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FOREWORD 

 

This report has been prepared by the Health Products Regulatory Authority (HPRA) at the 

request of the HPRA Board. The report references existing European and global reports on 

antimicrobial resistance (AMR) in bacteria and considers their implications for the HPRA in 

relation to its role as the national regulator of medicinal products (medicines/drugs) and 

veterinary medicinal products. 

 

 

BACKGROUND 

 

Antibiotic resistance (commonly known as antimicrobial resistance [AMR]) is a global 

phenomenon and a well-recognised threat to public as well as animal health. An ECDC/EMA 

joint technical report from 2009  estimated that 25,000 humans in the EU die annually as a result 

of infections caused by resistant bacteria, at a societal cost of an estimated €1.5 billion annually, 

due to healthcare expenditure costs and productivity losses. The causal factors in the 

development and control of AMR are many and complex, and have already been well-described 

by, amongst others, the World Health Organisation (WHO), the World Organisation for Animal 

Health (OIE), the Food and Agricultural Organization (FAO), Codex Alimentarius, and the US and 

EU Transatlantic Taskforce.  

 

AMR is a complex multifactorial phenomenon that impacts on human, animal health and the 

environment. A holistic coordinated multisectoral ‘One Health’ approach across international 

and species borders has been proposed to tackle this problem. The HPRA is one of a number of 

international and national agencies that is actively involved in addressing this issue. 

 

 

ROLE OF THE HPRA 

 

The HPRA protects and enhances public and animal health by regulating medicines, veterinary 

medicines, medical devices and other health products in Ireland. It is a scientific assessment 

agency which has been involved in the authorisation of human medicines since 1966 and 

veterinary medicines since 1987. Our primary function is to ensure the quality, safety and 

efficacy of human medicines, veterinary medicines and medical devices that are available or 

manufactured in Ireland.  

 

The HPRA works in collaboration with the European Medicines Agency (EMA) as well as 

European and global partners in a number of initiatives aiming to limit the development of 

resistance. The HPRA is part of the network of medicines agencies from the Member States of 

the European Union, known as the Heads of Medicines Agencies (HMA). This network 

contributes expertise to the EMA so that it can evaluate and monitor the benefit risk profiles of 

new and existing antibiotics as well as in the elaboration of regulatory guidance and scientific 

advice and opinions on medicines and veterinary medicines. In addition to contributing to the 

work of the EMA, as a member of the HMA network the HPRA is a contributor to several 

initiatives directed towards responding to the AMR threat. At national level, the HPRA also 

participates in several networks aimed at addressing the AMR threat.  

 

The various stakeholders are depicted in Figure A:  

 

http://ecdc.europa.eu/en/publications/_layouts/forms/Publication_DispForm.aspx?ID=199&List=4f55ad51%2D4aed%2D4d32%2Db960%2Daf70113dbb90
http://ecdc.europa.eu/en/publications/_layouts/forms/Publication_DispForm.aspx?ID=199&List=4f55ad51%2D4aed%2D4d32%2Db960%2Daf70113dbb90
http://www.who.int/mediacentre/factsheets/fs194/en
http://www.oie.int/fileadmin/Home/eng/Media_Center/docs/pdf/Fact_sheets/ANTIBIO_EN.pdf
http://www.oie.int/fileadmin/Home/eng/Media_Center/docs/pdf/Fact_sheets/ANTIBIO_EN.pdf
http://www.fao.org/antimicrobial-resistance/en
http://www.codexalimentarius.net/input/download/standards/10213/CXP_061e.pdf
http://www.cdc.gov/drugresistance/tatfar
http://www.cdc.gov/drugresistance/tatfar
http://www.consilium.europa.eu/uedocs/cms_data/docs/pressdata/en/lsa/131126.pdf
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Figure A:  HPRA collaborations regarding AMR 

 

 
Legend 

EMA: European Medicines Agency 

EC: European Commission 

WHO: World Health Organisation 

OIE: World Organisation for Animal Health 

ECDC: The European Centre of Disease Prevention and Control 

EFSA: The European Food Safety Authority 

HMA: The Heads of Medicines Agencies network 

 

 

Up to the year 2004, most new antibiotics brought to the market in Ireland were authorised 

nationally. Since then any new antibiotic class for human or animal use considered to be a 

significant therapeutic innovation is authorised centrally in the EU, on the advice of the EMA.  

The antibiotics available in Ireland therefore include both medicines that have been authorised 

by the HPRA, as well as products that have been authorised centrally. Irrespective of the route 

to authorisation, the HPRA monitors the ongoing quality, safety and efficacy of all antibiotics 

on the market in this country.  

 

The role of the HPRA is depicted in Figure B. The main involvement of the HPRA is in the 

assessment of the benefits and risks of a medicine (area outlined by the grey border in Figure 

B). 
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Figure B. Process for commercialisation, authorisation and use of a new antibiotic 

 

 
 

The area within the grey box is the sphere of influence of the HPRA’s work. Note that the 

matters relating to the use of veterinary antibiotics falls under the remit of the Department of 

Agriculture, Food and the Marine.  

 

In our role as regulatory authority, the HPRA: 

 

 contributes to the development of EMA guidelines, scientific advice and opinions on 

new medicines and veterinary medicines, including standards for next generation 

medicines for human and veterinary use; 

 provides scientific and regulatory expertise to the EMA and HMA networks to 

develop effective risk-management measures to help control AMR for human and 

veterinary medicines; 

 provides procedural and regulatory guidance on application procedures for new 

antibiotics and for variations to existing licences; 

 approves the indication(s) for use of antibiotics, including the choice of the 

recommended dosage and the duration of therapy; 

 monitors the ongoing benefit risk profile of each antibiotic, including 

pharmacovigilance reports as well as relevant information on AMR globally, and 

takes necessary regulatory action to update product literature and summaries of 

product characteristics (SPCs or SmPCs) accordingly to support more informed 

prescribing; 

 assigns the method of sale or supply category for each individual antibiotic (e.g. 

supply only under prescription); 

 regulates the distribution, dispensing and promotion of antibiotics for human use. 

The Department of Agriculture, Food and the Marine performs this function for 

veterinary medicines; 

 informs health care professionals, including doctors, veterinary practitioners, 

pharmacist and others involved in the prescription, supply or use of medicines of 

important changes to the benefit risk profile and updated product information; 

 contributes to the development of ‘best practice’ guidelines for health-care 

professionals in the areas of antimicrobial stewardship; 

 contributes expertise to national bodies working to control AMR, including assisting 

with educational material.  
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The HPRA is also involved in implementing a number of EMA initiatives that are intended to 

facilitate early regulatory approval of antimicrobials with novel mechanisms of action to improve 

timely access for patients to new medicines for humans. These initiatives are particularly relevant 

for medicines with the potential to treat serious conditions with an unmet medical need. These 

include: 

 

 the adaptive pathways approach; 

 the conditional approval mechanism (for medicines addressing life-threatening 

conditions); 

 orphan designation; 

 the compassionate use programmes; 

 the innovation task force. 

 

 

AREAS OF RESEARCH IN THE FIELD OF AMR RELEVANT FOR REGULATORY SCIENCE 

 

Surveillance of resistance, infection control measures and systems to prevent infections are key 

strategies for combating AMR and for reducing the speed at which AMR develops. These are 

areas outside the direct remit of the HPRA. This means that a coordinated approach is required 

to address the issue. However there is also an urgent need to develop new antibacterial agents 

to treat infections caused by bacteria that are resistant to many of the available treatments. In 

recent years the pharmaceutical industry has largely halted the development of new antibiotics 

because of increasing development costs and poor / uncertain economic returns. New models 

of partnerships between companies, academic institutions, regulators, patient groups and other 

interested stakeholders are being developed to stimulate research in this area.  

 

Current research strategies include developing: 

 

 new and more effective antibiotics targeting, in particular, Gram negative bacteria; 

 improved pharmacokinetics and pharmacodynamics for older antibiotics; 

 new targets for antibiotics and new combinations of existing antibiotics; 

 rapid and innovative diagnostic tests for characterising resistant bacteria and 

improving the management of AMR; 

 new vaccines targeting antimicrobial-resistant bacteria; 

 biopharmaceutical therapies for treatment of infectious diseases. 

 

 

Global, EU and national strategies for dealing with AMR  

 

In May 2015, the WHO published a Global Action Plan on AMR, which provides a framework for 

national action plans to control AMR.  

 

The EU network of medicines agencies, HMA, as well as the EMA and the EU Commission, has 

developed strategic plans to address the issue (see links below). 

  

 HMA Strategic plan on antimicrobial issues 

 EMA strategy on veterinary antibiotics 

 EU Commission policy on antimicrobial resistance 

 

 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000601.jsp
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/10/WC500004908.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000029.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000293.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000334.jsp
http://www.who.int/drugresistance/global_action_plan/en
http://www.hma.eu/283.html
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/07/WC500109137.pdf
http://ec.europa.eu/health/antimicrobial_resistance/policy/index_en.htm
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A number of EU countries have already successfully implemented strategies to rationalise and 

reduce the usage of antibiotics in their territories. In Ireland, the National Clinical Programme for 

the Prevention of Healthcare-associated Infection (HCAI) and AMR was established by the 

Health Service Executive (HSE) and Royal College of Physicians of Ireland (RCPI) in 2011.  The 

HPRA participates in the editorial working group on updating the Primary Care Antimicrobial 

Prescribing Guidelines supporting prudent use of antibiotics published by this group. 

 

Central collection and analysis of data relating to AMR and human consumption of 

antimicrobials is conducted by a Europe-wide network of national surveillance systems known as 

the European Antimicrobial Resistance Surveillance Network (EARS-Net) and European 

Surveillance of Antimicrobial Consumption Network (ESAC-Net), respectively. These come under 

the control of the European Centre of Disease Prevention and Control (ECDC). In Ireland, the 

Health Protection Surveillance Centre (HPSC) is responsible for gathering information on the 

consumption of antimicrobial medicines for human use and collection of data on the 

antimicrobial susceptibility profiles of eight key bacterial pathogens annually. There is also 

European-wide monitoring of zoonotic and indicator bacteria isolated from various animal 

species that is conducted under the aegis of the European Food Safety Authority (EFSA). In 

Ireland, the Central Veterinary Research Laboratory is responsible for monitoring AMR in 

zoonotic bacteria isolated from animals. 

 

The HPRA is the competent authority for gathering data on the consumption of veterinary 

antimicrobial medicines nationally, in accordance with a sister programme known as European 

Surveillance of Veterinary Antimicrobial Consumption (ESVAC). Annual reports on these activities 

are available on the HPRA website.  

 

In 2014, a National Interdepartmental AMR Consultative Committee was established between 

the Department of Health and the Department of Agriculture, Food and the Marine to monitor 

AMR and advise the government on policy, and to ensure that AMR is addressed holistically and 

in a coordinated way across both human and animal sectors in Ireland. The HPRA is a member 

of this committee. 

 

 

CONCLUSION 

 

Containment of the development of AMR is essential for public and animal health. AMR is a 

complex issue, therefore, a co-ordinated approach from all stakeholders in the human health, 

animal health and agriculture sectors is required to address this issue. The primary responsibility 

of the HPRA is to ensure that only those medicines that meet the EU standards of quality, safety 

and efficacy are authorised, and that the benefit/risk assessment of the product remains positive 

throughout their life cycle. Through its diverse regulatory activities the HPRA collaborates with 

and supports the many stakeholders involved in managing antimicrobial resistance, with the 

common goal of enabling and promoting prudent and responsible use of antimicrobials.  

http://www.rcpi.ie/article.php?locID=1.5.257.499
http://www.rcpi.ie/article.php?locID=1.5.257.499
http://www.antibioticprescribing.ie/
http://www.antibioticprescribing.ie/
http://ecdc.europa.eu/en/healthtopics/antimicrobial_resistance/database/Pages/database.aspx
http://ecdc.europa.eu/en/activities/surveillance/ESAC-Net/Pages/index.aspx
http://ecdc.europa.eu/en/activities/surveillance/ESAC-Net/Pages/index.aspx
http://ecdc.europa.eu/en/Pages/home.aspx
http://www.hpsc.ie/AboutHPSC/FunctionsofHPSC
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000302.jsp&mid=WC0b01ac0580153a00&jsenabled=true
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000302.jsp&mid=WC0b01ac0580153a00&jsenabled=true
http://www.agriculture.gov.ie/press/pressreleases/2014/november/title,78978,en.html
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APPENDIX 

 

This report was written by Olive Smyth and J. Gabriel Beechinor (HPRA) and peer reviewed by 

Nola Leonard, Eugenie Canavan, Pat Brangan, Mary Horgan, Brian O’Connell and Tom Fahy.  

 

The Terms of Reference are as follows: 

 

The Board of the HPRA has requested that a cross service inter-departmental subgroup (from 

the HPRA’s human and veterinary medicines departments) on antimicrobial resistance (AMR) be 

constituted. The goal is to provide the HPRA with a short report on the topic of AMR leveraging 

existing European and global reports on AMR and to consider their implications for the HPRA in 

relation to its role as the national regulator of medicinal products.  

 

 

Published: January 2016 

 


