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Culture, Tourism, Europe and External Affairs Committee 
 

7th Meeting, 2021 (Session 5), Thursday 25 February 2021 
 

EU-UK Trade and Co-operation Agreement 
 

Note by the Clerk 
 
Introduction 
 
1. The Committee has undertaken scrutiny, in recent weeks, of the impact of the 

EU-UK Trade and Co-operation Agreement (TCA) upon key sectors of the 
Scottish economy.  This week’s evidence session on the TCA is divided across 
two panels of witnesses.  Firstly, evidence from the European Parliament’s UK 
Co-ordination Group which continues to scrutinise the TCA.  Secondly, 
consideration of the impact of the TCA on key sectors of the Scottish economy 
continues with evidence from representatives of the chemicals and 
pharmaceuticals industries. 

 
Evidence session 
 
2. The Committee will take evidence from— 
 
Panel One – European Parliament UK Co-ordination Group 
 

• David McAllister MEP, Chair, European Parliament UK Co-ordination 
Group 
 

Panel Two – Chemicals / Pharmaceuticals 
 

• Dr Richard Torbett, Chief Executive, Association of the British 
Pharmaceutical Industry; and 

 
• Dr Darren Budd, Managing Director, UK and Ireland, BASF Ltd. 

 
Supporting Information 
 
3. The EU-UK TCA has been by applied by the EU under a ‘provisional application’ 

procedure and the European Parliament continues to formally scrutinise the 
agreement.  The TCA originally applied the provisional application procedure until 
the end of February.  The procedure is intended to provide a technical extension 
to allow for the completion of legal-linguistic revision of the Agreement in all 24 
EU languages and for scrutiny of the TCA by the European Parliament. 
 

4. Scrutiny of the TCA is being led, in the European Parliament, by the UK Co-
ordination Group.  Further information on the Co-ordination Group can be 
accessed at— 
https://www.europarl.europa.eu/ukcg/en/about/overview 

https://www.europarl.europa.eu/ukcg/en/about/overview
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5. The European Commission has adopted a proposal for a Council Decision 

regarding the extension of provisional application until 30 April 2021 of the EU-
UK Trade and Cooperation Agreement (TCA) and the Agreement concerning 
security procedures for exchanging and protecting classified information.  In order 
to change the end date of the provisional application procedure, a decision needs 
to be taken jointly in the EU-UK Partnership Council, which is the governance 
body established by the TCA to oversee the implementation of the agreement.  It 
is expected that the European Parliament will vote on whether to consent to the 
TCA during March 2021. 
 

6. Written submissions have been provided by the Association of the British 
Pharmaceutical Industry (ABPI) and BASF Limited which are provided at Annexe 
A to this paper. A SPICe briefing paper considering the scrutiny role of the 
European Parliament with regard to the TCA is provided at Annexe B.  Further 
SPICe briefings considering the impact of the TCA upon the chemicals and 
pharmaceutical sectors are provided at Annexe C.  Full details of the 
Committee’s scrutiny of the TCA can be accessed at— 
https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/114740.a
spx 

 
 

Stephen Herbert 
Clerk 

Culture, Tourism, Europe and External Affairs Committee 
22 February 2021 

  

https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/114740.aspx
https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/114740.aspx
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ANNEXE A 
 

Written Submission from the Association of the British Pharmaceutical 
Industry (ABPI) 

 
1.1 The ABPI exists to make all four nations of the UK the best place in the world to 
research, develop and use new medicines. We represent companies of all sizes who 
invest in discovering the medicines of the future, including vital medicines and 
vaccines to treat COVID-19.  
 
1.2 In Scotland, our members support over 15,250 jobs and exports of manufactured 
pharmaceutical products were worth over £575 million to the Scottish economy in 
2018. Overall, the industry supports a total of £2.5 billion worth of industrial output 
and is one of Scotland’s most productive sectors1.  
 
1.3 We work in partnership with Government and the NHS so patients can get new 
treatments faster and the NHS can plan how much it spends on medicines. Our 
voluntary agreement with government ensures that spending on branded medicines, 
across all four nations of the UK, can only grow by 2% per annum with anything over 
this repaid. In 2019/20 this agreement is forecast to deliver over £70m back to NHS 
Scotland2.  
 
1.4 Every day, we partner with organisations in the life sciences community and 
beyond to transform lives across the UK and ABPI Scotland provides the secretariat 
services to the Scottish Parliament Cross-Party Group on Life Sciences.  
 
1.5 The ABPI welcomes the opportunity to submit this evidence to the Scottish 
Parliament Culture, Tourism, Europe and External Affairs Committee inquiry on the 
EU-UK trade and co-operation agreement. 
 
1.6 The EU remains the UK’s closest and largest trading partner for pharmaceutical 
products. In 2019, 40.3% of UK’s pharmaceutical exports went to the EU at a value 
of £9.37bn and 80.9% of the UK’s pharmaceutical imports were from the EU.3 
 
1.7 ABPI members prepared extensively for the end of transition and this included 
stockpiling medicines, preparing alternate supply routes and duplicating 
manufacturing processes. This work, undertaken at significant expense, was 
designed to mitigate any supply issues and ensure patients across the UK continue 
to access the lifesaving medicines they rely upon.   
 
1.8 ABPI is not aware of any major disruption to medicines supply in Scotland 
following the end of the transition period. Importantly, the deal does not negatively 
impact the supply of COVID-19 vaccines from the EU to the UK.  However, given the 
significant changes in customs and border arrangements there are issues which will 
require action in both the short and long term.    
 

                                            
1 Fraser of Allander Institute Analysis, January 2021  
2 ABPI analysis of forecasted VPAS contributions to Scotland 
3 ABPI analysis of ONS UK trade in goods country-by-commodity data for 2019 (Released April 2020) 

https://strathprints.strath.ac.uk/75075/
https://www.abpi.org.uk/media-centre/news/2020/january/pharmaceutical-companies-give-nhs-scotland-1-million-a-week-to-help-fund-new-treatments/
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1.9 During the negotiation period, the pharmaceutical industry in both the UK and EU 
consistently advocated for a deal and we were pleased that one was reached in late 
December. However, despite this agreement, there are still significant challenges for 
the industry to address, and whilst we were pleased that a medicines annex was 
included, further negotiation and agreement between the UK and EU is required.  
 
2.0 The deal agreed between the UK and EU, with agreement on Good 
Manufacturing Practice inspections, a commitment to future regulatory cooperation, 
and zero tariffs on medicines and active pharmaceutical ingredients, should avoid 
friction in the trade of medicines. The deal also contains a commitment to work 
together on research through the Horizon Europe programme.  
 
2.1 However, the deal does not include a specific Mutual Recognition Agreement on 
batch testing and release and there are still immediate and outstanding issues to 
resolve under the Northern Ireland Protocol.  
 
2.2 Batch testing is the process of confirming that every batch of medicine has the 
correct composition, with Qualified Person certification and release of evidence 
which ensures it meets the correct standards for use. Currently, the MHRA maintains 
a list of countries where the UK will accept their batch testing, QP certification and 
release. This will include the EU for a limited time. However, following the failure to 
agree an MRA on batch testing in December, the EU is currently mandating batch 
testing on pharmaceutical products which move from the UK to the EU.  
 
2.3 The lack of a MRA on batch testing regulatory standards between the EU and 
the UK presents a significant future risk to the availability of medicines to UK patients 
and the attractiveness of the UK as a global life sciences hub.  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.  
 
2.4 Currently our members 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 appreciative of the UK Government’s 
championing of this issue during the EU trade negotiations and are aware that the 
EU rejected an MRA. As a result, the industry, in the absence of an MRA, is asking 
for the UK Government to ament the current UK Guidance, so that the UK continues 
to recognise EU and EEA batch testing beyond the 31st December 2022.  
 
2.5 Failure to reach an agreement or extend the UK’s acceptance of EU/EEA batch 
testing could cause issues for the sector and patients. Notwithstanding the difficulty 
in scaling up UK batch testing, future issues could include a reduction in the number 
of medicines available to UK patients, wasted company resources on duplicative 
processes that could be deployed to R&D efforts, and finally an unnecessary 
diversion of finite MHRA regulatory resources.  
 
2.6 Beyond batch testing, the industry also requires further guidance on the supply of 
medicines to Northern Ireland. Whilst industry is pleased with the pragmatic phased-
in approach to implementing the Northern Ireland protocol, there are still significant 
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uncertainties to overcome before the phase-in period ends on the 31st December 
2021.   
 
2.7 Failure to resolve issues around supply could result in patients in Northern 
Ireland receiving a narrower choice of medicines, similar to other small, self-
contained markets such as the Republic of Ireland, Cyprus or Malta.  
 
2.8 In November 2020, ABPI communicated to this committee that there were issues 
associated with the need for regulatory import requirements and the future of the 
Falsified Medicines Directive in Northern Ireland. Unfortunately, and despite the deal 
agreed in December, these issues are still outstanding and whilst the industry was 
pleased that a phase-in period for the Northern Ireland protocol was agreed and 
provided a practical stop gap. However, we support the view expressed by Michael 
Gove MP to the Vice-President of the European Commission, Maroš Šefčovič, which 
called for an extension to the current phase-in period until the 1st of January 2023 
whilst a long-term approach is developed that will ensure no barriers of any kind to 
the movement of medicines into Northern Ireland.  
 
2.9 To allow time for these discussions to take place, it would also 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.  
 
3.0 In conclusion, the ABPI is pleased that the UK and the EU agreed a deal prior to 
the end of transition as we have always insisted that this was in the best interest of 
patients. A specific medicines annex which allows the tariff-free flow of medicine, 
APIs, and clinical trials supplies is welcome. However, as industry continues work 
within the agreement, issues may arise, and we would encourage both sides to 
pursue a pragmatic and transparent approach to solving them. Specifically, industry 
requires further clarification on the working of the Northern Ireland Protocol and 
duplicative batch testing. More generally, we would encourage close regulatory co-
operation between both sides to ensure the UK continues to be an attractive location 
for the research, development and manufacture of life-saving medicines and 
vaccines. 
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Written Submission from BASF Ltd 
 
FUTURE CHEMICALS REGULATION – BASF & THE IMPACT OF BREXIT 
 
ABOUT US 
 
At BASF, we create chemistry for a sustainable future. We combine economic 
success with environmental protection and social responsibility. The approximately 
122,000 employees in the BASF Group work on contributing to the success of our 
customers in nearly all sectors and almost every country in the world. Our portfolio is 
organized into six segments: Chemicals, Materials, Industrial Solutions, Surface 
Technologies, Nutrition & Care and Agricultural Solutions. BASF generated sales of 
about €60 billion in 2019. BASF shares are traded on the stock exchanges in 
Frankfurt (BAS), London (BFA) and Zurich (BAS).  
 
As Europe’s largest chemical manufacturer, BASF imports over a million tonnes of 
chemicals annually from continental Europe into the UK, providing key chemicals 
and materials for industries including automotive, aerospace, care, pharmaceutical 
and nutrition. 
 
BASF UK contributes to export-led manufacturing growth, sustainable development, 
innovation partnerships, and employment, often in some of the UK’s more 
challenging economic regions. BASF UK generated over €1.2bn revenue in 2019, 
BASF UK plants sold €325m of product the majority of which is exported.  
 
BASF Stockport is the HQ for BASF plc. In the UK we have 7 UK manufacturing 
plants, largely unrelated to one another, but part of pan-Europe or global supply 
chains. These produce Polyurethanes (Alfreton), Industrial Chemicals (Bradford), 
Fatty acids (Callanish), Auto-catalyst recycling (Cinderford), Metal Coatings (Milton 
Keynes), Biopesticides (Littlehampton), and Rodenticides (Widnes).  
 
With approximately 700 staff in 16 locations we are a significant UK employer. There 
are 140 home workers, and 25 staff working at customer sites (automotive plants).  
 
We are a major sponsor of innovation in the UK with over 150 current partnerships. 
Around half of these are with British universities, the rest are local companies and 
research. These range from multi-level engagements with Imperial College, 
Strathclyde and Birmingham University, to one-off projects with the National Physical 
Laboratory, or commercial partnerships with entrepreneurial SMEs. We have 
ongoing dialogue and liaison with stakeholders and investors including interests 
throughout the innovation continuum from blue sky research to venture capital 
investment, scale up and commercialisation. 
 
Further information on BASF is available on the Internet at 
https://www.basf.com/gb/en.html  
 
CURRENT POLITICAL SITUATION  
 
The UK officially left the EU on January 31st, 2020. 
 

https://www.basf.com/gb/en.html
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The Prime Minister announced the TCA on Christmas eve, 2020 giving us a week to 
implement some of the changes proposed.  
 
We have previously submitted evidence on UK REACH including the approximate 
£70mn expense for BASF in the UK is in addition to previous EU REACH costs. This 
cost is to sustain current supply chains by submitting duplicate information and will 
not enhance professional, consumer or environmental safety, the primary objectives 
of chemical legislation. 
 
CONSEQUENCES OF BREXIT FOR BASF - CURRENTLY 
 
The chemical sector is the “Industry of Industries” and BASF supplies chemicals and 
systems into the UK market for applications including pharmaceutical, automotive, 
food and nutrition amongst others.  
 
Over 1200 pages of rapidly agreed text created an agreement by the deadline but 
has left plenty of uncertainties for companies on both sides of the Channel. The 
outstanding issues fall into two categories: those issues where negotiators ran out of 
time to address them fully, and those issues where future cooperation would be 
desirable such as financial services and data adequacy. For BASF, it is particularly 
unfortunate that both sides haven’t found an agreement on data sharing regarding 
chemicals, as well as many other regulatory areas relevant to BASF. 
 
One of the take-aways from the deal is that Brexit is not done. The first task for both 
sides will be to implement the UK-EU Trade and Cooperation Agreement (TCA) 
across the broad range of issues and trade covered – the agreement sets the stage 
for future rounds of negotiations and discussions between the UK and EU on a host 
of issues including a comprehensive governance structure with more than twenty 
new committees, councils and working groups in which the UK and EU will discuss 
their differences – but no chemical working group. On the issues where further 
cooperation is seen as desirable, the UK-EU TCA sets out diverse areas from 
climate change to rules on public procurement. 
 
Currently BASF is working with what has been decided to try and run its businesses 
with as little friction as possible to serve our customers, but details and practicalities 
are becoming apparent almost on a daily basis. So far, we have experienced few 
hold-ups at the EU-UK border and the customs systems are running smoothly but 
the UK-EU border has had substantial friction for our businesses. Overloading in the 
UK groupage network hubs results in delays delivering goods to our customers 
(even though the EU>UK customs processes run well). This overloading is caused 
primarily by the issue of goods not moving “normally” (pre-Brexit), caused by the 
problems around customs clearances also mentioned. 
 
• Our biopesticide business has not exported successfully from the UK during 

January. Product losses have been high and DEFRA seem unable to bottom the 
phytosanitary standard questions they were warned about over two years ago! 

• Our polyurethane business has had hauliers sleeping in their cabs for days in 
January on the UK Irish border. 
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• Hold ups at port have meant damaged and unusable monomers reaching the 
customer. 

• Loads are still being turned back because of ‘paperwork’ issues and mixed loads 
seem to flummox port officials. 

• Staff workloads linked to customs and logistics have increased massively. 
• Some in the haulage industries have increased prices substantially causing 

further disruptions. 
• Initial optimism in BASF regarding tariffs has largely disappeared as we have 

developed our understandings around rules and preferential rules of origin. 
 
We are monitoring closely the risk of queues choking ports in the coming 
weeks/months as we believe this is still possible. The areas of concern are being 
worked through with the BASF experts, but the lack of any transition period is one 
of the reasons for the practical difficulties. This has also applied to officials issuing 
guidance and support as fast as it has been developed when facts are known! 
 
A series of internal working groups have performed heroically to reduce impacts on 
our existing businesses with customer and industry communication having been 
extensive. Moving the SAP and ERP systems forward rapidly has been key in the 
short term. The momentum from our Brexit briefing workshops is being taken on into 
2021 with customer ‘thought leadership’ meetings. As BASF, we will work and 
continue to advocate for interpretations and developments that benefit our business. 
 
Going forward for BASF UK is the chance to ensure strategically that movement is in 
directions that allow additional business opportunities for us. We have already been 
part of conversations regarding investment, R&D, early product launches, trade, and 
looking at the UK as an Innovation Hub.  
 
The chance to shape the UK’s voice linked to having the 2021 chair of COP26 
(https://www.gov.uk/government/topical-events/cop26) and G7 
(https://www.gov.uk/government/news/uk-to-host-g7-summit-in-cornwall) shouldn’t 
be underestimated. 
 
KEY SUMMARY 
 
Chemical value-chains are highly integrated and the majority of chemicals entering 
or leaving the UK are from or to other European countries.  
 
To ensure market access equality across Europe, and an industry able to serve its 
customers and their value chains we need to see the existing frictions decreased 
rapidly. Only then can we look forward with some focus at what the future can be. 
  

https://www.gov.uk/government/topical-events/cop26
https://www.gov.uk/government/news/uk-to-host-g7-summit-in-cornwall
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ANNEXE B 
 

 
Ratifying the EU-UK Trade and Cooperation Agreement – the European 
Parliament’s role 
 
Context 
 
From the European Union perspective, approval of the new Trade and Cooperation 
Agreement must be given by member state governments in the Council and by the 
European Parliament.  Article 218 of the Treaty on the Functioning of the EU (TFEU) 
sets out the procedure for the EU's negotiation of international agreements with third 
countries.  It ensures that the European Parliament must give consent to any 
agreement.  This means it cannot propose amendments to a final deal but must 
agree or disagree to it. 
 
The UK Coordination Group  
 
The key group within the European Parliament tracking the future relationship 
negotiations was the UK Coordination Group (UKCG). This group was set up 
specifically for this task and its work was to liaise with the European Commission's 
Task Force for Relations with the United Kingdom and to influence the negotiations 
through resolutions. The UKCG's role is now to support the European Parliament’s 
consideration of the new Trade and Cooperation Agreement. 
 
The UKCG is chaired by the German MEP, David McAllister in his role as Chair of 
the Foreign Affairs Committee (AFET). 
 
European Parliament priorities for the new EU-UK relationship 
 
On 18 June 2020, the European Parliament adopted a resolution about the EU's 
future relationship with the United Kingdom.  The resolution, which passed by a large 
majority (527 votes in favour, 34 against and 91 abstentions), set out the 
Parliament's political views on the future relationship negotiations along with views 
on progress in implementing the Withdrawal Agreement including the Ireland and 
Northern Ireland Protocol. 
 
The resolution was based on a draft report adopted in the Foreign Affairs and 
International Trade committees (AFET and INTA) on 12 June and incorporated 
contributions from 17 of the EP's 20 committees. 
 
According to the European Parliament’s summary of the resolution— 
 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A12008E218
https://www.europarl.europa.eu/ukcg/en/home
https://oeil.secure.europarl.europa.eu/oeil/popups/summary.do?id=1622350&t=d&l=en
https://oeil.secure.europarl.europa.eu/oeil/popups/summary.do?id=1622350&t=d&l=en
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“Parliament reiterated that tangible progress must be achieved in all areas 
of negotiation and that the Union shall not accept an agreement at any 
cost, in particular not to a free trade agreement (FTA), without solid 
guarantees of a level playing field and a satisfactory fisheries agreement. It 
therefore supported the Commission in its defence of a comprehensive 
draft treaty, rather than separate agreements as proposed by the UK. 
 
Members stressed that any agreement on the new relationship between the 
EU and the UK should be coherent and tailored to the geographical 
proximity of both parties and to the high level of interconnectedness of their 
economies.” 

 
The resolution also reiterated the European Parliament’s view that the future 
relationship should align with a number of principles including— 
 

• a third country must not have the same rights and benefits and does not 
comply with the same obligations as a Member State of the EU, or a 
member of the European Free Trade Association (EFTA) or European 
Economic Area (EEA); 
 

• protection of the full integrity and proper functioning of the internal market 
and customs union, the indivisibility of the four freedoms; 
 

• the preservation of the autonomy of the EU’s decision-making; 
 

• the safeguarding of the EU legal order and the role of the CJEU as the 
ultimate body responsible for interpreting EU law in that respect; 
 

• continued adherence to democratic principles, human rights and 
fundamental freedoms; 
 

• a level playing field, including for business, ensuring high equivalent 
standards in social, labour, environmental and consumer protection, the 
fight against climate change as well as taxation, competition and State aid 
policies; 
 

• the precautionary principle, the principle that environmental damage 
should as a priority be rectified at source, and the polluter pays principle; 
 

• the safeguarding of EU agreements with third countries and international 
organisations, including the EEA Agreement, and maintaining the overall 
balance of those relationships; 
 

• the safeguarding of the financial stability of the EU and compliance with its 
regulatory and supervisory regime and standards and their application. 
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European Parliament reaction to the new EU-UK Trade and Cooperation 
Agreement 
 
As the new Trade and Cooperation Agreement was finalised just one week before 
the end of the transition period there was not sufficient time for the European 
Parliament to scrutinise and give its consent to it.  As a result, the new TCA was 
provisionally applied (pending European Parliament consent before the end of 
February 2021) and took effect on 1 January 2021. 
 
On 28 December 2020, in a meeting between the European Commission President 
Ursula von der Leyen, EU Chief Negotiator Michel Barnier and the leaders of the 
political groups in the European Parliament and President David Sassoli, 
Parliamentary leaders accepted that provisional application was appropriate on this 
occasion in the following terms— 
 

“In the spirit of unity that prevailed throughout the negotiation process, and 
given the particular, unique and specific circumstances, the Conference of 
Presidents accepts a provisional application to mitigate the disruption for 
citizens and businesses and prevent the chaos of a no-deal scenario. This 
decision on this specific provisional application neither constitutes a 
precedent nor reopens established commitments made among EU 
institutions. It should not serve as a blueprint for future consent procedures, 
underlined the political groups' leaders.” 

 
MEPs also sought to extend the time available for the Parliament to scrutinise the 
deal by extending provisional application to the end of March (this would require the 
agreement of the UK Government) to allow for a parliamentary ratification during the 
March plenary session. 
 
The Committees on Foreign Affairs and International Trade are leading the 
European Parliament’s scrutiny of the new Agreement.  On 11 January 2021, in its 
first meeting since the Agreement was reached, MEPs on the European Parliament’s 
Trade Committee welcomed the fact a cliff edge no-deal had been avoided and 
commented that the Agreement was better than had been expected.  Committee 
members also welcomed the commitments to the non-regression commitments for 
the environment, climate change and labour standards (the level playing field).  
However, the committee’s co-rapporteur for its consideration of the Agreement, 
Christophe Hansen expressed disappointment that MEPs did not have time to 
consider the Agreement before it was provisionally applied adding— 
 

“This was a strategy by the UK to get last-minute concessions, and not to 
have their parliament to have a proper say. We would have preferred a 
proper ratification”. 

 
MEPs expressed regret that the UK will not participate in the Erasmus+ program, 
and that there was the lack of a deeper agreement on financial services.  It was also 
noted that the new Agreement did not include a regime on future Geographical 
Indications to protect European products.  According to the European Parliament’s 
read-out from the meeting “the committee will now scrutinize thoroughly the 
agreement including its ‘loose ends’ instead of mere rubber-stamping”. 

https://www.europarl.europa.eu/news/en/press-room/20201228IPR94701/european-parliament-to-scrutinise-deal-on-future-eu-uk-relations
https://www.europarl.europa.eu/news/en/press-room/20201228IPR94701/european-parliament-to-scrutinise-deal-on-future-eu-uk-relations
https://www.europarl.europa.eu/news/en/press-room/20201228IPR94701/european-parliament-to-scrutinise-deal-on-future-eu-uk-relations
https://www.europarl.europa.eu/news/en/press-room/20210111IPR95307/trade-meps-promise-thorough-scrutiny-of-the-eu-uk-agreement
https://www.europarl.europa.eu/news/en/press-room/20210111IPR95307/trade-meps-promise-thorough-scrutiny-of-the-eu-uk-agreement
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On 14 January, members on the Foreign Affairs and International Trade committees 
held the first joint meeting on the new EU-UK Trade and Cooperation Agreement.  
According to the European Parliament— 
 

“MEPs welcomed the agreement as a good solution, albeit thin. A no-deal 
would have been disastrous for citizens and companies in both the EU and 
the UK, speakers emphasised. However, they stressed that parliamentary 
scrutiny of this deal must go beyond mere ratification and insisted that 
Parliament be granted full access to information and a clear role in the 
implementation and future monitoring of the agreement. 
 
In addition, members also highlighted the importance of fostering a close 
dialogue between the European Parliament and Westminster on future EU-
UK relations. 
 
They regretted that many issues – including the Erasmus programme, 
foreign policy, security and defence cooperation – were not included in the 
negotiations on the future partnership.“ 

 
The European Parliament’s process for considering the new Agreement 
 
The European Parliament’s website includes details of how the Parliament will 
consider the new EU-UK TCA— 

 
“In due course, the two committees (Foreign Affairs and International 
Trade) will vote on the consent proposal prepared by the two standing 
rapporteurs to allow for a plenary vote before the end of the provisional 
application of the agreement. 
 
In addition to the plenary vote, Parliament will also vote on an 
accompanying resolution prepared by the political groups in the UK 
Coordination Group and the Conference of Presidents.” 

 
On 4 February 2021 the Foreign Affairs and International Trade Committees held a 
meeting under the joint committee procedure. This allowed other parliamentary 
committees to present their positions on the draft EU-UK Trade and Cooperation 
Agreement.  The following day, a further joint Foreign Affairs and International Trade 
committee meeting allowed the co-rapporteurs, Kati Piri (Foreign Affairs) and 
Christophe Hansen (International Trade), to present their draft recommendation for 
consent.  On 12 February 2021, David McAllister MEP (chair of the Foreign Affairs 
Committee and of the UK Coordination Group) tweeted an update on the European 
Parliament’s consideration of the new Trade and Cooperation Agreement— 
 

https://www.europarl.europa.eu/news/en/press-room/20210111IPR95311/lead-meps-welcome-new-eu-uk-agreement-but-insist-on-scrutinising-it-thoroughly
https://www.europarl.europa.eu/news/en/press-room/20210111IPR95311/lead-meps-welcome-new-eu-uk-agreement-but-insist-on-scrutinising-it-thoroughly
https://www.europarl.europa.eu/news/en/press-room/20210111IPR95311/lead-meps-welcome-new-eu-uk-agreement-but-insist-on-scrutinising-it-thoroughly
https://www.europarl.europa.eu/committees/en/scrutiny-of-the-eu-uk-trade-and-cooperat/product-details/20210201CAN59561
https://twitter.com/davidmcallister/status/1360263560656519170?s=20


CTEEA/S5/21/7/1 

13 
 

 
 
On 17 February 2021, the UK Coordination Group met with all interested European 
Parliament committees.  David McAllister described this as— 
 

“an unprecedented level of involvement for finalising the recommendations 
on the consent and defining the content of our resolution on the Trade and 
Cooperation Agreement” 

 
Iain McIver 

SPICe Research 
22 February 2021 

  

https://twitter.com/davidmcallister/status/1361948546983936001?s=20
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ANNEXE C 
 

 
EU-UK Trade and Co-operation Agreement: Chemicals 
 
Introduction 
 
Industrially-produced chemicals form an important industry, and chemical feedstocks 
are vital to the products and conveniences of the wider economy and modern 
society. According to Scottish Enterprise, Scotland has around 240 chemicals 
companies employing roughly 11,000 people. 
 
EU membership 
 
The European Union is an important market for the chemicals sector. Almost two-
thirds (59%, worth £3.4 billion) of the ‘refined petroleum and chemical products’ 
sector’s exports from Scotland went to the EU in 2018. This sector is more reliant on 
EU exports than any other in the Scottish Government’s export statistics’ broad 
groupings. 
 
The cross-border trade in chemicals and supply-chain integration has been 
supported by the Single Market and EU-wide regulatory frameworks. When the UK 
was an EU Member State, the UK’s chemicals industry was regulated though EU 
chemicals legislation called REACH, (Registration, Evaluation, Authorisation and 
Restriction of Chemicals). Under REACH, companies who manufacture or import 
chemicals into the EU are required to register substantial information demonstrating 
how that substance can be safely used. Substances can be banned if their risks are 
unmanageable and specific uses can be banned or controlled. 
 
Future relationship negotiations and post-Brexit chemicals regulation  
 
In written evidence to the House of Commons (August 2020), BASF outlined its 
preference for the UK to remain part of the EU-REACH framework with access to the 
European Chemicals Agency (ECHA). While this was the negotiating position of the 
UK Government in 2018, BASF acknowledge the “change in political position” under 
Prime Minister Boris Johnson. The new political position emphasised regulatory 
independence and not remaining within the jurisdiction of the Court of Justice of the 
European Union (CJEU), and therefore the creation of a separate UK-REACH 
framework. The UK Government has explained that— 
 

“Although both the UK and EU will operate REACH frameworks, the two 
systems will not be linked in any way. This means that companies wishing 
to retain access to the UK market will be required to notify and submit 

https://www.scottish-enterprise.com/learning-zone/research-and-publications/components-folder/research-and-publications-listings/scotlands-chemical-sciences-facts
https://digitalpublications.parliament.scot/ResearchBriefings/Report/2020/9/14/Scotland-s-exports-2018#Executive-Summary
https://digitalpublications.parliament.scot/ResearchBriefings/Report/2020/9/14/Scotland-s-exports-2018#Executive-Summary
https://committees.parliament.uk/writtenevidence/9984/html/
https://questions-statements.parliament.uk/written-questions/detail/2020-08-28/82141
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registration data to the Health and Safety Executive within given 
submission deadlines to confirm the registrations and ensure compliance 
with UK REACH.” 

 
In 2020, chemicals businesses highlighted the costs of this change in the absence of 
a data and information sharing mechanism. For example, in evidence to the 
Committee ahead of their previous appearance, BASF outline the consequences for 
its UK business estimating the change will cost £70m in addition to previous costs 
entailed with EU REACH compliance and that the import of some products into the 
UK may become economically unviable. BASF called for— 
 

“a dynamic data and information sharing mechanism [to] be sought during 
the EU/UK Future Partnership negotiations.” 

 
Richard Carter, BASF’s UK and Ireland managing director, told the Committee (5 
November 2020) that— 
 

“I would like to hope that, as soon as there is agreement on the big 
stumbling blocks in the negotiations, both sides could then move rapidly to 
work on the chemical annex and become a lot more specific about what 
needs to be addressed in the industry. Ideally, an agreement would lead to 
mutual recognition and reduced costs—zero cost for re-registration would 
be our strong desire.” 

 
The UK Government’s objectives for the future EU-UK relationship included 
negotiating “data and information sharing mechanisms, in line with the relevant 
provisions set out in UK and EU regulation and existing third-country 
mechanisms.” 
 
The EU-UK Trade and Cooperation Agreement 
 
The EU-UK future relationship negotiations resulted in the Trade and Cooperation 
Agreement (TCA) which has been in force since 1 January 2021. This agreement 
enables tariff-free trade in goods between the two newly separate markets, and the 
agreement includes an annex on chemicals. 
 
The chemicals annex (Annex TBT-3) covers— 
 

• exchange of non-confidential information. 
• voluntary regulatory cooperation. 
• commitment to implement the UN Globally Harmonized System of 

Classification and Labelling of Chemicals as well as any scientific and 
technical guidelines issued by relevant international organisations and bodies. 

 
Commenting on the TCA overall, the UK’s Chemical Industries Association said— 
 

“We have welcomed the agreement in terms of the avoidance of tariffs and 
quotas, and what seem to be supportive rules of origin plus the commitment 
for both parties to work together in future. However, we have said publicly and 

https://www.parliament.scot/S5_European/Meeting%20Papers/20201105PublicPapers.pdf
https://www.parliament.scot/S5_European/Meeting%20Papers/20201105PublicPapers.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/868874/The_Future_Relationship_with_the_EU.pdf
https://www.cia.org.uk/Portals/0/Working%20with%20EU%20member%20states.pdf?ver=2021-01-05-085409-870
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privately that we are very concerned about there being no provision yet for UK 
regulators to automatically access the REACH data we have supplied for the 
past decade. We are continuing to work with Government, with Regulators 
and with Parliament to look at how we can best enable the sector to minimise 
the amount of inevitable duplication.” 

 
Tariffs and border procedures 
 
The TCA allows for tariff-free, quota-free trade between the UK and EU, and this has 
been welcomed by the industry. However, the TCA does not remove the need for 
significant border and customs procedures when importing or exporting goods 
across the border. 
 
BASF’s written evidence to the Committee states there has been “few hold-ups” 
when importing into the UK, with customs systems “running smoothly”. However, 
BASF refer to “substantial friction” in exporting from the UK, specifically citing the 
overloading of the “groupage network hubs” (where several companies transport 
their goods together in order to reduce costs). BASF’s evidence provides a list of 
practical impacts— 
 

• “Our biopesticide business has not exported successfully from the UK during 
January. Product losses have been high and DEFRA seem unable to bottom 
the phytosanitary standard questions they were warned about over two years 
ago! 

• Our polyurethane business has had hauliers sleeping in their cabs for days in 
January on the UK Irish border. 

• Hold ups at port have meant damaged and unusable monomers reaching the 
customer. 

• Loads are still being turned back because of ‘paperwork’ issues and mixed 
loads seem to flummox port officials. 

• Staff workloads linked to customs and logistics have increased massively. 
• Some in the haulage industries have increased prices substantially causing 

further disruptions.” 
 
BASF written evidence also says: “We are monitoring closely the risk of queues 
choking ports in the coming weeks/months as we believe this is still possible.” The 
Chemical Industries Association have commented that— 
 

“We are relieved there is an agreement on a future trading relationship with 
the European Union and I hope that the current freight and logistics 
challenges faced by chemical companies soon start to ease as businesses 
and authorities become more familiar with the new trading arrangements.” 

 
On tariffs, BASF state that— 
 

“Initial optimism in BASF regarding tariffs has largely disappeared as we have 
developed our understandings around rules and preferential rules of origin.” 

 

https://www.cia.org.uk/news/details/Britains-biggest-manufacturing-exporter-sees-some-stability-but-warns-about-the-future
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Rules of Origin determine the country of origin of a good when goods contain 
components of various provenance (for example, medicines manufactured in the UK 
using imported chemicals). The European Commission explains that, “Such rules are 
necessary to ensure that the products benefiting from the terms of the free trade 
agreement (in this case, zero tariffs, zero quotas) are either wholly obtained from or 
manufactured in the free trade area itself… or sufficiently worked or processed 
there”. 
 
Data sharing 
 
While the TCA’s chemicals annex foresees regulatory cooperation and the exchange 
of non-confidential information, there is no access for UK regulators to the EU-
REACH database. BASF’s written evidence to the Committee states— 
 

“it is particularly unfortunate that both sides haven’t found an agreement on 
data sharing regarding chemicals, as well as many other regulatory areas 
relevant to BASF.” 

 
In a parliamentary briefing in December 2020, UK charity CHEM Trust explains 
that— 
 

“According to the Chemicals Business Association, UK firms do not own the 
testing data that is required to support registrations under UK REACH. The 
majority of testing data is owned by consortia of European companies. To 
reuse the data for the UK system, companies may need to obtain permission 
from all members of the original consortia and would likely have to pay for the 
extension of rights. If this cannot be obtained, the companies may have to 
reconduct tests to establish safety information, which could involve duplicate 
animal testing. UK industry estimates it will cost £1 billion to comply with UK 
REACH, which includes the cost of re-submitting full registration dossiers 
already available under EU REACH”. 

 
The UK Government have extended the deadline for companies to provide full safety 
data to the UK regulator from two years after exit day to a staggered 2, 4 or 6 years 
from 28th October 2021, depending on tonnage band and hazard profile to “allow 
companies sufficient time to negotiate access to information where necessary and to 
form joint registrations.” 
 
In evidence to the Lords EU Environment Sub-Committee on 3 February 2021, the 
Secretary of State for Environment, Food and Rural Affairs, George Eustice MP 
provided an update on registrations under UK REACH and said— 
 

“There is a good prospect that the industry both here and in the EU, given that 
many companies are in consortia, with different companies being lead 
registrants on different products, may, when they finally sit down and look at 
it, realise that there is not much for any of them to gain by trying to hold one 
another to ransom over data that they might have.” 

 
On 10 February 2021, the Financial Times reported on a letter from industry leaders 
calling on the UK Government to adopt “a more proportionate, effective and efficient” 

https://digitalpublications.parliament.scot/ResearchBriefings/Report/2019/7/26/Anatomy-of-modern-Free-Trade-Agreements#Rules-of-origin--RoO-
https://ec.europa.eu/commission/presscorner/detail/en/qanda_20_2532
https://twitter.com/StefaanDeRynck/status/1342518016630792192
https://twitter.com/StefaanDeRynck/status/1342518016630792192
https://twitter.com/StefaanDeRynck/status/1342518016630792192
https://chemtrust.org/wp-content/uploads/The-REACH-etc.-Amendment-etc.-EU-Exit-Regulations-2020-CHEM-Trust.pdf
https://chemtrust.org/wp-content/uploads/The-REACH-etc.-Amendment-etc.-EU-Exit-Regulations-2020-CHEM-Trust.pdf
https://www.gov.uk/guidance/how-to-comply-with-reach-chemical-regulations#tonnage-band-deadlines
https://www.gov.uk/guidance/how-to-comply-with-reach-chemical-regulations#tonnage-band-deadlines
https://committees.parliament.uk/oralevidence/1684/pdf/
https://twitter.com/pmdfoster/status/1359559133196931072
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UK REACH model to avoid the costs of duplicate registration. However, this has 
been characterised as deregulation by CHEM Trust— 
 

“The letter reportedly proposes that the Government should deregulate GB 
REACH, the regulatory system that the UK government has put in place for 
England, Wales and Scotland post-Brexit (Northern Ireland remains in EU 
REACH). The deregulation would remove the obligation for industry to submit 
detailed safety data and instead create a weaker and slower system where 
industry would only provide data for substances the regulator has prioritised.” 

 
Regulatory cooperation 
 
While the UK Government has emphasised the independence of its new UK-REACH 
chemicals regime, the TCA includes clauses on non-regression from the UK and 
EU’s current levels of “prevention, reduction and elimination of risks to human health 
or the environment arising from the production, use, release or disposal of chemical 
substances”. TCA’s chemicals annex states also that— 
 

“The Parties recognise that voluntary cooperation on chemicals regulation can 
facilitate trade in ways that benefit consumers, businesses and the 
environment and that contribute to enhancing the protection of human and 
animal health.” 

 
The Chemicals Industry Association has emphasised its desire for maintaining 
regulatory alignment with the EU— 
 

“As one of the most highly regulated sectors, our industry’s regulatory 
framework needs to be in close step with that of our key export markets to 
enable continued and increasing access.  Should standards drop - or should 
there continue to be an approach that does not recognise or efficiently link to 
the legal standards we met while in the EU, then prohibitive costs will mean 
investment in the UK will fall, undoing much of our strong performance to 
date.” 

 
However, the European Chemical Industry Council’s (Cefic) Director General Marco 
Mensink points to the EU’s new chemicals strategy as having the potential to drive 
regulatory divergence— 
 

“As the EU rolls out the Chemical Strategy for Sustainability, the UK will have 
to decide if it follows these new legal developments in the EU from the first 
day the new trade deal is in place. It is likely the two regulatory regimes will 
differentiate from the start, which is a concern to all of us." 

 
Iain Thom 

SPICe Research 
22 February 2021  

https://chemtrust.org/deregulation-brexit-chemicals-swiss/
https://questions-statements.parliament.uk/written-questions/detail/2020-08-28/82141
https://questions-statements.parliament.uk/written-questions/detail/2020-08-28/82141
https://spice-spotlight.scot/2021/02/11/what-does-the-uk-eu-deal-mean-for-environmental-standards-in-scotland/
https://www.cia.org.uk/news/details/Britains-biggest-manufacturing-exporter-sees-some-stability-but-warns-about-the-future
https://ec.europa.eu/environment/strategy/chemicals-strategy_en
https://www.euractiv.com/section/energy-environment/news/uk-chemicals-industry-faces-1-billion-bill-to-build-post-brexit-database/
https://www.euractiv.com/section/energy-environment/news/uk-chemicals-industry-faces-1-billion-bill-to-build-post-brexit-database/
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EU-UK Trade and Co-operation Agreement: Pharmaceuticals 
 
Introduction 
 
The pharmaceutical industry develops and manufactures medicines. According to 
the Association of the British Pharmaceutical Industry (ABPI), researching, making 
and distributing medicines supports Scottish GVA worth £1.8 billion and directly 
employs 5,600 full-time-equivalent jobs in Scotland. 
 
Brexit and the end of transition 
 
As highlighted by the manufacture and supply of COVID-19 vaccines, the 
pharmaceutical industry is part of a heavily integrated EU supply chain. This 
integration has been supported by the UK’s previous membership of the EU Single 
Market and EU-wide frameworks for the regulation of medicines and medical 
technologies. 
 
Leaving the EU has required the industry to make changes. From the end of the 
transition period on 1 January 2021, new rules have been in place. For example, 
guidance on these new rules from the UK’s Medicines and Healthcare products 
Regulatory Agency (MHRA) covers multiple licensing issues, importing and exporting 
rules, regulations for medical devices, clinical trials, pharmacovigilance procedures 
and use of new IT systems. 
 
On 5 November 2020, the chief executive of the ABPI, Dr Richard Torbett, described 
to the Committee the actions the industry and UK Government had taken to mitigate 
short-term supply risks from disruption at the UK border from 1 January 2021— 
 

“The first priority for us is to make sure that we can continue to supply 
medicines to patients everywhere in the UK. As was said in the previous 
evidence session, we expect disruption, and we have expected that for some 
time, particularly in relation to supply routes into the UK and particularly at the 
short straits between Dover and Calais. 
 
Medicines are very heavily traded. Every month, 45 million packs of 
medicines leave the UK for the European Union, and 37 million packs come 
the other way. Before 2016, those primarily went through the Dover short 
straits. In order to mitigate the risk of supply disruption, which we heard about 
in the first evidence session, the Government has worked with us to develop a 
multi-layered approach to manage that risk. That includes a combination of 
diversifying away from the short straits and using other supply routes; working 
on trader readiness to make sure that our businesses get the paperwork that 

https://www.abpi.org.uk/who-we-are/abpi-scotland/
https://www.abpi.org.uk/who-we-are/abpi-scotland/
https://www.gov.uk/government/collections/new-guidance-and-information-for-industry-from-the-mhra
https://www.gov.uk/government/collections/new-guidance-and-information-for-industry-from-the-mhra
http://www.parliament.scot/parliamentarybusiness/report.aspx?r=12925&i=116823
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they need as quickly as possible and understand all the rules relating to the 
border operating model; and stockpiling medicines where that is feasible. 
Through various tactics, we are doing everything that we possibly can to 
minimise the risk of disruption, but not everything is within our control, of 
course. 

 
In its written evidence to the Committee the ABPI states that it is— 
 

“not aware of any major disruption to medicines supply in Scotland following 
the end of the transition period.” 

 
Shaping the future EU-UK relationship 
 
During the negotiations on the EU-UK relationship, the ABPI worked to influence the 
outcomes stating, “our priority is a future trading relationship with the EU based on 
cooperation”. Its ‘asks’ for the negotiations mainly related to market access, 
regulatory cooperation and access to skilled labour and scientific collaboration. 
During the Committee’s meeting on 5 November 2020, Dr Torbett outlined ABPI’s 
calls for— 
 

• A comprehensive free trade agreement with the European Union including 
zero tariffs on the components of medicines production and research and 
simplified Rules of Origin. 

• A Mutual Recognition Agreement on Good Manufacturing Practice (GMP) - 
mutual recognition of GMP between different jurisdictions avoids the need for 
duplicate inspections at manufacturing sites. 

• A Mutual Recognition Agreement on batch testing - mutual recognition of 
batch testing would allow the EU and UK to waive quality control testing of 
products on entry into their territories. 

• Access to and mobility of skilled labour. 
• Clarity on how the Northern Ireland protocol will be interpreted for medicines, 

along with a phase in period of at least 12 months. 
 
On patient safety issues, the ABPI called for ongoing regulatory cooperation, 
including input and access to patient safety databases, such as the European 
Medicines Verification System, Eudravigilance and collaboration through established 
EU-3rd country regulatory authority clusters. 
 
The EU-UK Trade and Cooperation Agreement 
 
The UK Government’s objectives for the future relationship negotiations reflected 
many of the pharmaceutical industry’s stated interests— 
 

Annex on medicinal products – This annex should facilitate trade in medicinal 
products and support high levels of patient safety. It should provide for mutual 
recognition of certificates of Good Manufacturing Practice (GMP) compliance 
issued by the regulatory authority of either party, as well as acceptance of 
batch testing certificates issued by a manufacturer based in either party, in 

https://www.abpi.org.uk/medicine-discovery/uk-and-eu-future-relationship/what-do-we-think-the-future-eu-uk-relationship-should-look-like/
http://www.parliament.scot/parliamentarybusiness/report.aspx?r=12925&i=116823
https://www.abpi.org.uk/medicine-discovery/uk-and-eu-future-relationship/what-do-we-think-the-future-eu-uk-relationship-should-look-like/
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/868874/The_Future_Relationship_with_the_EU.pdf
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line with provisions in CETA. It should include commitments to cooperate on 
pharmacovigilance and to develop a comprehensive confidentiality agreement 
between regulators, in line with agreements between the European Medicines 
Agency and Swiss, US and Canadian authorities. This should facilitate 
information sharing and enable regulators to act promptly to safeguard patient 
safety and public health, such as by responding to urgent adverse drug 
reactions. To further promote public health, this annex could also cover 
procedures relating to vaccines and other biological medicinal products, and 
clinical trials. 

 
The negotiations resulted in the EU-UK Trade and Cooperation Agreement (TCA) 
which has been in force since 1 January 2021. This agreement enables tariff-free 
trade in goods between the two newly separate markets, and the agreement 
includes an annex on medicinal products (Annex TBT-2). 
 
This pharmaceutical annex— 
 

• enables the mutual recognition of GMP, but not batch testing. 
• supports basic regulatory coordination between the EU and UK, for 

example consultation on regulatory changes and joint-working on 
internationally-agreed guidelines. 

• establishes a Working Group on Medicinal Products to assist with the 
implementation and functioning of the annex. 

 
In evidence to the Lords EU Environment Sub-Committee (27 January 2021), Dr 
Torbett welcomed the “tariff-free flow of trade in medicines and active 
pharmaceutical ingredients” enabled by the TCA. He then outlined the ABPI’s view of 
the annex on medicinal products— 
 

“The mutual recognition of good manufacturing practice has been agreed. A 
huge benefit of that is that the inspections that have to be undertaken to 
ensure those good manufacturing practices will be mutually recognised on 
both sides, so we will not see duplicative inspections of sites. We have seen a 
commitment to regulatory co-operation in future, which is a very good signal. 
We do not know exactly what it will look like yet, but the principle is very 
welcome. 

 
You mentioned batch testing, which is a big source of concern. Every batch of 
every medicine and every vaccine has to be tested, which means that a 
certain number of doses are taken out of the supply chain and put through 
laboratory processes of various sorts to test purity, toxicity, et cetera. It is a 
costly and difficult process; it takes time and resource, and it takes chemicals. 
If you think about the scale of that, we have 12,000 types of medicines going 
to the NHS, and we have multiple batches per year for each of those 12,000. 

 
We very much wanted mutual recognition at the start of the process. I have to 
put on record that we have really appreciated the support of both officials and 
UK Ministers. I think they understood the needs of the industry in the debate. 
However, it is unfortunate that we do not have mutual recognition of batch 

https://committees.parliament.uk/oralevidence/1599/html/
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testing, and we are now left with a two-year period when the UK has agreed 
unilaterally to recognise any batch testing coming in from the EU, but after 
that the implication is that we would have to duplicate all those processes. 
That is a big source of concern for us. We would very strongly urge the 
Government to reconsider that position. It would lead to a huge amount of 
cost, complexity and, ultimately, delay in the supply chain, which nobody 
wants. It is of no benefit, it is entirely duplicative, and those resources could 
otherwise be spent in other areas. 

 
Mutual recognition 
 
As referred to by Dr Torbett in the quote above, the UK Government has announced 
it will continue to accept batch testing conducted in EU/EEA countries until 1 January 
2023. However, there is no reciprocal arrangement for UK exports – this means that 
each batch of finished product must be certified by a Qualified Person in the EU/EEA 
before being placed on the market. The UK Bioindustry Association states that— 
 

“Companies have prepared for this by ensuring that all batch testing can take 
place in the EU, but there are concerns about the capacity for this.” 

 
In its written evidence to the Committee the ABPI states— 
 

“Failure to reach an agreement or extend the UK’s acceptance of EU/EEA 
batch testing could cause issues for the sector and patients. Notwithstanding 
the difficulty in scaling up UK batch testing, future issues could include a 
reduction in the number of medicines available to UK patients, wasted 
company resources on duplicative processes that could be deployed to R&D 
efforts, and finally an unnecessary diversion of finite MHRA regulatory 
resources.” 

 
The UK Government’s Minister for Health, Edward Argar MP, commented in 
evidence to the Lords EU Environment Sub-Committee— 
 

“We did not get the mutual recognition agreement clause that we wanted 
around batch testing. I will be honest: we pushed it, but the EU was not keen. 
That is in the nature of negotiations. I know industry has asked that we look at 
a further discussion with the Commission when the dust has settled, when we 
have implemented the Agreement, either on whether that could be revisited or 
on unilateral actions. Of course, we continue to reflect on that, and we talk to 
industry about it, but I do not think in the short term that it would be an 
achievable prospect, given where we have just got to and what we are doing 
at the moment.” 

 
The EU currently has seven Mutual Recognition Agreements on human and 
veterinary medicines. However, UK in a Changing Europe fellow, Professor 
Catherine Barnard and Dr Emilija Leinarte point to problems with the operation of 
pharmaceutical MRAs, and discuss what this means for a UK-EU trade deal— 
 

“The EU has concluded a number of ‘traditional’ MRAs of conformity 
assessment, including those with Australia, Canada, Japan, New Zealand 

https://www.npa.co.uk/wp-content/uploads/2020/12/BrexitTransitionFAQ_21_12_20.pdf
https://www.npa.co.uk/wp-content/uploads/2020/12/BrexitTransitionFAQ_21_12_20.pdf
https://www.bioindustry.org/news-listing/uk-eu-trade-and-cooperation-agreement-medicines-regulation.html
https://committees.parliament.uk/oralevidence/1600/html/
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
https://ukandeu.ac.uk/explainers/mutual-recognition-agreements-mras-all-you-need-to-know/
https://ukandeu.ac.uk/explainers/mutual-recognition-agreements-mras-all-you-need-to-know/
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and the US. While some of the sectoral annexes have been working well 
(e.g. telecommunications) others have proved less successful (e.g. MRAs 
in electrical safety, medical devices, pharmaceutical GMP, recreational 
craft are in most cases not operational).”  [emphasis added] 

 
Regulatory cooperation 
 
In March 2020, the Secretary of State for Health and Social Care, Matt Hancock MP, 
described the first aim of the Medicines and Medical Devices Bill 2019-20 as to allow 
for divergence “from EU rules and regulations in future, moving at a faster pace, if 
that is what we choose to do as an independent, self-governing nation”. On 
regulatory coordination, Dr Torbett told the Lords EU Environment Sub-Committee 
(27 January 2021)— 
 

“On the regulatory side of things, the UK and the EU are starting from a very 
close place. There is a fine line to tread on where we go from here. There are 
clearly very healthy ambitions for the MHRA to compete and be as attractive 
as possible for the UK. The trick will be whether we can pull that off in a way 
that keeps to international standards and leads to other regulators following 
us. If we diverge for the sake of it and go it completely alone, that will not be 
helpful. We want constructive competition that enhances collaboration, not 
destructive competition.” 

 
In the following session of the Lords EU Environment Sub-Committee on 27 January 
2021, an official from the Department for Health and Social Care said— 
 

“Clearly, this deal is a really good platform [for co-operation with the EU]. We 
have the working group, for example, to talk about regulatory co-operation. 
There are very scientific areas such as pharmacovigilance, for example, and 
patient safety. We can see in the context of COVID how important the EMA-
MHRA relationship is and will be going forward. Obviously, the working group 
is not set up yet. We can of course share more details with the committee 
when it is. The principle in all this… is of course that we need to co-operate 
going forward with the EU and other global partners.” 

 
The Working Group on Medicinal Products is part of the wider institutional framework 
for implementing and governing the TCA. 
 
Mobility 
 
During the Lords EU Environment Sub-Committee meeting on 27 January 2021, a 
representative from Cancer Research UK addressed the mobility of researchers to 
collaborate, saying— 
 

“The Agreement provides for a 90-day visa-free waiver, including for research 
purposes. That is good because it will support short-term collaborations on 
clinical trials, for example. However, many researchers who come to the UK 
are originally from the EU and, now that they will have to go through an 
immigration system that is relatively costly in comparison with other countries, 
we are concerned about perception of the UK as a destination for international 

https://hansard.parliament.uk/commons/2020-03-02/debates/FF798F53-ED6D-4AE5-B33A-780FBF45C151/MedicinesAndMedicalDevicesBill
https://committees.parliament.uk/oralevidence/1599/html/
https://committees.parliament.uk/oralevidence/1600/html/
https://committees.parliament.uk/oralevidence/1600/html/
https://digitalpublications.parliament.scot/ResearchBriefings/Report/2021/2/2/da17b303-16b3-4939-bfae-36c83adec64c#9f6a82d7-fbcb-44a9-9298-8bce494ba36c.dita
https://digitalpublications.parliament.scot/ResearchBriefings/Report/2021/2/2/da17b303-16b3-4939-bfae-36c83adec64c#9f6a82d7-fbcb-44a9-9298-8bce494ba36c.dita
https://committees.parliament.uk/oralevidence/1599/html/
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talent. That will also be high on the agenda of our research community in the 
coming months.” 

 
Rules of Origin 
 
Rules of Origin determine the country of origin of a good when goods contain 
components of various provenance (for example, medicines manufactured in the UK 
using imported chemicals). The European Commission explains that— 
 

“Such rules are necessary to ensure that the products benefiting from the 
terms of the free trade agreement (in this case, zero tarifs, zero quotas) are 
either wholly obtained from or manufactured in the free trade area itself… or 
sufficiently worked or processed there”. 

 
On Rules of Origin, Dr Torbett told the Lords EU Environment Sub-Committee— 
 

“…you asked a question on rules of origin. It is very complicated. We have 
had the Agreement for just over a month and we do not yet know. To 
understand the implications of the rules of origin, they have to be worked 
through on a product-by-product basis across many thousands of different 
products and SKUs. As we go forward, companies are learning about it, and I 
would be very happy to come back to the committee on it later. Essentially, it 
is good that we have a rules of origin framework that we think will work, but it 
will take time to prove that is true.” 

 
Iain Thom 

SPICe Research 
22 February 2021 

 
 

https://digitalpublications.parliament.scot/ResearchBriefings/Report/2019/7/26/Anatomy-of-modern-Free-Trade-Agreements#Rules-of-origin--RoO-
https://ec.europa.eu/commission/presscorner/detail/en/qanda_20_2532
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