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Scottish Government Letter of 26 October 2016 
 
CONSIDERATION OF PETITION PE1608 (Wholly owned national private 
pharmaceuticals) 
 
Thank you for your letter dated 16 September concerning Petition PE1608 “Calling 
on the Scottish Parliament to urge the Scottish Government to create a medical 
manufacturing and research organisation in Scotland wholly owned and operated by 
the Scottish Government to provide manufacturing of drugs for the NHS out of 
patent, and to develop and research new drugs that are conducive to the needs of 
the Scottish population”.  Your letter sought Scottish Government’s views on the 
action called for in the petition.   
 
The Scottish Government considers that the creation of a medical manufacturing and 
research organisation owned and operated by the Scottish Government would 
neither be feasible nor sustainable (both in policy or health economic terms) for the 
following reasons: 
 

 The petitioner appears to presume that such a state-owned facility would as 
far as practicable be the main supplier of medicines to NHSScotland. This 
would be contrary to both UK and EU procurement and competition law. 

 The pharmaceutical sector is a highly diverse and competitive market place 
and neither NHS Boards nor Dispensing Contractors (eg. community 
pharmacies, dispensing GP practices) are compelled to use one supplier over 
another. Indeed they are supported to actively seek the best value for money 
from a wide range of suppliers. Importantly, this includes achieving the best 
possible price for the medicines and appliances they procure on behalf of 
NHS patients. 

 In terms of economic viability and long term sustainability, such an 
organisation from the outset would need to be resilient and rapidly establish 
its place and share of the highly competitive world-wide market.  There would 
be significant financial risk for both set up and underwriting costs which would 
be difficult not to pass on to the NHS and other clients through drug pricing 
structures.  

 
There are already thorough and longstanding processes and systems in place in 
Scotland and the UK more widely on the pricing and safety of medicines.  Also, the 
Scottish Government is not convinced that this proposal best serves our commitment 
to development of a diverse and dynamic medical research and life sciences sector 
in Scotland. Current Scottish Government policies on medicines, medical research, 
and the life sciences control the costs of all medicines to the NHS and help create 
supportive environments for academic and commercial medical research and the life 
sciences sector in Scotland.   
 
Further detail is given below.   
 
Competition Law 
 

http://www.parliament.scot/GettingInvolved/Petitions/NationalPharma


 

The Competition Act 1998 prevents organisations engaging in economic activity from 
undermining competition.  Article 101 of the Treaty on the Functioning of the EU 
(TFEU) prohibits competitors from reaching certain agreements that restrict 
competition against consumer’s interests.  A report from The King’s Fund 
‘Procurement and competition rules’ points out that although some non-competitive 
actions would not be restricted ‘NHS organisations would have to navigate a legal 
minefield whether such a particular agreement is permissible’. (Page 7).1 
 
Safety and Pricing of Medicines 
 
There are currently clear processes in place throughout the UK covering the 
development and use of medicines.  The development of medicines is complex and 
can take a number of years from start to finish requiring expert input.  Safety of 
medicines is paramount and over the years, processes have been developed to 
ensure the safety and efficacy of all medicines.  Generally, the process is as follows: 
 

 In developing a medicine to bring to market, the manufacturer must be able to 
demonstrate the medicines safety, quality and efficacy.  They do this by 
conducting a series of clinical trials and analysing the data collected from the 
process. At this stage, the funding of development of the drug can come from 
the company, charities and public funds.  If the clinical trial data proves the 
quality, safety and efficacy of the medicine then it is for the manufacturer to 
decide whether or not they wish to obtain a marketing authorisation for their 
product and thereby have it made available to patients. A marketing 
authorisation is sometimes referred to as a licence. 

 Manufacturers can apply to either the European Medicines Agency (EMA) or 
the Medicines and Healthcare products Regulatory Agency (MHRA) for a 
marketing authorisation.  A marketing authorisation from the EMA means the 
medicine can be marketed throughout Europe whereas a marketing 
authorisation from the MHRA means the medicine can only be marketed in 
the UK.   

 UK-wide legislation currently exists to ensure the safety and efficacy of all 
medicines in the UK.  The legislation is currently reserved and is applied 
throughout the UK by the MHRA.  Applications for a marketing authorisation 
must include data demonstrating the quality, safety and efficacy of the 
medicine.  After detailed assessment and providing the data is satisfactory, a 
marketing authorisation will be granted. The roots of the current system on 
licensing can be traced to lessons learned as a result of the thalidomide 
tragedy. 

 Broadly, a manufacturer has the freedom to charge what it wants for a drug 
when it is brought to market. The manufacturer sets a ‘list price’ but often the 
NHS will pay less than this through commercial in confidence arrangements.   

 Within the UK, there is also the Pharmaceutical Price Regulation Scheme 
(PPRS) which applies for branded licensed medicines.  There is currently a 

                                            
 



 

voluntary scheme (a 5 year agreement between the UK Government and the 
Association of the British Pharmaceutical Industry) and where companies 
choose not to participate, then there is a statutory scheme.  The PPRS is 
designed to achieve a balance between reasonable prices for branded 
licensed medicines and a fair return for the pharmaceutical industry.  PPRS is 
a reserved area and Scottish Government were not involved in negotiations 
over the current arrangements.  For generic medicines, prices are controlled 
via Part 7 of the Scottish Drug Tariff which is routinely monitored and 
reimbursement prices adjusted where appropriate in response to trends and 
prevailing market conditions. 

 In Scotland, after a pharmaceutical company has been granted a marketing 
authorisation they have to decide whether or not to make a submission to the 
Scottish Medicines Consortium (SMC) to have the medicine made routinely 
available on the NHS.  SG policy is that companies should submit to SMC if 
they want to seek sales of their drug in Scotland.  The SMC appraises the 
medicine for clinical and cost-effectiveness (assessing whether the benefits of 
the medicine justify the price being charged) and publishes advice for NHS 
Boards throughout Scotland.  

 Once a recommendation has been made by SMC it then becomes the 
responsibility of clinical experts in each health board to decide whether the 
new medicine should be made available for routine prescribing in its area 
through addition to a ‘formulary.’ A formulary is a list of medicines which are 
available for routine use in a health board and the list of medicines is usually 
accompanied by other information (for example treatment guidelines) to help 
healthcare professionals make decisions when treating an individual patient.  
If a medicine is not included in a health board’s formulary and there are no 
suitable alternatives on the formulary, a healthcare professional can request 
to prescribe another medicine if they think a patient will benefit from using it. 

 Sometimes there are also procurement processes, led nationally, to get 
NHSS the best deal from a choice of products. 

 
We do not consider that the manufacture of medicines by the Scottish Government 
would necessarily cut costs to the NHS.  With the exception of a small number of 
cases of excessive price rises, prices of unbranded generic medicines in the UK are 
generally low because competition keeps the prices down.  A medical manufacturing 
and research organisation in Scotland wholly owned and operated by the Scottish 
Government to provide manufacturing of drugs for the NHS out of patent, and to 
develop and research new drugs that are conducive to the needs of the Scottish 
population would be unable to compete on price across all generic medicines 
manufactured in facilities worldwide. It would also require expertise and knowledge 
that the Scottish Government does not have.  Current arrangements are achieved 
through Scottish Medicine Consortium processes and also working closely with UK 
colleagues particularly around the Pharmaceutical Price Regulation Scheme and 
medicine safety.  We also appreciate, however, that there is always room for 
improvement and we also have the forthcoming report of the Montgomery review into 
access to medicines which will suggest some policy changes.   



 

 
Controlling the Cost of NHS Prescriptions 
 
The cost to the NHS of items dispensed in the community against NHS prescriptions 
is controlled by the Scottish Drug Tariff arrangements, which is designed to support 
dispensing contractors to achieve value for money and the best possible prices from 
wholesalers, or directly from manufacturers, on the purchase of drugs and 
appliances. 
 
Reimbursement costs are controlled through routine quarterly monitoring (the Drug 
Pricing Inquiry Survey), with Drug Tariff reimbursement prices adjusted where 
considered appropriate and proportionate to prevailing market conditions. 
 
The Scottish Government considers that the prices charged by pharmaceutical 
companies and wholesalers for generic drugs are generally competitive and the NHS 
in Scotland relies on competition in the market to keep prices down. The Scottish 
Government and NHSScotland look to encourage the pharmaceutical industry to 
bring forward medicines to the market that are affordable to the NHS in Scotland.     
 
In addition, the Scottish Government has been working closely with the UK 
Government on the development of Health Service Medical Supplies (Cost) Bill 2016 
which is currently going through Westminster. The Bill, involving all four UK 
countries, proposes a range of measures and information gathering powers across 
the UK supply chain to control the cost of health service drugs and medical supplies.   
 
It should also not be underestimated the role that effective prescribing can play in 
controlling drug costs. All 14 territorial NHS Boards have in place local formularies. 
Their aim is to promote safe, effective, and economic prescribing in both primary and 
secondary care, and provide guidance on locally recommended drug choices. In 
compiling the formulary consideration is given to aspects of clinical effectiveness, 
safety, appropriateness and cost effectiveness. Each NHS Board monitors prescriber 
and dispenser compliance with their formularies. 
 
Research 
 
Scotland has a long-established international reputation for excellence in medical 
research.  This stems from the strong science infrastructure in Scottish Universities 
and their relationships with Health Boards exemplified by analysis showing Scotland 
attracts 11.8% of the UK health research funding for 8.4% of the population, 40% 
above the Scotland’s per capita share2.   
 
The Scottish Government takes the view that investment in medical research to 
improve the health of the Scottish population is best achieved by building on this 
existing strong science infrastructure and working collaboratively with Scottish 
Universities and Health Boards rather than creating a new and costly medical 
research organisation that would compete for the resources and funding available.   
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The Scottish Government’s health research strategy issued in 2015 set to “support 
and increase the level of high-quality health research conducted in Scotland for the 
health and financial benefits of our population, so Scotland is recognised globally as 
a ‘come to place’ for health science” and deliver this through collaborative 
partnerships3.   
 
This strategy is being delivered through the Scottish Government Chief Scientist 
Office (CSO)4 working in collaboration with Scottish Universities and Health Boards, 
other UK research funders, and industry in support of medical research activity in 
Scotland and research relevant to the health of the population of Scotland.  Recent 
examples are major investments for the development of Scottish excellence in 
cutting-edge areas of genomic5 and precision medicine6.  
 
NHS Research Scotland (NRS)7 – an established partnership between CSO and 
Health Boards – provides a supportive environment and infrastructure for the NHS to 
host and participate in clinical research and to increase the commercial clinical 
research activity being attracted to Scotland with revenues which flow back into the 
NHS and the wider economy.  For example, NRS has a Strategic Alliance with PPD 
which is intended to cover a broad range of Phase I – III trials across multiple 
therapeutic areas; NRS is a Quintiles Prime Site, to increase the number of contract 
clinical trials conducted in Scotland; NRS has been awarded Pfizer global INSPIRE 
status, making Scotland a location of choice for Pfizer studies; and, NRS has 
entered into a Strategic Alliance with Roche, to increase the number of contract and 
investigator initiated studies in Scotland. 
 
CSO also targets investment in medical research projects directly through grant 
schemes for applied research in Scottish Universities and Health Boards to address 
NHS challenges, including research aimed at improving treatments for conditions of 
importance to the health of the Scottish population.   
 
Life Sciences 
 
Pharmaceutical Industry 
 
The Scottish Government are keen to attract new inward investment from 
pharmaceutical companies into the country; support existing companies to maintain 
and expand; and support the scale-up of mid-sized Scottish companies.  The new 
Life Science and Chemicals Science Manufacturing strategy outlines the five key 
priorities to develop drugs for the future to further develop the pharmaceutical sector 
which is one of the most innovative and Research & Development intensive in 
Scotland. 
 
That strategy reflects the Scottish Government’s commitment to develop Scotland’s 
precision medicine eco-system, the Scottish Government Trade and Investment 
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 Scottish Government (2015) Delivering innovation through research – Scottish Government health and social 

care research strategy. http://www.gov.scot/Publications/2015/10/5164/downloads#res-1  
4
 http://www.cso.scot.nhs.uk/  

5
 http://news.scotland.gov.uk/News/Investing-in-cutting-edge-medical-research-2338.aspx 
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 http://news.scotland.gov.uk/News/Investing-in-the-healthcare-of-the-future-2255.aspx 
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Strategy and the Programme for Government commitment to jobs, investment and 
trade.  Scotland’s economic priority is to stimulate innovation and Research & 
Development to make the most of the skills and expertise of Scotland’s well-
regarded workforce and academic community.  
 
Scotland’s enterprise agencies support the development of new and current 
companies in Scotland.  This included working with GSK to support a deal which saw 
an investment by the company of approximately £110 million to provide a new, state-
of-the-art facility for the manufacture of respiratory active ingredients.  
 
To secure the future of the life sciences sector in Scotland it needs to compete in the 
global market.  Scotland’s industry-led life sciences strategy, the introduction of 
Enterprise Areas for Life Sciences, initiatives such as the Health Innovation 
Partnerships, the Innovation Centre Programme and the manufacturing strategy for 
the sector are all building an infrastructure for the efficient development and 
production of devices and drugs for the future.  In economic terms the Scottish 
Government is not convinced that this proposal best serves our commitment to 
develop a diverse and dynamic life sciences sector based on world-leading research, 
innovation, skills and manufacturing.’ 
 
Background: Life & Chemical Sciences Manufacturing Strategy 
 
The Life Sciences strategy has ambition “to be a significant contributor to Scotland’s 
sustainable economic growth and to establish Scotland as the location of choice for 
Life Sciences companies; it aims to double turnover in the sector from £3bn to £6bn 
and increase GVA from £1.5bn to £3bn by 2020. 
 
The two Industry Leadership Groups (ILGs) for the Life Sciences and Chemicals 
Sciences have indicated that to meet these objectives, turnover from the two sectors 
has to increase to £15.4bn per annum. This is an additional annual turnover 
figure of £5.6bn.  Developing the manufacturing base in Life & Chemical Sciences 
is critical to the achievement of these targets. 
 
These are challenging ambitions and require a firm focus on the key areas which will 
build growth.  To realise the ambitions in terms of re-industrialisation, there is a need 
to ensure Scotland is both globally cost competitive and remains at the forefront of 
technological development.  The strategy includes key areas for business growth 
and expansion of the sector, in research commercialisation, strengthening our supply 
chains and re-shoring – by bringing the manufacturing of generic low cost drugs 
back to Scotland. 
 
Pharmaceutical Industry – General Trends 
 
The consistent growth of generic drugs worldwide (70% of pharma market by 
volume) is challenging for branded drug companies, who are facing revenue and 
market share loss in developing and emerging economies.  Pharmaceutical 
companies are turning to the growth in personalised medicines and the 
accompanying diagnostics (medical devices which provide information for the safe 
and effective use of a drug (pharmacovigilance) as part of their growth plans.  
Scotland’s specialism can attract them to undertake their research, development and 



 

manufacturing in Scotland.  In general terms there has been a reduction in R&D 
spending by global pharma and a diversification away from generic drugs to 
personalised medicines.   
 
Global pharma are keen to look ‘beyond the pill’ to embrace disruptive technology 
advancements that can concurrently reduce costs and speed time to market for new 
products and services.  It is in this space that there would be the greatest economic 
and health advantages for Scotland. 
 
Yours sincerely 
 
John Hannah – Medicines 
Tom Barlow – Chief Scientist Office 
Sharon Donnelly – Life Sciences 


