispensing pathways need to change to focus on digital enablement and 
automation to create safe and efficient repeat prescribing systems to manage the ever 
increasing workload.   

Operationally there are some areas where efficiencies could be made. 

 Follow up care for new medicines should be formalised and resourced using
community pharmacies to ensure there is no further prescribing of medicines not
being used, or causing unwanted side-effects, leading to waste.

 Patients should always be assessed by a health professional using a recognised
assessment tool before monitored dosage systems are used. These are highly
resource intensive within community pharmacy using up very valuable pharmacist
and pharmacy technician time which could be redirected to clinical care.

 Immediate discharge letters must be promptly and electronically shared with
community pharmacies to stop unwanted dispensing of previously prescribed
medicines  and the continuation of medicines which have been modified or stopped
during a hospital admission. This has serious patient safety implications as well as
contributing to waste as unused medicines returned to pharmacies require to be
disposed of and cannot be reused to fill other prescriptions.

 Safe and efficient repeat prescribing systems can enhance patient care and
streamline workloads in both pharmacies and GP practices. Serial electronic
prescribing systems as part of the Medicines Care and Review Service are an
enabler. We have published professional guidance on managing repeat prescribing
to minimise waste and provide the correct level of pharmaceutical care. A key area
of professional responsibility to ensure patient safety is the absolute requirement to
confirm with the patient that they still require all their medicines before re-ordering.
Some pharmacies already operate with a considerable amount of serial prescribing
and the evaluation from these could provide learning on how much efficiency and
saving can be achieved.

 Working in a more integrated way across healthcare settings would eliminate
duplication of resources. Compatible IT systems and a unified accessible electronic
patient record would speed up communication and reduce errors when patients
transfer across settings and reduce waste.

 Care homes should have more dedicated time from pharmacists and pharmacy
technicians as outlined in our recent report. This supports improvements in ordering
systems with subsequent reductions in waste as well as more cost effective
evidence based prescribing and addressing inappropriate polypharmacy.

 Consideration should be given to exploring how changes in regulations and/or
legislation to allow bulk prescribing in care homes could create efficiencies in time,
resource and waste management. This is used in other parts of the UK in care
homes for commonly used “when required” items to reduce waste and speed up
access to treatments and has potential to improve palliative and end of life care .
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How can the medicines budget be controlled while maintaining clinical and cost 

effectiveness? 

The medicines budget is continually pressurised by many different elements of 21st century 
living. The answers above around the governance of prescribing in primary care all 
contribute to controlling the medicines budget. Some elements of cost are out with health 
professionals control. 
. 

 People are living longer with more long term conditions which are now more
successfully treated than previously and medicines play a key role in this.

 Prices of branded medicines are set at a UK level. Generic prescribing provides
excellent value for money but these medicines are more susceptible to fluctuations in
pricing due to the supply and demand nature of that market.

 Global manufacturing practice has changed over past few decades and medicines
shortages are now an everyday occurrence which can result in more expensive
prescribing at short notice to give continuity of care. Shortages in commonly used
generic medicines can increase their acquisition costs hugely.

 Personalised medicines are increasing with new therapies being developed at ever
increasing costs.

Longer Term Challenges, Opportunities and Issues 

In order to help offset the increasing costs of new therapies such as Biologics* it will be 
even more important to ensure that prescribing is right first time and continues to be 
appropriate all along the patient journey. 

There will need to be much more emphasis placed on prevention of long term diseases 
which are now treatable but at increasing costs to the NHS. 

The developing area of pharmacogenomics could mean that fewer people will be treated for 
some conditions in future as only those identified as suitable for successful treatment will be 
eligible.  

The public has become accustomed to comprehensive treatment of all disease, cost-free at 
the point of need. There will need to be clear messaging that prevention, self-management 
and taking responsibility for one’s own health will be necessary if the NHS is going to be 

able to continue to deliver that level of service in future.  

The pharmacy workforce will need to be more digitally capable. Digital leadership within the 
pharmacy profession requires to be developed and fostered to ensure that digital 
transformation is undertaken and lead by individuals knowledgeable in the frontline 
processes which will benefit from such transformation.  

There is a requirement to expand the number of pharmacists in data scientist and clinical 
informatics roles which uniquely combine IT and pharmaceutical expertise. These 
individuals will lead on system delivery to facilitate the IT required to enable the efficiencies 
outlined above.  
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*A biologic is made by living organisms or contain components of living organisms (as opposed to being produced by a chemical
synthesis process) Biologics are larger and have more complex structures and include a wide range of products including vaccines, blood
and blood components, allergenics, somatic cells, genes, gene therapy medicines, tissues and proteins.

1 The Scottish Government. Realistic Medicine: Chief Medical Officer for Scotland’s Annual Report 2014-15. 
Published 2016. https://www2.gov.scot/resource/0049/00492520.pdf 

2 Health Improvement Scotland. Infographic Safer use of Medicines 

3 Cause of Death. National Records of Scotland (2018) https://www.nrscotland.gov.uk/statistics-and-
data/statistics/statistics-by-theme/vital-events/general-publications/vital-events-reference-tables/2018/section-
6-death-causes Table 6.01 Line J45 and J46 Accessed 2 September 2019
.
4 Cause of Death. National Records of Scotland (2018) https://www.nrscotland.gov.uk/statistics-and-
data/statistics/statistics-by-theme/vital-events/general-publications/vital-events-reference-tables/2018/section-
6-death-causes Table 6.01 Line J45 and J46 Accessed 2 September 2019.

5 Reforms and initiatives in Scotland in recent years to encourage the prescribing of generic drugs, their 
influence and implications for other countries. B Godman, I Bishop, AE Finlayson, S Campbell, HY Kwon, M 
Bennie. 
6 Use of generics—a critical cost containment measure for all healthcare professionals in Europe? 
B Godman, W Shrank, B Wettermark, M Andersen, I Bishop, T Burkhardt, et al 
Pharmaceuticals 3 (8), 2470-2494 

7 Cause of Death. National Records of Scotland (2018) https://www.nrscotland.gov.uk/statistics-and-
data/statistics/statistics-by-theme/vital-events/general-publications/vital-events-reference-tables/2018/section-
6-death-causes Table 6.01 Line J45 and J46 Accessed 2 September 2019.
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM BMA SCOTLAND 

1. Does the system ensure patients receive the most clinically and cost-effective
treatments and, if not, how can this be improved?

This question would have better if it had separated clinically effective treatments and cost-
effective treatments as the two don’t always automictically align with each other.  Cost-
effective prescribing is a dynamic situation and the choice of the most cost-effective 
medicine changes with time.  This may also be true of clinical effectiveness as new 
medicines become available.     

In general terms for single drug use, for single conditions or diseases that align practice 
with an evidence base, then the current system is relatively effective in providing the most 
clinical and cost-effective treatments – within the context of a stretched and under pressure 
service.  

This approach becomes complicated when doctors have patients or treatments for which 
there is no evidence base.  For example, people with complex healthcare requirements or 
multimorbidity’s will not have an evidence base and it is difficult for doctors to judge 

efficiency in situations when evidence can’t be applied.   

For general practice the system could be better improved with more time for reflective 
practice for GPs as well as better data. The aims of the new contract should help in both 
regards as implementation continues, freeing up GPs time and introducing more 
pharmacists as part of multi-disciplinary teams. A national conversation with the public 
around the principles of Realistic Medicine would also help. 

2. Does the NHS in Scotland achieve the most value from the money spent on
medicines and, if not, how can this be improved?

Every year huge quantities of medicines are wasted mainly due to poor compliance and 
adherence by patients.  Prescribers and dispensers have a duty to inform patients of the 
reason the medicines are required and instruct them how to take them, but patients also 
have a responsibility to understand how the drug works, how it helps their condition and 
why adherence to instructions on taking the medicine is important in order to maximise the 
health gain.  

To be clear this is not the fault of patients, but the result of many factors, including lack of 
clear public messaging on the importance of using medicines correctly and the lack of time 
patients may have with doctors or other health professionals due to ever growing pressures 
on the system. 

Regardless of the cause, we have a population that has poor medication awareness; they 
often have no idea what they are taking or why and have a lack of understanding to the 
health benefits or the limited health benefits particular medicines may provide.  Poor health 
literacy only goes on to fuel poor compliance. 
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BMA Scotland believes we need to look towards countries whose model of healthcare 
encourages more active participation and discussions from patients with their health care 
professionals.  We need a coherent and properly funded public health strategy to 
encourage a partnership model to empower the patient to be more health and medication 
literate.  This in turn will lead to better medication adherence, less wastage and most value 
for money. 
3. In what ways can the system be made more efficient?

Creating a system in which there is less wastage would improve efficiency.  BMA Scotland 
primary care members have discussed that pharmacy led, electronic prescribing would 
create better monitoring of ordering and prevent home stock piling of medications.  Paper 
based prescribing doesn’t help to monitor these ongoing problems and makes it hard to 

create solutions.  An electronic system would allow for sharing prescribing information 
across the system, would improve communication, reduce errors and in turn reduce waste.  

Part of the properly resourced public health strategy must educate the public that 
medication rationalisation is not patients being denied medicines as a cost saving exercise, 
but instead is about making sure that what is being provided is effective while at the same 
time being cost effective. 

There is a good evidence base for medication rationalisation and polypharmacy review, 
particularly in the elderly, but this work isn’t comprehensive or consistent across health 

boards.   

4. How can the medicines budget be controlled while maintaining clinical and cost
effectiveness?

Patients with good health literacy, who understand why they take the medicines they do, 
who ask questions about their medications and who adhere to the prescriptions will allow 
for less wastage.  A system that allows for better monitoring of prescriptions, sharing 
prescribing information will make it both easier for medication rationalisation as well as 
reducing waste and errors.  Both these things will help control the budget as well as 
improve clinical and cost effectiveness.   

One other issue raised by BMA Scotland members was the role that government, politicians 
and the media play in the process through which some drugs are approved.  It is frustrating 
for many doctors to see new medications or treatments approved immediately after political 
pressure or a high-profile media campaign from pressure groups.  It is rare that a doctor 
would prescribe a drug that isn’t on formulary or SMC approved but when they do find 
occasion to do this there are multiple barriers in trying to do so.  Contrasting this to the 
hugely expensive new drugs that are speedily approved for a very small group of patients 
that may have limited benefits demonstrates an imbalance somewhere in the system. Of 
course, these are difficult, complex decisions where emotions run high, but they simply 
must be decided by experts, based on evidence – not on the basis of which groups are able 
to operate the most successful media campaign – or apply the most pressure on politicians. 
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Along with the responsibilities that health professionals and patients have, governments 
and politicians must recognise that there is an evidence-based process to follow in 
approving drugs.  Being clinically effective as well as cost effective is one of the 
prerequisites of calling for the licensing of a new drug. While we would question whether 
politicians should ever become involved in such questions, if they do, it must be based 
absolutely on asking themselves these very same questions.   
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Health and Sport Committee 
 

2nd Meeting, 2020 (Session 5)  
 

Tuesday 28 January 2020 
 

Subordinate Legislation 
 
SSI cover note for two negative instruments:  
 

• The Foods for Specific Groups (Infant Formula and Follow-on Formula) 
(Scotland) Regulations 2020 (SSI 2020/6) 

 
• The Foods for Specific Groups (Medical Foods for Infants) and Addition of 

Vitamins, Minerals and Other Substances (Scotland) Amendment Regulations 
2020 (SSI 2020/7)  

 
Delegated Powers and Law Reform Committee 
 
1. At its meeting on 21 January 2020, the Committee considered the following 
instruments and determined that it did not need to draw the attention of the 
Parliament to any of the instruments on any grounds within its remit. 
 
Procedure for Negative Instruments 

 
2. Negative instruments are instruments that are “subject to annulment” by 
resolution of the Parliament for a period of 40 days after they are laid. All negative 
instruments are considered by the Delegated Powers and Law Reform Committee 
(on various technical grounds) and by the relevant lead committee (on policy 
grounds). Under Rule 10.4, any member (whether or not a member of the lead 
committee) may, within the 40-day period, lodge a motion for consideration by the 
lead committee recommending annulment of the instrument. If the motion is agreed 
to, the Parliamentary Bureau must then lodge a motion to annul the instrument for 
consideration by the Parliament. 
 
3. If that is also agreed to, Scottish Ministers must revoke the instrument. Each 
negative instrument appears on a committee agenda at the first opportunity after the 
Delegated Powers and Law Reform Committee has reported on it. This means that, 
if questions are asked or concerns raised, consideration of the instrument can 
usually be continued to a later meeting to allow correspondence to be entered into or 
a Minister or officials invited to give evidence. In other cases, the Committee may be 
content simply to note the instrument and agree to make no recommendation on it. 

 
Recommendation 
 
4. The Committee is invited to consider any issues which it wishes to raise on 
these instruments. 
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SSI 2020/6 
 
Title of Instrument: The Foods for Specific Groups (Infant Formula 

and Follow-on Formula) (Scotland) Regulations 
2020 

 
Type of Instrument:  Negative 
 
Laid Date:    15 January 2020 
 
Circulated to Members:  23 January 2020 
 
Meeting Date:   28 January 2020 
 
Minister to attend meeting: No 
 
Motion for annulment lodged: No 
 
Drawn to the Parliament’s attention by the Delegated Powers and Law Reform 
Committee?    No 
 
Reporting deadline:  24 February 2020 
 
Background 
 
5. This instrument repeals the Infant Formula and Follow-on Formula (Scotland) 
Regulations 2007 and executes and provides the enforcement of the rules on the 
specific compositional and information requirements for infant formula and follow-on 
formula set out in Delegated Regulation (EU) No. 2016/127. These apply from 22 
February 2020 in respect of all infant and follow-on formula, except those which are 
manufactured from protein hydrolysates. 
 
6. The instrument provides for transitional arrangements to ensure that stocks of 
infant formula and follow-on formula placed on the market before the application of 
provisions of the Delegated Regulation can continue to be marketed until those 
stocks are exhausted. This is subject to their compliance with the requirements 
Infant Formula and Follow-on Formula Regulations (Scotland) 2007, which will 
continue to apply for this purpose. 
 
7. An electronic copy of the instrument is available at: 
http://www.legislation.gov.uk/ssi/2020/6/contents/made 
 
8. A copy of the Scottish Government’s Policy Note is included in Annexe A.  
The Final Business and Regulatory Impact Assessment is available here. 
 

http://www.legislation.gov.uk/ssi/2020/6/contents/made
http://www.legislation.gov.uk/ssi/2020/6/pdfs/ssifia_20200006_en.pdf
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Purpose 
 
9. These Regulations, which extend to Scotland only, make provision to enforce 
Commission Delegated Regulation (EU) 2016/127 supplementing Regulation (EU) 
No 609/2013 of the European Parliament and of the Council as regards the specific 
compositional and information requirements for infant formula and follow-on formula 
and as regards requirements on information relating to infant and young child 
feeding (“the Delegated Regulation”). 
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SSI 2020/7 
 
Title of Instrument: The Foods for Specific Groups (Medical Foods 

for Infants) and Addition of Vitamins, Minerals 
and Other Substances (Scotland) Amendment 
Regulations 2020 

 
Type of Instrument:  Negative 
 
Laid Date:    15 January 2020 
 
Circulated to Members:  23 January 2020 
 
Meeting Date:   28 January 2020 
 
Minister to attend meeting: No 
 
Motion for annulment lodged: No 
 
Drawn to the Parliament’s attention by the Delegated Powers and Law Reform 
Committee?    No 
 
Reporting deadline:  24 February 2020 
 
Background 
 
 
10. The instrument amends the Addition of Vitamins, Minerals and Other 
Substances (Scotland) Regulations 2007, the Foods for Specific Groups (Scotland) 
Regulations 2016 (“the 2016 Regulations”), enforces the rules in Delegated 
Regulation (EU) No. 2016/128 on Foods for Special Medical Purposes (“the 
Delegated Regulation”) for infants and revokes the Foods for Special Medical 
Purposes (Scotland) Regulations 2000 from 22nd February 2020. 
 
11. It also amends the 2016 Regulations to provide for the enforcement of Article 
15 of Regulation (EC) No. 609/2013 with regard to the Union list of substances that 
can be added to foods for special medical purposes, infant formula and follow-on 
formula. 
 
12. An electronic copy of the instrument is available at: 
http://www.legislation.gov.uk/ssi/2020/7/contents/made 
 
13. A copy of the Scottish Government’s Policy Note is included in Annexe B. 
The Final Business and Regulatory Impact Assessment is available here. 
 
 
 

http://www.legislation.gov.uk/ssi/2020/7/contents/made
http://www.legislation.gov.uk/ssi/2020/6/pdfs/ssifia_20200006_en.pdf
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Purpose 
 
14. These Regulations are made in consequence of the entry into force of new 
requirements in Commission Delegated Regulation (EU) 2016/128 of the European 
Parliament and of the Council as regards the specific compositional and information 
requirements for food for special medical purposes (“the Delegated Regulation”) on 
22 February 2020. 
 
Clerks 
Health and Sport Committee  
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The purpose of the instrument is to enable the enforcement of and provide 
penalties for non-compliance with EU Regulations, as detailed below. 

Annexe A 
POLICY NOTE 

 
THE FOODS FOR SPECIFIC GROUPS (INFANT FORMULA AND 

FOLLOW-ON FORMULA) (SCOTLAND) REGULATIONS 2020 
 

SSI 2020/6 
 

The above instrument was made in exercise of the powers conferred by sections 
6(4), 16(1)(a) and (e), 17(1) and (2), 26(1) and (3) and 48(1) of the Food Safety 
Act 1990 and section 2(2) and paragraph 1A of schedule 2 of the European 
Communities Act 1972. The instrument is subject to negative procedure. 

 
Policy Objectives 

 
These regulations are necessary to implement and enforce Delegated Regulation 
(EU) No. 2016/127 on rules on infant formula and follow-on formula and to revoke 
the Infant Formula and Follow-on Formula Regulations (Scotland) 2007 from 22nd 
February 2020, subject to savings. 

 
Delegated Regulation 2016/127 ensures the safety and suitability of infant 
formula and follow-on formula by detailing the requirements that should be 
laid down on their composition, including requirements on energy value, 
macronutrient and micronutrient content and also pesticide residue limits. 

 
Infant formula is the only processed foodstuff which wholly satisfies the nutritional 
requirements of infants during the first months of life until the introduction of 
appropriate complementary feeding. In order to safeguard the health of those 
infants, it is necessary to ensure that infant formula is the only product marketed 
as suitable for such use during that period. 

 
This instrument repeals the Infant Formula and Follow-on Formula (Scotland) 
Regulations 2007 and executes and provides the enforcement of the rules on the 
specific compositional and information requirements for infant formula and follow-
on formula set out in Delegated Regulation (EU) No. 2016/127. These apply from 
22 February 2020 in respect of all infant and follow-on formula, except those 
which are manufactured from protein hydrolysates (i.e. those comprised of partly 
broken down protein to support easier take up by the body.) 

 
This instrument provides for transitional arrangements to ensure that stocks of 
infant formula and follow-on formula placed on the market before the application of 
provisions of the Delegated Regulation can continue to be marketed until those 
stocks are exhausted. This is subject to their compliance with the requirements 
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Infant Formula and Follow-on Formula Regulations (Scotland) 2007, which will 
continue to apply for this purpose. 
 
Consultation 

 
A four week consultation was carried out in Scotland on the policy underpinning 
these regulations and on the supporting Business and Regulatory Impact 
Assessment (BRIA) from 4th November to 25th November 2019. Around 40 
interested parties and 32 local authorities were consulted and two responses 
were received from Baby Feeding Law Group and British Specialist Nutrition 
Association. Neither responses raised any concerns and were happy with our 
proposals. However, one respondent pointed out some areas for later 
consideration, such as a closer alignment with the World Health Organisation 
Code of Marketing of Breastmilk Substitutes and subsequent World Health 
Assembly resolutions. 

 
A full list of those consulted and who agreed to the release of this information is 
attached to the consultation report published on the Food Standards Scotland 
Citizen Space website, this includes the responses to the consultation from Baby 
Feeding Law Group and British Specialist Nutrition Association. 

 
Impact Assessments and Financial Effects 

 
A final BRIA has been prepared following the public consultation and 
accompanies this note. The impact of this policy on business is minimal. 

 
Food Standards 
Scotland 14 
January 2020 



  HS/S5/20/2/4 
 
 
 

Page 8 of 10 
 
 
 

The purpose of this instrument is to enable the enforcement of and 
to provide penalties for non-compliance with EU Regulations, as 
detailed below. 

Annexe B 
 

THE FOODS FOR SPECIFIC GROUPS (MEDICAL FOODS FOR 
INFANTS) AND ADDITION OF VITAMINS, MINERALS AND OTHER 
SUBSTANCES (SCOTLAND) AMENDMENT REGULATIONS 2020 

 
SSI 2020/7 

 
The above instrument was made in exercise of the powers conferred by 
sections 6(4), 16(1)(a) and (e), 17(1) and (2), 26(1) and (3) and 48(1) of the 
Food Safety Act 1990 and section 2(2) and paragraph 1A of schedule 2 of the 
European Communities Act 1972. The instrument is subject to negative 
procedure. 

 
Policy Objectives 
These regulations are necessary to meet the following objectives: 

 
•    To amend the Addition of Vitamins, Minerals and Other Substances 

(Scotland) Regulations 2007 (“the 2007 Regulations”) to enable the 
enforcement of and to provide penalties for non-compliance with Article 8 and 
Annex III of Regulation (EC) No. 1925/2006 of the European Parliament and of 
the Council on the addition of vitamins and minerals and of certain other 
substances to foods, which lists substances in respect of which use in foods is 
prohibited or restricted. 
 

•    To amend the Foods for Specific Groups (Scotland) Regulations 2016 (“the 
2016 Regulations”) to enforce the rules in Delegated Regulation (EU) No. 
2016/128 on Foods for Special Medical Purposes (“the Delegated Regulation”) 
for infants and to revoke the Foods for Special Medical Purposes (Scotland) 
Regulations 2000 from 22nd February 2020, subject to savings provisions. 

 
• To amend the 2016 Regulations to provide for the enforcement of Article 15 

of Regulation (EC) No. 609/2013 with regard to the Union list of substances 
that can be added to foods for special medical purposes, infant formula and 
follow-on formula. 

 
Delegated Regulation (EU) 2016/128 lays down rules on the specific compositional 
and information requirements for food for special medical purposes. The 
Regulation was adopted on 25 September 2015 and enforcement provisions were 
introduced through the Foods for Specific Groups (Medical Foods) (Miscellaneous 
Amendments) (Scotland) Regulations 2018 in respect of foods other than the foods 
for special medical purposes for infants. 
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The Delegated Regulation also lays down specific requirements for food for 
special medical purposes developed to satisfy the nutritional requirements of 
infants, such as composition requirements and requirements in relation to nutrition 
and health claims and pesticide residues. 
 
This instrument will execute and provide the enforcement of the rules on foods for 
special medical purposes for infants. It also amends the 2016 Regulations to insert 
transitional arrangements that ensure that stocks of food for special medical 
purposes which were labelled or placed on the market prior to the date of application 
of provisions of the Delegated Regulation can continue to be marketed until those 
stocks are exhausted. This instrument also makes an offence not to comply with 
specified provisions of the Delegated Regulation that relate to the compositional 
requirements, pesticide use and reside, name of the food, nutrition declaration, and 
nutrition and health claims. 
 
Regulation (EC) No. 1925/2006 regulates the addition of vitamins and minerals to 
foods and the use of certain other substances or ingredients containing substances 
other than vitamins or minerals. These may be added to foods or used in the 
manufacture of foods under conditions that result in the ingestion of amounts 
greatly exceeding those reasonably expected to be ingested under normal 
conditions of consumption of a balanced and varied diet and/or would otherwise 
represent a potential risk to consumers. 
 
This instrument amends The Addition of Vitamins, Minerals and Other Substances 
(Scotland) 2007 Regulations with the effect that it becomes an offence to add a 
substance listed in Part A of Annex III of the EC regulation to foods, or to use such 
a substance in the manufacture of foods. It also becomes an offence to add a 
substance listed in Part B of Annex III of the EC regulation to foods, or to use such 
a substance in the manufacture of foods, unless that substance is added or used in 
accordance with the conditions specified in that Part. 
 
Finally, the instrument makes an amendment to the 2016 Regulations to ensure 
that a penalty is provided for failure to adhere to article 15 of Regulation (EC) No. 
609/2013. This, as read with the Annex of the Regulation, sets out categories of 
substances which may be added to food for special medical purposes, infant 
formula and follow-on formula, subject to certain requirements. 
 
Consultation 
 
A four week consultation was carried out in Scotland on the policy underpinning 
these Regulations and the supporting Business and Regulatory Impact 
Assessment (BRIA) from 4th November to 25th November 2019. Around 40 
interested parties and 32 local authorities were consulted and two responses were 
received from Baby Feeding Law Group and British Specialist Nutrition Association. 
Neither of the responses raised any concerns and were happy with our proposals. 
However, one respondent pointed out some areas for later consideration, such as a 
closer alignment with the World Health Organisation Code of Marketing of 
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Breastmilk Substitutes and subsequent World Health Assembly resolutions. 
 
A full list of those consulted and who agreed to the release of this information is 
attached to the consultation report published on the Food Standards Scotland 
Citizen Space website, this includes the responses to the consultation from Baby 
Feeding Law Group and British Specialist Nutrition Association. 
 
Impact Assessments and Financial Effects 
 
A final BRIA has been prepared following the public consultation and accompanies 
this note. The impact of this policy on business is minimal. 
 
Given that business is already working to the standards of both pieces of 
legislation, the impact of this policy is considered to be negligible. 
 
Food Standards 
Scotland 14 January 
2020 
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