Teva UK Limited – Supplementary written evidence  
Teva UK Limited follow up written submission to the House of Lords European Affairs Sub-Committee on the Protocol on Ireland/Northern Ireland

1. About Teva

1.1. Teva is one of the top ten largest pharmaceutical companies in the world, and the leading supplier by volume of prescription medicines to the NHS. We estimate that we supply about one in six of all prescription medicines dispensed in the UK. We employ over 1,500 people in the UK across several locations, focusing on research and development and the manufacturing, production, packaging, and marketing of medicines and devices used in the UK and across the world. These products make an important contribution to the health and wealth of the UK, with generic medicines in particular bringing an estimated £13 billion of savings for the NHS medicines bill every year.[endnoteRef:2] [2:  BGMA (2021). ‘About us’. Available: https://www.britishgenerics.co.uk/about-us/our-members.html [Accessed: June 2021] ] 



2. About Teva in Northern Ireland

2.1. Teva UK Limited is a major supplier to Northern Ireland of speciality, generic and over-the-counter (OTC) medicines. We currently supply 617 stock keeping units (SKUs) to Northern Ireland. Our equivalent portfolio in the Republic of Ireland is 310 SKUs and, due mainly to licensing differences, the direct overlap between the two countries is only 77 SKUs.
2.2. In 2020, approximately four million packs were sold by Teva directly to Northern Ireland, which represents less than two per cent of our total UK volume. All of our UK portfolio is available to patients in Northern Ireland, and Teva UK make daily deliveries into Northern Ireland via a dedicated transport provider. 
2.3. At present, we supply Northern Ireland and the Republic of Ireland separately. Product for Northern Ireland is held at our distribution centre in Castleford, West Yorkshire, and sold to wholesalers in Northern Ireland; direct to retailer customers in Northern Ireland; or to a wholesaler in GB who sells onwards to Northern Ireland. We supply the Republic of Ireland via a pre-wholesale facility in Dublin, who ship product on our behalf to wholesalers or customers in Ireland.
2.4. Due to current licensing differences, the amount of product flowing between Ireland and Northern Ireland is negligible.


3. Summary: key points  

3.1. The Northern Ireland Protocol (NIP) has created significant unintended consequences for companies supplying medicines to patients in Northern Ireland. The ongoing uncertain regulatory position of Northern Ireland has implications for the supply of, and patient access to, both existing medicines and new treatments yet to be launched. 
3.2. Since our last written submission (June 2021), the Government unilaterally and indefinitely extended the Brexit grace period, which had been due to end on 1 January 2022. This was helpful in that it has enabled us to “pause” our plans to discontinue some products from the Northern Ireland market; something we were extremely keen to avoid owing to the impact on patients. However, it was not clear at the time this announcement was made whether the UK’s position was sustainable and would be accepted by the EU over the longer term. In addition, in its July Command Paper, the Government argued that “the simplest way forward may be to remove all medicines from the scope of the protocol entirely”.
3.3. We have been asked on several occasions by government interlocutors if we agree that medicines should be removed from the scope of the NIP. Our view is that if the UK government chose to do so unilaterally against the wishes of the EU Commission, this would be unhelpful in that the response from the Commission could be expected to be strong and potentially punitive, affecting our ability to operate effectively beyond the scope of supplying medicines to Northern Ireland. However if the effect of withdrawal of medicines from the Protocol was achieved by agreement between the UK and EU, it would facilitate the continuation of a single Marketing Authorisation (MA) which would greatly simplify the process of supplying Northern Ireland, subject to the caveat outlined at 3.5.
3.4. The EU has now (13 October 2021) set out how it proposes to change some of its laws to help maintain GB-to-Northern Ireland medicines exports. Should these proposals be enacted, we believe it should mean that, for our current products, we will be able to continue to supply UK SKUs to Northern Ireland. The amendments are proposed to be valid permanently (or as long as the Protocol is in place) for Northern Ireland, but the Commission has also stated that it is “mindful of the need to provide business with the necessary predictability and legal certainty, pending the completion of the procedures necessary for implementing the envisaged solutions… in view of the fact the grace period provided for in the Commission Notice of 25 January 2021 expires at the end of this year”.
3.5. [bookmark: _Ref85105161]However with regard to new medicines, the difficulty that would remain despite the amendments is if the European Commission continues to require the use of the decentralised procedure (DCP) route for new licence applications for Northern Ireland, if the same file is also submitted elsewhere in the EU. The Commission Non-Paper on medicines does not put forward a solution but outlines that it “stands ready to continue discussing with the UK and stakeholders how to ensure in practice that the UK national authorisation procedures for Great Britain (governed by UK domestic law) and for Northern Ireland (governed by EU law) are operated and coordinated in such a way as to ensure the continued use of a single medicine pack and a single leaflet for patient information for the whole UK market.” In practice, this means that it would not be possible to submit UK-wide national licence applications. Instead, we would have to submit national market authorisation applications for GB and include Northern Ireland in the DCPs. This would have significant impact on fees and resources and, in many cases, it could mean that it may not be viable to apply for a separate Northern Irish licence; therefore there is a risk that new products would not be necessarily be made available there. As a result, in the longer term, patients in Northern Ireland may not have full access to new, more innovative products and treatments (more information provided in section 5.).
3.6. We understand the EU and UK will be holding intensive talks to discuss the proposals being raised on both sides with regards to the future working of the NIP, including around the supply of medicines to Northern Ireland. We welcome this and hope to receive absolute clarity as soon as possible that there will continue to be fair and equal access to both existing and new treatments for Northern Irish patients. 


4. The impact of the NIP on supply of existing medicines to Northern Irish patients 

4.1. Teva welcomed the news that the Government has unilaterally and indefinitely extended the Brexit grace period, which had been due to end on 1 January 2022. This has been helpful in that it has enabled us to “pause” our plans to withdraw some products from the Northern Ireland market; something we are extremely keen to avoid owing to the impact on patients. We also noted that in its July Command Paper, the Government argued that “the simplest way forward may be to remove all medicines from the scope of the protocol entirely”.
4.2. In July 2021, we wrote, with much regret, to inform the Secretary of State for Health and Social Care, about our plans to discontinue some medical products in Northern Ireland. Our letter set out our commitment that for any product where we were currently the exclusive or main supplier, we would not discontinue; and the same would apply for products where changing from one brand or maker to another would create patient safety concerns. We also explained that we did not intend to discontinue products beyond these categories that are commercially sustainable, even with the additional costs caused by the Protocol in its current form. Lastly, we also did not intend to discontinue where we might be able to take advantage of a Shared Authorisation for Ireland and Northern Ireland. 
4.3. This left 289 products that we told the Secretary of State that we would have to prepare to discontinue in Northern Ireland next year. In each case other suppliers would be available; and we were not aware of any patient safety concerns around discontinuing these particular medicines. This number represents a significant proportion of our total number of Marketing Authorisations for products that we currently offer in Northern Ireland. To give a typical example, we currently supply a generic medicine that is used to treat depression, migraine and to help manage pain. In 2020, we supplied about 120,000 packs to Northern Ireland and the Gross Margin received was less than £5,000, which is not viable against the expected additional regulatory cost burden alone as outlined at section 5.5. Other generic medicines we supply with similar dynamics include some used in critical care, including adjuncts to cancer treatments. 
4.4. We took this difficult decision as the then-requirement to treat Northern Ireland as part of the EU meant that, from 1 January next year, there would effectively be no such thing as the UK for medicines regulatory purposes. Instead, the Medicines and Healthcare products Regulatory Agency (MHRA) would issue marketing authorisations for medicines that have competence only in Great Britain; while marketing authorisations for Northern Ireland would effectively need to be either stand-alone or use Republic of Ireland licences. In practice, neither of these pathways would be completely effective.
4.5. We have not been the only ones to have to consider making such difficult decisions. As the Chief Executive of the BGMA, the body representing generic manufacturers, set out in an interview on the BBC Radio 4 Today programme on 15 September 2021, across our sector 910 medicines had already been discontinued in Northern Ireland, while manufacturers had “formally begun the withdrawal process” for over 2,400 drugs in total.
4.6. Creating and maintaining a Marketing Authorisation requires the same regulatory and cost burden no matter what its scope: so to create a Northern Ireland licence alongside a GB MA would simply double our regulatory costs to serve a population of less than three per cent of the UK. For manufacturers selling a small product range at high prices, like some branded pharmaceutical products, this burden is unwelcome but tolerable. For companies such as us with a very wide portfolio, with many products sold at very low prices as part of the UK’s competitive pricing regime for generic medicines, it presents significant challenges (see the costs outlined in paragraph 5.5). 
4.7. Whilst the UK Government’s action alleviated these problems in the short term and we have been able to pause any actions, it was not clear at that time if the UK’s position is sustainable and will be accepted by the EU over the longer term. 
4.8. The EU has now (13 October 2021) set out how it proposes to change some of its laws to help maintain GB-to-Northern Ireland medicines exports. We are hopeful that these planned amendments would mean that that for most of our current products, we will be able to supply UK SKUs to Northern Ireland. The amendments, which would come with conditions, include:
· The licence holder will be allowed to have a UK/GB address
· The location of the Qualified Person responsible for Pharmacovigilance and Pharmacovigilance System Master File is allowed to be GB/UK
· Batch testing and release can be done UK/GB
· No additional batch testing or importation requirements when products are supplied from GB to Northern Ireland, if tested in EU or GB 
4.9. The amendments are proposed to be valid permanently (or as long as the Protocol is in place) for Northern Ireland, but the Commission has also stated that it is “mindful of the need to provide business with the necessary predictability and legal certainty, pending the completion of the procedures necessary for implementing the envisaged solutions… in view of the fact the grace period provided for in the Commission Notice of 25 January 2021 expires at the end of this year”. We understand the EU and UK will be holding intensive talks to discuss the proposals being raised on both sides with regards to the future working of the NIP, including around the supply of medicines to Northern Ireland. We welcome this and hope to receive absolute clarity as soon as possible that there will continue to be fair and equal access to existing treatments for Northern Irish patients. 


5. The impact of the NIP on supply of new medicines to Northern Irish patients 

5.1 With regards to new medicines, the difficulty that would remain despite the amendments, is if the European Commission continues to require the use of the decentralised procedure (DCP) route for new licence applications for Northern Ireland, if the same file is also submitted elsewhere in the EU. The Commission Non-Paper on medicines does not put forward a solution but outlines that it “stands ready to continue discussing with the UK and stakeholders how to ensure in practice that the UK national authorisation procedures for Great Britain (governed by UK domestic law) and for Northern Ireland (governed by EU law) are operated and coordinated in such a way as to ensure the continued use of a single medicine pack and a single leaflet for patient information for the whole UK market.”
5.2 The DCP is the procedure for authorising medicines in more than one European Union Member State in parallel; it results in a mutually recognised product. This means that it would not be possible to submit UK-wide national licence applications. Instead, Teva would have to submit national market authorisation applications for GB and include Northern Ireland in European DCP applications. This would mean the GB market authorisation being assessed by the MHRA whilst the Northern Ireland authorisation would need to be granted on the consensus of all the other EU countries involved in the same assessment procedure. 
5.3 In addition, if the Northern Ireland product is licensed under DCP, there is a risk that if there any differences at all between the Northern Ireland and GB licences (such as a minor variation in the patient leaflet or safety advice) then we would have to create two separate SKUs; the volume of sales in Northern Ireland would not make this viable. 
5.4 The requirement to use the DCP route would therefore have a significant impact on fees and resources and, in many cases, it could make it unsustainable to apply for separate Northern Irish licences; therefore many new products could be unavailable there. 
5.5 [bookmark: _Ref84951605]This is particularly the case for most generic products where, in general, margins are low. The fees for a generic application in Northern Ireland would be approximately £17,330 (first strength) and £6,350 for each subsequent strength. So for a product with three strengths, the initial fees will be in the region of £30,000. In addition, routine maintenance and annual fees will also be required between £2,428 and £9,710 for the first strength. Unless we can have one MA which covers both GB and NI, it may not be commercially viable to submit a separate applications for Northern Ireland via the DCP route.
5.6 As a result, in the longer term patients in Northern Ireland may not have equal access to new, more innovative products and treatments. This could be the case not only for us but other companies within our sector. 
5.7 We firmly believe that patients in Northern Ireland should not be placed at disadvantage with regards to access to new medicines. Whilst we very much welcome efforts being made on both sides regarding how to make the Protocol workable, we continue to be concerned that patients will be impacted in the near future unless a solution is found that supports access to new treatments. 
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