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Opening Statement: 

Chairperson and Senators,  

Thank you for your invitation to speak before the Committee today. My name is David Delaney, the co-
founder and current Chairperson of Medicines for Ireland and Head of Policy & Market Access in Europe, 
Northern & Western Cluster for Viatris. 

I am joined by the Vice-Chairperson of Medicines for Ireland Padraic O’Brien. Padraic is Head of 
Commercial in Ireland with Accord Healthcare.   

Medicines for Ireland (MFI), the Irish pharmaceutical trade association are the supplier of the majority of 
medicines in Ireland to the HSE and patients directly. In the period running up to the UK withdrawal from 
the EU, Medicines for Ireland were in constant and constructive dialogue with the Department of Health, 
HSE and HPRA as the medicines regulator in Ireland, to ensure that changes coming in because of Brexit 
did not impact on patient supply of medicines and medical devices. This collaborative approach was 
essential and provides a model for future engagement, however there are outstanding issues which we will 
go into detail throughout the course of our discussion.  

Medicines for Ireland (MFI) are very pleased to be invited to engage with your Committee today. The UK 
withdrawal from the EU is having an unprecedented impact across multiple sectors. The work of this 
Committee has been invaluable in bringing to light the need for necessary action by Government to help 
affected sectors adapt and prevail post Brexit.  You have also facilitated business representatives to deliver 
insight and recommendations on how best to work through these difficulties. We have observed the great 
work of this Committee and have noted similar problems facing other sectors with respect to new trading 
requirements and additional costs associated with regulatory and customs changes.  

Earlier this year MFI published a report entitled ‘Brexit Impact on Imports and Exports of medicines and 
medical devices in Ireland’. It is based on the findings of a survey completed by our members at the end of 
Q1 2021, which highlights the direct impact that Brexit has had on imports and exports of medicines and 
medical devices in Ireland.  

According to the findings of this report, 90% of respondents had experienced delays in importing and 
exporting since 1st of January this year, and all companies who took part envisage increased pressure on 
the supply chain, including increased cost associated with transportation and regulatory compliance. The 
full report can be found in Appendix 1.  

Thankfully, despite these challenges there has been no major disruption to the supply of medicines in Ireland 
so far. However, many MFI members are concerned that the temporary nature of some of the current 
measures employed by the Government need to be addressed, as they are not sustainable moving forward 
and they threaten to undermine our ability to supply medicines to those who need them the most.  
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Disruption to the supply of medicines to Northern Ireland  

The practical implementation of the Brexit Withdrawal Agreement and Protocol on Ireland and Northern 

Ireland is causing significant challenges for the pharmaceutical industry with potential severe impact on 

patients’ access to generic medicines in Northern Ireland and beyond. 

Medicines for Europe (MFE) our sister organisation recently wrote to the EU Commission requesting a 
derogation in the implementation of the Protocol on Ireland and Northern Ireland concerning the location of 
Marketing Authorisation Holder. The full text of this letter is contained in Appendix 2 

The main issue of concern is the interpretation of a directive in the Northern Ireland Protocol which states 

the Marketing Authorisation Holder (MAH) for any pharmaceutical product placed on the market In 

Northern Ireland shall be established in the EU, EEA or in Northern Ireland but may not be established in 

Great Britain.  

This issue was raised by the British Generic Manufacturers Association in July. They released a statement 
saying “after months of asking for a stable agreement between the Government and EU, our companies 
have been forced to put on notice over 2,000 medicines for withdrawal from Northern Ireland. These steps 
have been taken with the utmost reluctance, but our members are being forced into an impossible position. 
We need all parties to set aside the politics of Brexit and put patients first.” 

This will be a significant impediment to companies in Great Britain importing to Northern Ireland.  Because 

it is such a small market companies may decide not to proceed with a change in MAH and remove the 

marketing authorisation in relation to Northern Ireland. MFE estimate this may affect around 9,000 

medicines and medical devices.  

As you can see, since July the projected impact of these changes has increased significantly with the 
estimated number of medicines affected rising from 2,000 to 9,000. However, the EU Commission are 
conscious of these problems and are willing to change its laws to prevent a major disruption to the supply 
of medicines to Northern Ireland.  Earlier this month, European Commission Vice President, Maros Sefcovic 
declared he would do “whatever it takes to resolve the situation”.  

MFI feel it is imperative that this Committee are aware of the potentially negative impact this could have on 
the supply of medicines to the island of Ireland and for this to be communicated directly to the EU.  

Lessons Learned from Covid-19 

Last year, Medicines for Ireland and Medicines for Europe produced a policy document called “Lessons 
Learned from Covid-19”. As the title suggests this document outlines several important national and 
European policy recommendations based on the difficulties faced by our members throughout the early part 
of the pandemic. The aim of this policy paper is to bring to light the important role of EU in the supply of 
medicines and medical devices. (Appendix 3)  
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With reference to this publication there are number of lessons learned that MFI believe are particularly 
relevant with respect to the complexities linked to changes brought about by Brexit. We would like to 
highlight the need for Government to acknowledge the potential risk of medicines shortages as a result of 
supply chain issues or a major disruption to transport routes.  

• Firstly, we believe contingency plans are critical and should be integrated into the planning of all 
medicine manufacturers. 

• Avoiding shortages requires industry coordination, demands visibility and close cooperation between 
governments/regulators and industry for regulatory flexibility. 

• EU and national coordination to ensure equitable supply of medicines is important for industry. 
Hoarding and other restrictions undermine our ability to supply patients in need. 

The full report is available in Appendix 3.  

National Medicines Reserve  

The global Covid pandemic has illustrated the importance of preparedness when it comes to the supply of 
medicines, medical equipment, and PPE.  

Many countries including the UK and the US have a national medicines reserve specifically to help during 
a public health emergency. We do not have one in this country and MFI believe serious consideration should 
be given to the creation of a national medicines reserve in Ireland.  

Under the National Oil Reserves Agency and Provision of Central Treasury Services Act 2020, which was 
passed last year in the Seanad, Ireland has a 90-day supply of oil in the case of a national emergency. At 
this point in time, perhaps it may be more important to establish a national medicines reserve rather than 
just oil.  

We are very pleased to have the opportunity to speak to this Special Seanad Select Committee on behalf 
of Medicines for Ireland. We welcome the opportunity to forward our concerns regarding the potential risk 
of shortages for patients in Ireland and to bring to the Committee’s attention the need for long term and 
sustainable measures to ensure medicines are available to those who need them. We would like to 
commend the Committee on their work to date and we look forward answering any questions you might 
have.  
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Appendices 

 

Appendix 1 – Brexit Impact on Imports and Exports, March 2021 

Appendix 2 – Medicines for Europe letter to the EU Commission requesting a derogation in the       
implementation of the Protocol on Ireland and Northern Ireland due to potential impact on patients’ access 
to generic medicines in Northern Ireland and beyond, September 2021 

Appendix 3 - Lessons Learned from Covid-19, June 2020 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
                                                      


