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HEALTH AND SPORT COMMITTEE  

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM ROCHE PRODUCTS LTD

Overview: 

Roche is the largest biotech company in the world, researching, developing and 
producing innovative medicines for oncology, immunology, infectious diseases, 
ophthalmology and central nervous system disorders.  

Roche is an enduring investor in the Scottish economy. In 2016 alone, Roche spent 
£132 million in Scotland working with NHS Scotland, universities, research 
organisations and biotech companies. A joint agreement between the NHS Boards in 
NHS Scotland and Roche ensures Scottish research centres are able to participate 
in all Roche-funded trials. That involved 18 hospitals participating in 57 clinical trials1.  

Roche has made a significant and enduring commitment across all nations in the UK 
– investing £388 million in R&D in 2017.  In addition, we registered the third most
clinical trials of any company in the same year2.

Roche routinely submits its innovative medicines for assessment by the Scottish 
Medicines Consortium. The SMC seeks to ensure that all medicines deliver value to 
NHS Scotland making the most of medicines expenditure.  

Roche prides itself on innovation in medicine with many products delivering 
improvement in outcomes for patients in areas of unmet clinical need. Since 2010 
Roche has launched 8 new medicines.3  

Roche welcomes the opportunity to submit to the inquiry on The Supply and Demand 
for Medicines in Scotland, having previously submitted evidence to the 2013 inquiry 
on Access to Newly Licences Medicines. Our submission outlines Roche’s views on 
the issues surrounding this topic, and can be summarised by the following key 
points: 

Key messages: 

• Roche’s makes a valuable contribution to Scotland as an innovative
research led company.

o Roche spent £132 million in Scotland in 2016 alone4

o 18 hospitals participated in 57 Roche-funded clinical trials5.
o Roche has launched 8 medicines in since 20106
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• Roche is a committed and responsible partner to NHS Scotland delivering
value and financial surety:

o The SMC scrutinses the value of each medicine and new indication that
Roche submits. If accepted then Government stipulates that the medicine
should be made routinely available within 90 days. If declined or if, for
whatever reason, a medicine is not submitted then it is not recommended
for use.

o Roche has volunteered to participate in the Voluntary Scheme for Branded
Medicines Pricing and Access - (VPAS) – the agreement between industry
and government for the next 5 years which caps collective growth in the
medicines spend for participating companies at 2% per annum. Every
penny over this agreed level is paid back to the Exchequer and distributed
to each nation across the UK. Scottish Government continues to make this
money available to patients through the New Medicines Fund.

• Scottish patients are currently unable to access some Roche treatments
available in the rest of the UK (England, Wales and Northern Ireland)
despite the same clinical evidence and financial terms being offered.

o Recently Roche medicines approved for use by NICE and made available
in England, Wales and Northern Ireland have been declined by the SMC
despite being offered the same clinical evidence and the same financial
terms. There is therefore a growing disparity between Scotland and the
rest of the UK (England, Wales and Northern Ireland) for access to
innovative Roche medicines. Roche is concerned about the potential
impact this could have on patients care and outcomes.

o Health technology assessment in Scotland is a robust process, but it is
important that the SMC’s methods continue to evolve to account for the
changes in healthcare delivery, such as the more personalised form of
treatment.

o Scotland has enviable Real World Data mechanisms and these could be
utilised to the benefit of patients through development of innovative
access. These should be prioritised giving patients in Scotland access to
innovative medicines at a time when budget impact is capped.

REF NO.     HS/S5/19/MED/38



   

Health and Sport Committee 
“The Supply and Demand for Medicines” 
Roche Products Limited 
22nd November 2019 

1. Does the system ensure patients receive the most clinically and cost-
effective treatments and, if not, how can this be improved?  
 
 In NHS Scotland there are two mechanisms by which medicines are made 

available to patients. The Scottish Medicines Consortium evaluates new 
innovative medicines for their clinical and cost-effectiveness whilst older 
medicines that are outside of patent (generic medicines) are subject to 
commercial Tender and Contract.  

 Roche only produces new innovative medicines so our evidence focusses 
primarily on this route to access. That said, we also participate in 
commercial Tenders and Contracts where it is appropriate for us to do so. 

 Whilst robust, Roche believes that current methods of value assessment 
are becoming restrictive and patients in Scotland are not getting access to 
some clinically and cost-effective medicines when compared to the rest of 
the UK. Evolution of process must be seen as a priority to ensure delivery 
of best value and equitable access to cost-effective treatments across the 
UK. 

 
1.1 New innovative medicines are rigorously assessed for their clinical and cost-
effectiveness by the SMC. Guidance is then provided to NHS Scotland as to whether 
a medicine is worth resourcing. Other areas of significant spending by NHS Scotland 
such as generic medicines, medical devices and IT infrastructure are not subject to 
the same scrutiny.  
NHS Boards are stipulated by Scottish Government to make SMC approved 
medicines available with 90 days of decision although this does not always happen 
and is not routinely measured or enforced.  Reinforcement of implementation of cost-
effective treatment would drive value for both NHS Scotland and patients. 
 
1.2 Manufacturers are encouraged to enhance the value of individual medicines 
considered by the SMC through provision of a Patient Access Scheme (PAS). This 
allows the manufacturer to rebate or reduce the price of the submitted medicine 
compared to list price. Manufacturers submit an application to the Patient Access 
Scheme Assessment Group (PASAG) who assess its feasibility.   
 
1.3 Revisions to the types of PAS accepted by PASAG for use in NHS Scotland 
could drive further value (see point 3.3).   
 
1.4 The SMC seeks to ensure that the medicines that reach patients are both 
clinically and cost effective. Whilst assessment is robust there are areas where it 
could be improved and deliver better access/value for patients in Scotland (See 
section 3). 
 
1.5 Scientific understanding of how diseases should be treated is ever improving and 
so are the types of medicines available. They are becoming increasingly complex 
and personalised but may bring significant additional benefit for patients. Such 
treatments can present challenges for the current SMC evaluation process where the 
fundamental principles have changed little. 

 
1.6 To address these, there have been a number of reforms to the SMC. In 2013, the 
Health and Sport Committee launched an inquiry into Access to Newly Licences 
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Medicines. The resulting report called on the SMC and Scottish Government to 
review how assessments can better take account issues in evaluating medicines 
used in very rare conditions and “end of life” treatments. Changes were made, 
including the introduction of the Patient and Clinician Engagement Process (PACE) 
to enhance the SMC understanding of the broader benefit these types of medicines 
bring to patients and clinicians. 
 
1.7 In 2016, Brian Montgomery was commissioned by Scottish Government to 
evaluate the impact of these changes. The Montgomery Review found that, while 
access to end-of-life, orphan and ultra-orphan medicines had indeed increased, 
further work was needed to ensure the system continued to evolve to meet the 
challenges of the health landscape7.  
 
2. Does the NHS in Scotland achieve the most value from the money spent on 

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

 Roche believes that the NHS Scotland attains a high degree of value from 
its expenditure on medicines. Roche also believes that medicines could 
deliver even more value to patients if the systems regarding 
reimbursement evolve to keep pace with the changes in pharmaceutical 
science and regulatory processes.  

 A lack of understanding of current systems and processes (SMC and 
VPAS) often leads to a mistaken belief that NHS Scotland is somehow 
paying more than is necessary for innovative new medicines. Roche is 
confident all its medicines and the company overall provide a high degree 
of value to NHS Scotland and more importantly, the patients that it treats. 

 Evaluation groups such as SMC and National Procurement, should take 
the advantage of the stability in medicines expenditure afforded by the 2% 
growth cap in VPAS to restructure/future proof their systems and 
processes. The cap means there is little financial risk to NHS Scotland 
even in the scenario of all medicines receiving licence being made 
available to patients in Scotland. 

 
2.1 The public and political debate around medicines spend is often dominated by 
discussions around ‘price’ rather than ‘value’.  The ‘list price’ of a medicine is widely 
reported in the media as it is publicly available. It is set by the manufacturer to gain a 
UK licence. The medicine is then subject health technology assessment (HTA), 
negotiation and discount (through utilisation of PAS – see Point 1.2), to ensure that 
acceptable value is delivered to the NHS. Patient Group Organisations have 
commented that list price is less commonly the “cost” to the NHS and that the 
difference between the net and list prices can be significant8. This “mismatch” 
contributes to a negative public perception of the pricing of medicines in the UK4.  
 
2.2 Overall NHS Scotland spending has increased to meet population need.  The 
proportion spent on pharmaceuticals has remained consistent despite reporting to 
the contrary9. This is remarkable given that much of the recent day to day 
management of chronic diseases is reliant on daily pharmaceutical care (Coronary 
Heart Disease, Diabetes, Osteoporosis, Arthritis etc.).  
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2.3 Scottish Government policy has also challenged the proportion of budget spent 
on medicines. The abolition of prescription charges for in 2011 resulted in an 
increase in the number of medicines dispensed - over and above what was expected 
and budgeted for. The Information Services Division of Sottish Government (ISD) 
analysis referenced in the inquiry scope highlights that the total number of items 
dispensed increased by 20.5 per cent from 85.8 million to 103.4 million items. This 
increase was successfully absorbed. 
 
2.4 According to Audit Scotland’s figures, the percentage of the health budget spent 
on medicines (and their management processes) has changed little over the last 5 
years10. The latest report stated that medicines spend has “stabilised” at 13.6% of 
NHS expenditure – “a reduction of 0.2% in real terms since 2016/17”11.  
This should be acknowledged as a success in sustainability brought about by the 
collective actions of all parties including the pharmaceutical industry. 
 
2.5 The Voluntary Scheme for Branded Medicines Pricing and Access Scheme 
(VPAS) came into effect on 1 January 2019 and has been developed and 
implemented to drive value and financial surety for the NHS across the UK. It was 
negotiated between the UK Government and the Association of the British 
Pharmaceutical Industry (ABPI). Under the scheme, cumulative total growth in 
medicines sales from all participating companies is capped at two per cent per 
annum. Any amount over and above this level is reimbursed by scheme members 
back to HM Treasury in the form of a rebate. 
Membership is voluntary and Roche is a member of the scheme. 
 
2.6 The previous version of this agreement was the Pharmaceutical Price Regulation 
Scheme (PPRS) and it ran for 5 years ending in December 2018.  The amount 
rebated during the 5 years of PPRS amounted to hundreds of millions of pounds and 
was split proportionately between the devolved nations12. VPAS is expected to 
deliver significantly more. Scottish Government led the rest of the UK and took the 
opportunity afforded by the rebate to enhance access to innovative treatments by 
investing in a New Medicines Fund – which had a budget of £45 million in 
2017/18)13.  
 
3. In what ways can the system be made more efficient?  
 

 Roche believes that “the system” is already efficient but it is losing 
its effectiveness at making clinically and cost-effective medicines 
available for patients in Scotland in a timely manner, with a growing 
disparity in access between Scotland and the rest of the UK for some 
of Roche’s cost-effective innovative treatments. 

  It is vital both for the NHS and patients that the evaluation system 
evolves to be reflective of the current medicinal science.  

 Without further reform, including those recommendations from Dr 
Brian Montgomery in his report of 2016, patients in Scotland will find 
it increasingly difficult to receive the same access to cost effective 
innovative medicines as those elsewhere in the UK. Reforms should 
include novel complex Patient Access Schemes and Genomic 
Profiling.  
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3.1 Roche believes that the reimbursement systems and processes must evolve to 
reflect shifts in pharmaceutical care and regulation. Scientific advances have 
enabled us to better understand diseases and have led to the development of more 
sophisticated and targeted medicines  

 
3.2 Roche has growing evidence from its portfolio that patients in Scotland are either 
disadvantaged through delays to access or denied access altogether despite our 
medicines being offered with the same clinical evidence and financial terms as the 
rest of the UK. 
This has been most notable for the breast cancer medicine Perjeta which has had 
delayed reimbursement for 2 out of 3 indications and access denied for the third14 
despite the same evidence and financial terms being offered and which enabled 
routine access in England, Wales and Northern Ireland. 
Another medicine used in the treatment of lung cancer, Tecentriq has also been 
refused by the SMC15 despite being available in England, Wales and Northern 
Ireland.  
We see no reason for this divergence in access between Scotland and the rest of the 
UK. This urgently requires to be addressed to ensure Scottish patients equitable 
access and so best value.  
 
3.3 Through utilisation of the unique opportunity afforded by Scotland’s data 
collection mechanisms novel access schemes could drive fundamental changes in 
how value is delivered for medicines. 
Roche believes the reimbursement bodies should explore: 
• Value-based pricing. This pricing solution considers a broader set of metrics 

when assessing a medicine, rather than primarily focusing on cost 
• Outcomes-based pricing, where discounts are applied to medicines 

retrospectively. This allows for the outcomes to be tracked, generating real world 
evidence (RWE), which ensures the cost to the NHS is aligned to the actual value 
(outcome) obtained.  

• Multi-indication pricing (MIP). Rather than a medicine being evaluated using a 
single price for a number of indications (uses for that medicines), MIP allows a 
separate price to be levied for each licenced indication (use of that medicine). 
This seeks to ensure that each indication is cost-effective. 75 per cent of new 
oncology medicines are used across multiple indications16.  
 

3.4 During the Scottish Government’s response to the 2013 Health and Sport 
Committee inquiry, it was proposed that the Scottish reimbursement system would 
benefit from greater understanding of what is important to the patient, their family 
and wider society. Whilst the PACE process has sought to address this to a degree, 
a broader understanding of what society in Scotland prioritises in health is still 
required. This “Scottish Model of Value” has not yet been developed17.  It is vital 
there is robust dialogue with patients and the public about what they see as valuable 
from healthcare expenditure. 

3.4 The Scottish Science Advisory Council report “Informing the Future of Genomic 
Medicine in Scotland”18 (March 2019) paints a very clear picture of how Scotland 
needs to move forward to maximize the opportunity afforded by better genomic 
testing and precision treatments. Roche believes that implementation of the 
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recommendations would place Scotland firmly in the forefront of genomics and 
deliver significant additional value to medicines delivery. NHS England introduced 
the Genomic Medicine Service in October 201819. This aims to allow patients in 
England access to the latest “Precision Medicines” developed to target specific gene 
mutations.  

3.6 NICE is currently re-evaluating its processes with the aim of making them “fit for 
the future”20. Roche would be supportive of a separate consultation to explore in 
ways in which the SMC could build on the approaches identified by the NICE review 
and enhance them through utilisation of Scotland’s real world data. This would 
ensure that patients continue to be able to access new innovative treatments as they 
become available. 
 
4. How can the medicines budget be controlled while maintaining clinical and 

cost effectiveness? 
 
 The medicines budget is controlled and the cost-effectiveness of new 

innovative medicines is established before they are made routinely 
available across NHS Scotland. This should continue but there must be 
evolution of process to keep pace with advances in science. 

 NHS Scotland can confidently invest in new technologies and treatments 
whilst the surety of the VPAS 2% cap on expenditure growth is in place.  

 Whilst VPAS is in place, it would be sensible for the processes of HTA to 
take advantage and invest in becoming “future proofed” through factoring 
in the changing science in medicinal care. This would place Scotland once 
again at the forefront medicines evaluation. 

 
4.1. Evidence suggests that the medicines budget is well controlled, sustainable and 
delivers cost-effectiveness, especially for new innovative medicines. 
 
4.2 Companies, such as Roche, participating in VPAS are delivering financial surety 
to NHS Medicines budgets through a 2% growth cap on the cumulative sales of their 
medicines for the next 5 years. 
 
4.2 Roche does not believe that further budgetary controls for those companies 
participating in VPAS are required. 
 
4.3, Roche believes that NHS Scotland could benefit by seeking to apply the 
principals of pricing agreements (e.g VPAS) to other elements of NHS spending 
thereby offering stability and surety for the overall finances of the NHS in Scotland.  
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request 
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November 2019] 
4 Roche Group, Our Contribution to Scotland, June2018, RXUKCOMM01606(2)d – data on file, available upon 
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