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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM MERCK SHARPE & DOHME UK 

Scottish Government have requested responses to the following questions as part of the 

Supply and Demand for Medicines Enquiry 27th September to 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 Scotland, new medicines are assessed for comparative clinical and cost-
effectiveness before they can be made available to patients. This process is called a 
Healthcare Technology Assessment (HTA) and the Scottish Medicines Consortium 
(SMC) is responsible for assessing medicines for their cost effectiveness.  

Every single medicine approved for use by the SMC has been evaluated for - and 
proven - its comparative clinical and cost-effectiveness.  Where there is clear promise 
with existing data, but uncertainty exists, MSD would advocate for greater flexibility to 
enable access whilst the evidence base for a product or indication builds. This is 
especially important in areas of high unmet medical need. 

Also, key is the uptake of innovation and what can be done to achieve optimal uptake to 
ensure optimal benefit to patients.  With this in mind, MSD would suggest full 
consideration of:  

 Mandated adoption of all SMC recommendations by all health boards  

 Process to identify and understand differences between “eligible population” and 
“observed uptake”  

 Process with clear roles to address those differences 
 

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

Despite significant investment in patient care, the NHS’s ability in Scotland to track how 
well a specific medicine works, is limited. Scotland has started to collect evidence of 
medicine outcome in clinical practice, but these areas are limited and are done at arm’s 
length from industry, for example the Cancer Medicines Outcome Programme (CMOP).    

Real-world evidence (RWE) is critical for creating innovative pricing schemes. For 
Scotland to achieve value for money we need leadership to put Scotland at the forefront 
of assessing value, collecting data and working in collaboration with researchers, 
academia and industry rather than in isolation.  Innovative solutions that are beyond the 
standard Quality Adjusted Life year (QALY) and Incremental Cost Effectiveness Ratio 
(ICER) assessment need to be considered as these measures are not suitable for all 
medicines but are the backbone of acceptance for SMC submissions.  
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In practice, the better use of patient data to understand patient outcomes and 
experiences, will allow for the more efficient targeting of medicines which could result in 
fewer medicines being wasted. Better data capture and clear refinement of criteria 
defining high quality RWE parameters would also allow patients to manage their 
medicines more efficiently and allow industry to engage better in the creation of this 
data to support NHSS decisions.  This is a key principal from the Scottish 
Government’s own realistic medicine agenda. 

However, for Cancer, NHSISD estimate that currently 2 in 5 people will be diagnosed in 
Scotland and that the most common tumour type in Scotland is Lung cancer.1 
Additionally a recent study in The Lancet looking at different cancer types and survival 
rates found that UK survival for lung cancer was 9%, below the European average 
(13%) and Austria (16.7%), Germany (15.6%) and France (13.8%).2  The researchers 
go on to say the main reason for low survival rates in the UK seems to be delayed 
diagnosis, underuse of successful treatments and unequal access to treatment, 
particularly among elderly people.3   

In our experience, use of innovative medicines in Scotland is not in proportion to the 
rest of the UK if based on population.  While the Scottish population is roughly 9.8% of 
the UK population, use of our medicines in Scotland does not equate to 9.8% of the UK 
delivery across the portfolio. The disparity is greatest with cancer medicines of which 
around 4% of use is in Scotland.  We acknowledge uptake rates are different usually 
due to SMC approval timelines, but where traditionally SMC was the first HTA to 
publish, we are increasingly finding that NICE will publish first and as a result 
availability for Scottish patients is limited versus other parts of the UK.4  

Furthermore, attempts to provide access earlier across the UK through the Early 
Access to Medicines Scheme (EAMS) show that Scotland is slow to engage and 
despite the highest rates of disease has the lowest rates of uptake.  Even when the 
medicine is provided free of charge, 4.6% of MSDUK EAMS patients were in Scotland 
despite the longest running EAMS programme documented by NHSS, Figure 1.5  

 

Figure 1:  NHS Scotland Data on EAMS duration in Scotland from SMC Industry 
engagement day 
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In other parts of the UK engagement on medicines is taking place on how to partner 
with industry. NHS England (NHSE) has recently set out engagement on medicines 
through its new Commercial Framework where there are three key objectives: 
 

 Drive earlier and more purposeful engagement between the pharmaceutical 
industry, NHSE&I and NICE to enable better planning at both an individual 
company level and at a wider industry level. 

 Facilitate timelier and more streamlined discussions about value and affordability 
and transactability so technology appraisal decisions and ultimately patient 
access, are not unnecessarily delayed. 

 Clarify the commercial flexibilities that may be available to companies where 
appropriate, to ensure that all companies, will understand the full range of 
commercial options available to them6. 

 
The NHS in Scotland needs to review its engagement to work with the pharmaceutical 
industry to achieve improved outcomes for patients across all therapy areas and 
recognise the value, investment and contribution of industry to patients in Scotland as 
well as to the wider population as described in the Fraser of Allander report on the 
industry’s contribution7. 

Furthermore, the VPAS agreement has committed NICE to scoping and initiating a 
review of its methods for both technology appraisals and highly specialised 
technologies, NICE is currently in the process of a formal engagement period with 
stakeholders on elements of this prior to a consultation on the proposed updates to take 
place in the summer of 20208.   

MSD welcomes the recent NICE process reforms that aim to speed up access to 
innovative medicines, introducing dialogue at an early stage, and retaining necessary 
flexibility with review timelines. Furthermore, we welcome the commitment to a NICE 
Methods Review and look forward to contributing both independently and through the 
ABPI.   

The NICE Methods Review is a clear opportunity to ensure that the evaluation 
approach is fit for the future. MSD is actively engaging and supporting the Review and 
would encourage SMC to take a similar approach. 
 
While NHS Scotland receives a defined contribution from VPAS which is rightly 
allocated to the New Medicines Fund in Scotland there is no commitment from Scotland 
to review the HTA process for medicines which are specialised and where as previously 
highlighted the QALY and ICER measures are not appropriate, nor is there any 
commitment such as through the Commercial Frame work in England to look at more 
innovative pricing models or demonstrate flexibility in access to medicines.  Currently 
companies must consider carefully the value of submitting to SMC, with the investment 
involved in that submission, for these highly specialised medicines.  For many highly 
specialised medicines it is not possible to demonstrate cost-effectiveness in terms of 
QALY and ICER measures even if the medicine is priced at zero, and therefore the 
SMC result is likely to be a rejection resulting in these important medicines not being 
available to Scottish Patients due to the inflexibility of process. 
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NHSS has no central mechanisms for data collection such as outlined in the Cancer 
Drug Fund (CDF) and the NHSE proposed Commercial Framework.  The Scottish 
system requests equitable pricing but equitable pricing does not mean equitable access 
for Scottish patients.  Scotland cannot expect equity on one parameter without 
providing it in another.   

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

NHSS needs to be prepared to look at innovative options and be considerate of the 
challenges faced by companies which other healthcare organisations in the UK are 
addressing, as described above with the NHSE Commercial Framework.   
 
Currently, financial uncertainty is addressed as part of the access to treatment process 
through the SMC, however data uncertainty in innovative early stage medicines is not a 
design flaw but a stage of medicine development and an inherent feature of the 
ongoing scientific process for that medicine.  Support from NHSS will allow this 
uncertainty to be addressed fairly in time while providing more timely access for 
patients to vital innovations.   
 
 
Within NHSE where negotiations take place as part of, for example, the CDF, 
companies must still demonstrate a plausible ICER to enter negotiations for inclusion in 
the CDF. Indeed, price increases have sometimes taken place when a medicine leaves 
the CDF which demonstrates that medicines can initially be priced too low when 
considering the scientific data that emerge during initial clinical experience.   
 

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

When the NHS was first created in the late 1940’s spending on medicines represented 
around 12% of its total budget, today, that same figure is 13.8%. Despite the huge 
advances in medical care and the burden of an aging population, total spending on 
medicine is not only under control but proportionate to the NHS total budget.  

The recent Audit Scotland report concluded that medicines spending was under control, 
stating that it had “stabilised in real terms”. Their analysis also revealed that total 
medicines spending, using the latest available figures, had decreased by 0.2%9. 

Some new innovative medicines may require and investment of additional budget but 
secure saving to the wider system in return, such as medicines that cure chronic 
hepatitis C infection. 

As an industry pharmaceutical companies sign up to either the statutory or voluntary 
scheme on Branded Medicines Pricing and Access (VPAS) which are negotiated with 
the Department of Health and Social care on behalf of the four UK governments.   

The Voluntary Scheme provides a framework for the industry and UK Government to 
work on the shared objectives of delivering early access to new medicines for UK 
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patients, whilst securing value for money for the NHS, and rewarding the innovation of 
industry. MSD believes that delivering on the Scheme is a crucial element of securing 
global confidence in the UK as an early launch market, post-Brexit. 

MSD is a member of the 2019 Voluntary Scheme and was pleased to be actively 
involved in shaping and negotiating the Scheme through Louise Houson’s chairing of 
the industry negotiating team.  

The Scheme ensures a predictable and sustainable approach to improving access to 
medicines whilst addressing system affordability. MSD is now fully engaged in 
partnering with implementation leads in Government, the NHS and NICE, in delivering 
on the shared commitments in the Scheme, so it works for patients, the NHS and 
industry.  

The reformed and enhanced Scheme has the potential to speed up access and uptake 
of medicines and vaccines for patients and is a commitment by all parties to support 
innovation at a time of uncertainty for the UK as it leaves the EU. In this context, MSD 
believes delivering on the Scheme is a crucial element of securing global confidence in 
the UK as a market post-Brexit, and there is natural alignment with the wider ambition 
of the Life Sciences Industrial Strategy and Sector Deals. 

Therefore, it is important to note that budget control for branded medicines is controlled 
within VPAS giving absolute certainty of what the upper limit should be for the next five-
year period.   

Cost effectiveness of medicines in Scotland is managed through the Scottish Medicines 
Consortium (SMC) process, and general access to a medicine is not agreed in the 
Scottish System without demonstrating clinical and cost effectiveness.  Therefore, the 
opportunity to overspend on the branded medicine budget is limited by the VPAS. 

Control of the medicines budget in Scotland requires clear differentiation between 
products that are within and without the VPAS scheme.    
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