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About AMRC 

The Association of Medical Research Charities (AMRC) is the membership organisation of 

the leading medical and health charities funding research in the UK. We represent 140 

medical research charities including the Wellcome Trust, Cancer Research UK, British Heart 

Foundation and Arthritis Research UK. Between 2015-2016, 55% of AMRC members funded 

research in Scotland and 8 AMRC members are based in Scotland including Brittle Bone 

Society, Medical Research Scotland, and Myeloma UK.  

 

In 2016, AMRC’s members invested over £625 million of research funding in Scotland.  

 

This funding: 

 leveraged further investment of over £170 million; 

 funded the salaries of at least 450 researchers; 

 led to at least 14 occasions when Intellectual Property (such as patents) rights 

were granted, development of 9 medical products which included drugs, medical 

devices, support tools, and diagnostic tools and 3 spin-out companies; and 

 took place largely in universities - 87% of AMRC charity investment in Scotland 

was in higher education institutes with the top 3: University of Edinburgh, 

University of Glasgow, University of Dundee.  

About our response 
 

We welcome the Committee’s inquiry and present the views of the medical research charity 

sector in answer to the Committee’s questions. Our submission focuses primarily on the 

Committee’s first question about the potential risks of Brexit for health and social care in 

Scotland. Additionally, we have addressed the Committee’s third question pertaining to 

future trade agreements. We would also like to highlight that several of our members 

including Cancer Research UK, British Heart Foundation, and Parkinson’s UK are submitting 

to this inquiry. 

 

While the majority of the issues we address in this response are reserved to the UK 

parliament, their potential impact on patients in Scotland is significant. We therefore urge the 

Committee to consider and take forward these issues in their assessment of the impact of 

Brexit on health and social care in Scotland.   
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Summary of key points:  

As negotiations continue into the second phase to determine the UK’s new relationship with 

the EU, it is vital that the deal reached ensures that there is no negative impact on 

patients, both within Scotland and the UK as well as across the EU. This means patients 

must be able to continue to participate in vital pan-EU clinical trials; have speedy access to 

new medical innovations; experience no disruption in the supply of medicines and 

treatments and crucially, patient safety must not be compromised.  

Medical research charities view that a number of areas should be prioritised: 

1) The UK must be positioned as an attractive destination for global talent and 
expertise.  

 The UK must have an immigration policy that supports the movement of individuals who 
contribute to the advancement of medical research and patient health.  

 The new immigration system that is developed must recognise the intrinsically 
collaborative and international nature of science and research.  

2) An aligned and compatible regulatory framework between the UK and the EU for 
medical research must be implemented.  

 The forthcoming EU Clinical Trials Regulation must be implemented so that UK patients 

can continue to be full participants in pan-EU clinical trials.  

 It is vital that the UK negotiates continued participation in the EU-wide clinical trials portal 

which underpins the Regulation. 

 

3) There must be co-operation with EU regulatory frameworks and agreements for 
medicines and medical devices via the European Medicines Agency (EMA) to 
ensure patients have timely access to new health innovations.  

 

 A transitional arrangement with the EU is required on regulatory frameworks, databases, 
and medicines protocols to ensure a smooth transition and patient safety.  

 
4) Continued participation in EU funding programmes and collaborative 

opportunities to progress the discovery and understanding of diseases and ill-
health.  

 It is important to ensure that there is an environment for medical research that enables 
innovative collaborative research across the UK and the EU for maximum patient benefit.  

 Predictable access and ability to shape EU research programmes and schemes 
including Framework Programme 9 (FP9) must be secured. 

5) Ensuring no disruption in the supply and trade of medicines and other health 
technologies from day one of the UK’s new relationship with the EU.  

 It is important to ensure that patients do not suffer as a result of possible disruptions in 
the supply and trade of medicines and other health technologies when the UK leaves the 
EU.  

 An agreement that allows for ‘frictionless’ trade of medicines and other health 
technologies as well as medicinal products for clinical trials must be secured.  
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How could the potential risks of Brexit for health and social care in Scotland 
be mitigated? 
 
Continued co-operation between the UK and EU on frameworks and agreements for 

regulation of medicines and medical devices 

 
1. The medical research charity sector is calling for close co-operation with EU regulatory 

frameworks and agreements for medicines and medical devices via the European 
Medicines Agency (EMA) to ensure patients do not experience delayed access to 
treatments and new innovations. If a new treatment or therapy is available, being a 
patient in the UK must not mean slower or restricted access compared to those in the 
EU. This must be the case from day one of the UK’s new relationship with the EU.  

2. We are pleased that the UK Government has indicated its desire to maintain a deep and 
close working relationship with the EU on medicines regulation after Brexit.1  

3. Continued close co-operation with the EMA is essential for a number of reasons. Firstly, in 
the global pharmaceutical market, national systems of medicines regulation can result in 
slower access to treatments for patients. Drugs in Australia and Canada typically come 
to market 6-12 months later on average than those in the EU and USA. The EMA 
represents 25% of the global pharmaceutical sales market, compared to the UK’s 3% 
share in isolation. Secondly, EU wide regulatory frameworks for special populations - 
rare disease, paediatric and the elderly - are vital. The single authorisation for the EU 
can make the distribution of medicines for small and special populations cost effective, 
where seeking multiple approvals through regulatory procedures could be very 
expensive. In addition, collaboration on EU databases for special populations and in 
other diseases areas is essential for many areas of medical research and patient safety.  

4. Furthermore, the EMA’s close relationship with the Medicines and Healthcare products 
Regulatory Agency (MHRA) helps support the thriving life sciences sector in the UK 
which enables UK patients to have early access to innovative treatments such as 
biosimilars. The UK, through MHRA, plays a significant role in supporting and providing 
capacity for the EMA. Between 2008 and 2016 the MHRA acted as Scientific Advice Co-
ordinator in at least 20% of centralised EMA medicine approval procedures. 

Member case study: Arthritis Research UK 

Biosimilars have indications in the treatment of inflammatory arthritis with a number 
approved for this use. A biosimilar is a new biological product that has been developed to be 
similar to an existing biological medicine. In the EU, the EMA is responsible for their 
approval, with data suggesting that these medicines are usually marketed at 75% or less of 
the cost of biologics. If the EMA licensing were no longer to apply to the UK this could impact 
the speed at which new biosimilars are approved and marketed in the UK, resulting in higher 
costs for the NHS and reduced patient access to transformational treatments. 

Member case study: Muscular Dystrophy UK 

Duchenne muscular dystrophy is a severe type of muscular dystrophy for which there is no 
cure and limited treatment options available. However, there are several promising 
treatments progressing through the clinical trials process, and a number of these are 
awaiting authorisation by the EMA. If successful, these drugs could effectively slow down the 
progression of the condition and result in significant benefits to those affected. If the EMA 

                                                
1See joint letter from Greg Clark MP and Jeremy Hunt MP https://www.ft.com/content/a94326ac-5dbd-

11e7-9bc8-8055f264aa8b  

https://www.ft.com/content/a94326ac-5dbd-11e7-9bc8-8055f264aa8b
https://www.ft.com/content/a94326ac-5dbd-11e7-9bc8-8055f264aa8b
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licensing were to no longer to apply to the UK this could cause major disruption to 
treatments currently in the pipeline and could potentially result in individuals affected by 
Duchenne muscular dystrophy in the UK having slower access to innovative treatment 
options. 

 

5. Moreover, an aligned regulatory landscape for medicines and medical devices provides 
stability and certainty for the life sciences sector. It also avoids duplications and 
unnecessary burden that may deter companies from launching new treatments and 
devices in the UK and thus delay access for patients. 

 

A transitional arrangement with the EU to ensure a smooth transition and patient 

safety 

6. AMRC are calling for a transitional arrangement with the EU on regulatory frameworks, 
databases, and medicines protocols to ensure a smooth transition and patient safety.  
The length of any transition period would depend on the new framework to which the UK 
would be transitioning.  This period would need to be long enough to allow the regulatory 
systems and companies to make the necessary changes to ensure that supply of 
medicines to patients; access to pharmacovigilance databases and clinical trials is 
unaffected.  

AMRC priorities for medical research and patients 

7. There are significant implications from leaving the EU for medical research and 
development.  It is vital that adverse consequences are avoided, and opportunities 
maximised to ensure that patients in the UK and EU are able to benefit from medical 
research.  

Attracting global talent and expertise to UK medical research 

8. Easy movement of researchers, innovators, and specialist technicians across the EU has 
arguably given the UK a competitive advantage globally by opening up access to skills 
and international networks. Mobility of global talent and expertise in the life sciences is 
important in both directions; without easy movement between the UK and EU countries, 
UK researchers could also lose opportunities to train and develop specialist skills 
abroad. 

9. In 2016, 88% of the research funded by medical research charities took place directly in 

universities. Over a quarter (28%) of academic staff in UK universities are non-UK 

nationals (16% EU and 12% non-EU). PhD students also make up a large proportion of 

the UK’s research population; half of the doctoral students in the UK are non-UK 

nationals (14% EU and 36% from outside the EU). In a recent study from Higher 

Education Policy Institute (HEPI), the net impact of international students to the Scottish 

economy was found to be £1.94 billion2.  

 

10. We welcomed the clarification gained on rights for European Economic Area (EEA) 

nationals already living in the UK and rights of UK nationals in the EEA at the conclusion 

of the first phase of negotiations.3 However, we remain concerned that that uncertainty 

                                                
2
 http://www.hepi.ac.uk/2018/01/11/new-figures-show-international-students-worth-22-7-billion-uk-

cost-2-3-billion-net-gain-31-million-per-constituency-310-per-uk-resident/#prettyPhoto 
3
 https://ec.europa.eu/commission/sites/beta-political/files/joint_report.pdf  

http://www.hepi.ac.uk/2018/01/11/new-figures-show-international-students-worth-22-7-billion-uk-cost-2-3-billion-net-gain-31-million-per-constituency-310-per-uk-resident/#prettyPhoto
http://www.hepi.ac.uk/2018/01/11/new-figures-show-international-students-worth-22-7-billion-uk-cost-2-3-billion-net-gain-31-million-per-constituency-310-per-uk-resident/#prettyPhoto
https://ec.europa.eu/commission/sites/beta-political/files/joint_report.pdf
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about the UK’s future migration system is damaging the UK’s reputation and 

attractiveness as a place to do research. 

11. In June 2017, the British Heart Foundation (BHF) ran a survey of its researchers to find 
out their views on Brexit-related issues. One key finding was that 80% of BHF funded 
researchers who are EU nationals said they were now more likely to seek work outside 
the UK.   

 

 

 

Member case study: Cancer Research UK:  

 

The Cancer Research UK Beatson Institute in Glasgow is one of Cancer Research UK’s 

core-funded institutes, carrying out a programme of world-class science directed at 

understanding key aspects of cancer cell behaviour, and attempting to translate these 

discoveries into new therapies and diagnostic and prognostic tools to help cancer patients. 

To participate in world-class science, the Beatson must attract world-class talent. This 

includes many researchers from the EU and further afield. Over 30 nationalities are currently 

represented at the Beatson. Overall, almost 70% of the Beatson’s research scientists are 

non-UK citizens. Many of the research teams at the Beatson have benefitted hugely from 

European Research Grant (ERC) funding. Since 2011, the Beatson has been awarded ERC 

funding totalling over £5 million. One team, has received over £1.25m of ERC funding since 

2012. To date, this funding has supported six peer-reviewed research publications - around 

50% of the scientists funded directly from that award are from EU countries. 

12. Leaving the EU presents an opportunity to position the UK as a global science hub with 
both EU and non-EU partners. Thus, in the future the UK must have an immigration 
policy that supports the movement of individuals who contribute to the advancement of 
medical science and research. This immigration system must recognise the intrinsically 
collaborative and international nature of science and research and ensure that valued 
individuals within the UK life sciences community – including researchers, innovators, 
entrepreneurs, legal and regulatory experts, skilled technicians and students – are 
attracted and retained. 

Regulation of medical research  

13. EU regulatory frameworks - spanning from clinical trials to data protection to the use of 
animals in research - help build consistent research standards between countries. 
Working within the same regulatory framework as EU partners opens up opportunities to 
collaborate and affords opportunities to work on a larger scale. This can be particularly 
important for research into rare disease populations where multi-nation, multi-centre 
studies are the only way to access the number of patients needed for robust research. 

14. The UK medical research community has had an influential voice in the development of 

a number of other EU regulatory frameworks. For example, the UK research community 

played an active role and contributed considerable resource towards developing the 

Protection of Animals used for Scientific Purposes Directive. It is crucial for the UK to be 

able to continue to provide evidence-based input to shape the direction of EU regulatory 

development.  
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15. The aligned clinical trials landscape across the EU allows patients to partake in pan-EU 
trials. The UK is an attractive base for such trials, conducting the highest number of 
phase I clinical trials – those testing a new drug or treatment for the first time – in the EU 
and the second highest number of phase II and III trials after Germany. It is vital that 
patient opportunities to partake in these trials are protected. If the UK’s clinical trials 
regulations are not aligned with the EU, the consequence would be to potentially limit or 
halt the participation of UK patients in multi-centre clinical trials.  
 

16. The Government should prioritise alignment with the new EU Clinical Trials Regulation 
(CTR), which the UK played a key role in positively shaping for UK research. 
Implementation of the CTR has been delayed until after March 2019 and will therefore 
not be captured in the EU (Withdrawal) Bill. Government have indicated that the UK’s 
future alignment with the Regulation will be subject to negotiations. Furthermore, there 
must be collaboration between health authorities in the UK’s nations to ensure 
implementation is achieved with maximum alignment of frameworks that impact upon the 
CTR across the UK; there must be no disruption to interventional research. 

17. Clarity is needed on how implementation of the CTR could be achieved in practice; the 
Regulation includes certain stipulations where it is not clear if the UK will be able to 
participate when it is no longer part of the EU. Priority examples where clarity is required 
include the EU portal and database as it is not clear whether non-Member States will be 
able to access the portal and database. The EU CTR also includes a mechanism for UK 
researchers to participate in and co-sponsor a clinical trial with an EU partner. However, 
since the EU law requires non-EU sponsors to have a legal representative within an EU 
member state, the ability of UK academics to lead European trials may be at particular 
risk as they work in UK-based organisations without EU premises. 
 

Member case study: Cancer Research UK: 

Cancer Research UK directly funds over 200 clinical trials. More than a quarter (28%) of 

these trials involve at least one other EU country. For example, they fund a pan-EU 

pancreatic cancer clinical trial, spearheaded by the University of Liverpool, with a team 

including experts from all over Europe. This trial recruited 732 patients from the UK, 

Germany, Sweden and France.  

18. Regulatory divergence may be advantageous where the EU is slow to uptake new and 

emerging technologies. However, this should only be applied in limited circumstances, 

where an effective balance is struck between regulatory alignment and maintaining 

rigorous ethical standards. 
 

Alignment with EU Data Protection laws to ensure continued cross-border data 

sharing 

 
19. The transfer of personal data across borders, for research purposes, must not be 

undermined when the UK leaves the EU. The cross-border transfer of personal data is 

important for medical research. For example, data transfer facilitates research in rare 

disease populations where multi-nation, multi-centre studies are the only way to access 

sufficient patient numbers for robust research. Additionally, cross-border data transfer is 

important for other areas of medical research relying on health data as empirical 

material, such as European biobanks.  

 

20. If the UK is outside the EU and the EEA, it will be necessary for the UK to meet 

adequacy requirements for third party countries to maintain data sharing agreements 
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with the EU. To ensure adequacy and the unhindered flow of data between the UK and 

EU, continued harmonisation with the EU General Data Protection Regulation (GDPR) is 

likely to be the preferred option.  

 

21. Any future divergence from the GDPR which limits data transfer between the UK and EU 

for research purposes must be monitored and mitigated. 

 

22. EU data law also defines how we share personal data with nations outside the EU 

including the US and Canada. Personal data can be exchanged between the EU and 

countries with specific agreements or considered ’adequate’ by the EU. Following Brexit, 

the UK will not be covered by these agreements and will need its own arrangements with 

these countries. Government must therefore simultaneously make progress on 

arrangements to share data with other third countries, in order to participate seamlessly 

in global flows of personal data. 

Future collaboration with EU funding programmes and schemes  

23. The UK has received approximately €240 million from health-related Horizon 2020 
(H2020) projects so far - around 18% of the total awarded across EU Member States. In 
terms of funding for science and research as a whole, the UK is currently the second 
highest recipient of H2020 funding. In just a three-year period (2012-2014), nearly a third 
of all funding leveraged by medical research charity investment came from EU sources.  

24. We welcomed the joint report from the conclusion of the first phase of negotiations 
between the European Union and UK Government that confirmed that the UK will 
continue to participate in EU programmes that run until 2020, including H2020. We hope 
this will provide reassurance, both for UK researchers in continuing to apply for EU funds 
and for EU researchers in continuing to collaborate with UK partners on H2020 projects. 
We urge that the UK achieves continued involvement in EU funding programmes and 
schemes beyond H2020 including Framework Programme 9, currently in development.  

25. Whilst participation in the diverse range of EU funding programmes and schemes offers 
significant financial benefit and support to UK medical research, the collaborative 
opportunities that are afforded are as crucial in order to advance research for patient 
benefit. The loss of these important collaborative opportunities would have a detrimental 
impact on medical research in the UK – and the patients that benefit from research.  

Member case study: Arthritis Research UK:  

Arthritis Research UK currently funds almost £17 million of research in Scotland, across 38 
different projects including painful inflammatory conditions such as ankylosing spondylitis 
(AS), a debilitating disease affecting 1 in 200 men and 1 in 500 women in Britain. It 
represents an area of considerable unmet clinical need as current therapies do not 
satisfactorily alleviate progression of the condition. Co-funding from Arthritis Research UK, 
the EU’s Seventh Framework Programme (FP7) and private financing supported 
researchers at the University of Glasgow and colleagues in other EU countries to identify 
changes in AS patients’ immune cells. These findings may form the basis of future 
diagnostic and treatment-response tests as well as providing more insight into the 
mechanism of this painful condition. Data from this project led to a number of publications, 
and leveraged further investment from both the charity and industrial partners, and EU-
funding for an additional PhD student based at the University of Glasgow.  
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26. Medical research charities are involved in EU programmes that facilitate collaboration. 
Six AMRC members – including Cancer Research UK, the Wellcome Trust and the 
Stroke Association - are listed as participants or coordinators across ten different 
Horizon 2020 projects. Four AMRC members – including Arthritis Research UK, the 
British Lung Foundation and Asthma UK – are listed as partners in one of the 71 
Innovative Medicines Initiative projects, the EU’s flagship public-private partnership 
scheme that aims to speed up the development of better and safer medicines for 
patients.  

27. The EU catalyses networks and collaborations across Member States, Europe and the 
globe. These connections are particularly vital for small and dispersed research 
communities, and many disease areas have specific European networks. Collaboration 
with the UK greatly increases the impact of EU medical research publications, and vice 
versa.  

Member case study: The Brain Tumour Charity: 
The Samantha Dickson Brain Cancer Unit within UCL illustrates how UK charity funding has 
leveraged EU investment. A £1.5 million investment by The Brain Tumour Charity leveraged 
£1.7 million of further funding from the European Research Council (ERC)4. 

28. Additionally, as was highlighted in the earlier questions, special attention should be given 
to medical research for rare diseases; EU funding programmes and schemes are vital to 
facilitate research in this important area. In the interests of patients with rare conditions, 
AMRC members want the UK to continue collaborating closely with EU partners on rare 
diseases.  

29. AMRC are calling on the Government to provide more detail and to clarify the intentions 
which were set out in the Future Partnership Paper “Collaboration on science and 
innovation”,5 published last August. The paper was broadly welcomed by the medical 
research charity sector but was lacking in detail and clarity on the new arrangements 
sought to support continued collaboration. The Government must be explicit, clear and 
ambitious about its plans for the UK’s future partnership with the EU on science and 
research.  

Ensuring no disruption in the supply and trade of medicines and other health 

technologies 

30. It will be essential for providers of health products to have legal certainty from ‘day one’ 

after Brexit to ensure continuity of supply to avoid negative impacts for patients both in 

the EU and UK.  This may be at risk where product licenses, issued with validity across 

the whole EU, are held in the UK (meaning potential disruption for the EU) or in the EU 

(meaning potential disruption for the UK). 

31. Due to the complexity of import/export declarations and inspections, and the existing 

integrated nature of supply chains, the UK should seek to achieve ‘frictionless’ trade and 

move goods and capital across borders with the EU for pharmaceuticals and medical 

supplies. As well as of medicines and other health technologies, the movement of 

medicinal products for use as part of pan-EU clinical trials is also important. There should 

be no effect on the supply chain for Investigational Medicinal Products (IMPs). 

                                                
 

 


