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Dear Ms McAlpine,  
 
Once again, thank you for the opportunity to provide both written and oral evidence to 
the Culture, Tourism, Europe and External Affairs Committee as part of your inquiry 
into the EU-UK Trade and Co-operation Agreement. Ensuring that the industry voice 
is understood by key decision makers is incredibly important, and we appreciate the 
opportunity to set out our views to MSPs.  
 

Batch-testing and the Northern Ireland Protocol  

 
During the oral evidence session, I pledged to provide further information relating to 
industry workarounds on batch testing and the Northern Ireland protocol. Therefore, 
please find attached a recent joint letter to Michael Gove MP, from the ABPI, BIA, 
PAGB and BGMA explaining these issues, and possible solutions, in greater detail.  
 
It is worth stating that we understand the UK government is considering this proposal 
closely and the industry has been appreciative of their approach to date.   
 

Skills  

 
I also promised to provide the committee with further information on skills shortages 
and the consequences of leaving the EU.  
 
Every two years, ABPI surveys our membership to understand their experiences in 
attracting talent to the UK. The latest survey was published in 2019 and a full report 
detailing its findings can be accessed here.  
 
In short, our report found that there are critical skills shortages in key occupations, 
including genomics, immunology, bioinformatics and chemoinformatics and clinical 
pharmacology. Whilst skills shortages in these professions are not unique to the UK, it 
is important that the UK Government ensures they are not exacerbated by leaving the 
EU since a number of the roles highlighted are specific, and the global talent pool, as 
a general rule, is smaller.  
 
Understandably, member companies had concerns about skills shortages following 
our EU exit and the flow of skilled workers to the UK remains very important for their 

https://www.abpi.org.uk/media/6657/190124-final-abpi-bridging-the-gap-in-the-biopharmaceutical-industry_v3.pdf


 

business. Equally important is for talent within an organisation to move freely and in 
particular for intra-company transfers to work smoothly with any new regulations being 
both easy to understand, and quick to process.  
 
A number of immigration routes under the UK’s new points-based immigration system, 
including Skilled Worker and Intra-Company transfer, launched on the 1st of December 
2020 but given the COVID-19 pandemic’s impact on movement, it remains too early to 
assess the impact of the new system. 
 
When international travel resumes more broadly, ABPI believes that the UK 
Government should conduct a review of the new points-based system to ensure it 
meets sector specific needs and will call for this process to be part of a wider, and 
continual, dialogue around immigration. 
 
The pharmaceutical industry has also welcomed the introduction of the global talent 
visa. This visa provides skilled researchers from around the world, including the EU, 
with a route to moving their talents here, and we are committed to maximising the 
potential this route affords.  
 
Fundamentally, if the UK is to realise its ambition to be a life science superpower then 
we need the talent to make this a reality. Whether this is attracting more youngsters to 
study STEM subjects or fostering an immigration environment that is welcoming and 
outward looking, work will be required going forward.   
 

Rules of Origin 

 
And finally, I understand that the committee is keen to learn more about our analysis 
of new rules of origin regulations. Unfortunately, and as mentioned at the evidence 
session, it is still too early to make a declarative statement on the impact of these 
polices but we will endeavour to update MSPs with information as soon as we have it.  
Hopefully, this response provides some further detail and if there are any other areas 
that you believe ABPI can provide insights, please do not hesitate to get in touch.  
 
Yours sincerely,  
 
Dr Richard Torbett 
Chief Executive  
Association of the British Pharmaceutical Industry 
 



     
 

 
The Rt Hon Michael Gove MP 
Chancellor of the Duchy of Lancaster 
Cabinet Office 
70 Whitehall 
London 
SW1A 2AS 

10 February 2021 
Dear Mr Gove,  

Following your recent letter of 2 February to Maroš Šefčovič regarding the Northern Ireland 
Protocol, we are writing on behalf of the Association of the British Pharmaceutical Industry 
(ABPI), the British Generic Manufacturers Association (BGMA), UK Bioindustry Association 
(BIA) and the PAGB, the consumer healthcare association, to set out how best the 
Government can avoid the real risk to the supply of medicines to Northern Ireland arising from 
the EU’s interpretation of the Northern Ireland Protocol; and to raise our concerns about the 
introduction of duplicative batch testing on EU imported medicines in NI from 2022 and in GB 
from 2023. 

In both cases, we propose pragmatic solutions both of which are needed to safeguard 
medicines supply for patients in all parts of the UK and will help the UK remain competitive as 
a life science superpower.  

Addressing challenges to medicine regulation and supply in Northern Ireland from 2022  

We were pleased that your letter of 2nd February to Maroš Šefčovič raised the significant 
challenges to the supply of medicines to Northern Ireland in both the short and long term, 
reflecting the discussion at our meeting on 17th December. These are recognised by both the 
DHSC and NI Executive, both of whom have expressed concerns that they may reduce patient 
choice and/or increase the net cost of medicines to Health and Social Care in NI.  

Companies are working hard to review their supply chains and take other practical steps to be 
able to maintain supply to Northern Ireland. However, without a longer-term political resolution, 
there is a real risk that Northern Ireland will become a self-contained small market like other 
smaller European countries such as the Republic of Ireland, Cyprus or Malta where the range 
of medicines currently available to patients is often much less than in the UK, in the case of 
generic medicines and over the counter medicines, by a factor of around 75%. 

Solutions to these issues are complex but we believe they are possible, especially if medicines 
licensed for use in GB were also to be permitted to be supplied to NI without the regulatory 
import requirements. We believe, if such validity was given to all UK and EU licences this 
would uphold the intention of the Protocol because the EU already has in place a robust 
system of coding and serialisation of every pack of medicines (due to the Falsified Medicines 
Directive) that offers control of the supply chain and can prevent ‘leakage’ of GB packs from 



     
 

NI into the EU. For those products without FMD and with UK licences, the unique UK PL 
number would also serve this purpose.  

An agreement on this would, at a stroke and without incurring any further cost or complexity, 
avoid the need to reroute future supply of medicines to NI, and ensure that the economies of 
scale leading to the wide range of medicines on sale in the UK remain to ensure the continuity 
of supply in NI as today. 

We think there is a strong basis to explore this idea further and work through the possible 
consequences. However, we believe a solution on this basis could uphold the intention of the 
Protocol and avoid the creation of a restrictive border between NI and the Republic of Ireland, 
whilst protecting the supply of the full range of medicines to Northern Ireland as a part of the 
United Kingdom.  

To allow time for these discussions to take place, it would be helpful to seek an agreement 
with the EU to retain the customs easements currently in place for medicines travelling from 
GB to NI, which are currently set to expire in April.  

 

Duplicative Regulatory Requirements for Batch Testing in Northern Ireland (from 2022) 

and Great Britain (from 2023) 

The lack of a Mutual Recognition Agreement (MRA) on batch testing regulatory standards 
between the EU and the UK presents a very significant future risk to the availability of 
medicines to UK patients and the attractiveness of the UK as a global life sciences hub outside 
of the European Union.   

As you know, batch testing is the process of confirming through laboratory tests that every 
batch of medicine has the correct quality and composition and is suitable for sale and supply 
or export. In jurisdictions such as the EU and the UK, with very high standards of regulation, 
the need for repeated testing is an unnecessary duplicative requirement that complicates the 
supply chain and can delay the batch of medicine reaching patients for an average of 6 weeks, 
and costs £1,500 per batch. Further implications are set out in more detail in the enclosed 
ABPI briefing.  

Currently our companies are being asked to prepare to complete this duplication in two 
settings: from 2022 for medicines imported from GB into NI; and from 2023 for medicines 
imported from the EU to GB. We are extremely appreciative of the UK Government’s 
championing of this issue during the EU trade negotiations, and are of course aware that the 
EU rejected a MRA. We would welcome your guidance in the longer term on how and when 
to reopen discussions with the EU about resolving the issue of mutual recognition of batch 
testing. In the immediate term we ask Government to amend the current UK Guidance, so that 
the UK continues to recognise EU and EEA batch testing beyond 31 December 2022.  

  



     
 

Due to the technical nature of these issues, and the significant role our sector plays in 
providing life-saving medicines to patients, we strongly recommend convening a short-term 
working group between industry, the DHSC and the Cabinet Office. This will enable us to 
jointly resolve these significant issues that will otherwise risk impacting on prescription and 
over the counter medicine supply for patients in the UK.   

We hope that these proposals will assist our preparation for your meeting with Maroš Šefčovič 
on Thursday and look forward to hearing from you in due course.  

Yours sincerely,  

 

Richard Torbett, ABPI, Chief Executive  

 

 

Warwick Smith, BGMA, Director General 

 

 

Steve Bates, BIA, Chief Executive Officer  

 

 

Michelle Riddalls, PAGB, Chief Executive Officer 
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