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Introduction 

The Committee on the Environment, Public Health and Food Safety conducts biennial visits 

to the European Medicines Agency (EMA) in London in order to learn about the latest 

developments and main future challenges concerning the Agency and, in particular, to 

examine and discuss the Agency's role in the implementation of pharmaceutical legislation. 

The previous visit of the Committee took place on 16-18 February 2015. 

 

On 21 November 2016, the Bureau agreed to send a 3-Member delegation from the European 

Parliament to the EMA. The mission was eventually composed of 2 Members: Biljana Borzan 

(S&D), ENVI contact person for EMA and Michèle Rivasi (Greens/EFA). Dr Julia Reid 

(EFDD) attended the meetings as an accompanying member. Michèle Rivasi had to cancel her 

participation to the mission on the 19th of April due to urgent medical reasons. The mission 

was accompanied by: Ms Aliette Carré and Ms Emma Soto Renou from the secretariat of the 

Committee on the Environment, Public Health and Food Safety (ENVI) as well as the 

following political group agents: Ms Majella McCone (S&D) and Ms Sophie Perroud 

(Greens/EFA). 

The meetings where held at the EMA premises from 14:30 to 19:00 on 19 April and from 

9:00 to 14:00 on 20 April 2017. 

Summary account of meetings 

Wednesday 19 April 

1. Introduction to the activities of the EMA (Guido Rasi) 

 

The EMA Executive Director, Guido Rasi, welcomed the delegation and explained that the 

mission of the agency was to foster scientific excellence in the evaluation and supervision of 

medicines, for the benefit of public and animal health. The agency was established in 1995, 

has approximately 840 members of staff (with additionally approximately 4,000 scientific 

experts from across the EU), and has recommended over 1,000 marketing authorisations. The 

EMA via its seven scientific committees provides independent scientific recommendations to 

authorise the marketing of medicines for human or veterinary use. In the EU, medicines can 

be approved either through the centralised procedure (one application for a marketing 

authorisation on the whole EU market) or through national procedures. In relation to the 

safety of medicines, the agency also continuously monitors and supervises the medicines that 

have been authorised in the EU. Amongst several other activities, the Agency also coordinates 

inspections in connection with the assessment of marketing-authorisation applications. There 

is a mutual recognition agreement on inspections with the US FDA which doubles the EU 

capacity in inspections. Following the presentation, the EP delegation in particular asked for 

more information on possible changes to the mutual recognition agreement with the US 

following the change in administration, on how inspections were carried out within the EU 

and enquired about GPs’ referrals on adverse reactions. 

2. Future challenges (Guido Rasi) 

 

On future challenges, the agency explained that an internal task force had been established on 

24 June 2016 to prepare for different scenarios following the results of the UK referendum. 

The task force work is divided into four different workstreams: relocation, operational and 
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financial preparedness, HR matters, and communication actions. As regards the relocation of 

the agency, the agency has prepared prerequisites for a new location to ensure continuity of 

operation. On operation preparedness, the UK has the rapporteurship for a significant number 

in the post-authorisation phase (28% in post-authorisation activities for human medicines and 

20% for veterinary medicines), but the agency considers that this work can be redistributed 

amongst EU 27. Of major concern however is the loss of key experts or the disruption to the 

work of the agency due to problems with staff retention, especially in relation to rare diseases, 

innovation, timely access, scientific advice, medicines for children and safety. 

 

The EP delegation agreed that a decision on the relocation of the agency should be taken as 

soon as possible to ensure the continuity of the agencies work and that the procedure for the 

relocation of the agency should be clarified. In response to a question on pharmacovigilance, 

and the impact on the UK, the EMA explained that pharmaceutical companies have to report 

adverse drug reactions worldwide. 

3. EMA budget and staffing matters (Nerimantas Steikunas) 

 

The agency’s budget for 2017 is 322 million of which 285 million come from fees and 29 

million from EU budget contribution. As regards expenditure, the largest budget lines are 150 

million for operational expenditure (including IT databases) and 120 million assigned to staff 

costs. On staffing, the agency explained that growth of activities had resulted in an increase of 

nearly 40% in fee income between 2014-2018 but less posts for temporary agent posts were 

authorised which is problematic for the agency. 

4. Transparency (Noel Wathion) 

 

The agency provides significant amount of information in layman terms at different stages of 

the authorisation procedure. In relation to EU safety communication post-authorisation, there 

are several tools available, including the publication of agendas and minutes of the PRAC, 

specific information targeted to patients, educational material, and product information. The 

agency also announced that public hearings were organised on specific issues of concerns (eg 

on depakine) In addition, the agency publishes clinical data under certain conditions for 

general information purposes and for academic/non-commercial research purposes. In total, 

495 documents have been published (over 320 thousand pages of which only 10 pages were 

commercially confidential information (CCI) redacted). The EP delegation sought 

clarifications in relation to the protection of personal data, the directive to trade secrets, and 

policy 70. 

5. EU clinical trial database and portal (Fergus Sweeney) 

 

Clinical trial transparency is based on three main pillars: proactive publication of clinical 

study reports, the EU Clinical Trials Register (Clinical Trials Directive), and the Clinical Trial 

Regulation and EU Portal and Database (new Clinical Trial Regulation). The EU Clinical 

Trials Register currently has over 30 000 clinical trials. The new Clinical Trial Regulation 

foresees a portal and database. The EMA considers that the publication of clinical trial data 

generates trust, builds confidence and empowers people. 

Thursday 20 April 2017 

 



 

CR\1125514EN.docx 5/11 PE604.676v01-00 

 EN 

6. Antimicrobial resistance for humans and animals (Marco Cavaleri and Jordi Torren 

Edo) 

 

The agency is committed to addressing antimicrobial resistance (AMR). To do so the agency 

works in close cooperation with other EU agencies including ECDC and EFSA and 

cooperates with international partners such as the Transatlantic Taskforce in Antimicrobial 

Resistance and WHO. The agency also maintains intense communication with US FDA and 

Japan PMDA. The EMA has revised its guidance documents to streamline the development of 

new antimicrobials, guidance for new antibiotics that target infections caused by resistant 

bacteria, and the definition of requirement for paediatric development of new antibacterial 

agents. There are only a few new antibiotics in development mainly because the R&D for 

these products is challenging with high attrition rate, and the return on investment is seen as 

uncertain by the industry. The agency therefore considers that new business models for 

antibiotics are needed to reward innovation and a WHO priority list of antibiotics-resistant 

bacteria would also be needed to guide R&D efforts. The EP delegation sought clarity on the 

new business models that could be used to encourage the development of antibiotics and 

discussed delinkage models, proposals that would extend by 5 years the market exclusivity for 

certain priority antibiotics.  

 

As regards the antimicrobials in the veterinary sector, the EU’s aim is to reduce the use of 

antimicrobials in animals. The agency has made a number of recommendations on the use of 

antimicrobials in the veterinary sector and many Member States have already taken measures 

to address AMR. In addition, a Joint EFSA/EMA scientific opinion on measures to reduce the 

need to use antimicrobial agents in animal husbandry in the EU and the resulting impacts on 

food safety (RONAFA) has been produced and is based on the following three approaches: 

reduce the use of antimicrobials, replace antimicrobials with alternative treatments, and 

rethink the livestock production system. The agency has also produced a report on the spatial 

distribution of overall sales of all antimicrobials for food-producing animals for 29 countries 

for 2014. In relation to colistin, the agency has produced a recommendation on the use of 

colistin in animals, which considers that the use of colistin should not be above 5 

mg/population correction unit (PCU), and if possible should be reduced to 1 mg/PCU. In 

response to questions from the delegation, the EMA explained that the impact of these 

measures has also been assessed taking into account the different situations across the EU. 

The delegation also discussed impact of the use of antimicrobials on the environment and 

mentioned the fact that glyphosate was first introduced as an antimicrobial. 

7. Improving timely access to medicines 

 

7.1 Priority Medicines (Jordi Llinares Garcia) 

 

The agency has put in place a Priority Medicines (PRIME) scheme to foster the development 

of medicines with major public health interest, building on the existing framework and the 

eligibility to the scheme is according to existing "accelerated assessment criteria". A key 

feature of PRIME is that it reduces the assessment time for marketing-authorisation 

applications to 150 days or less (compared to standard 210 days). The PRIME eligibility 

recommendations were adopted on 23 March 2017. The list of 19 products granted eligibility 

to PRIME (28% success rate) has been published by EMA. Of these products, approximately 

50% came from SMEs, and over 50% are advanced therapies. The delegation expressed 

concern about the lack of involvement of the EP in relation to the PRIME scheme and asked 
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whether it could be used to bypass the will of the co-legislators. The agency explained that 

this scheme did not result in a legislative change, but it was just using existing provisions of 

the legislation. 

7.2 Adaptive pathways (Enrica Alteri) 

 

Adaptive pathways offer an opportunity to optimise collection of clinical data needed by 

decision makers, with a view to facilitate patient access. The concept is not for all medicines 

but only for medicines that meet an unmet medical need. The aim of adaptive pathways is not 

to accelerate the marketing-authorisation applications but rather to improve the trials by 

ensuring early interactions to better target patients who may benefit the most from the 

medicine and to better plan evidence generation. The concept makes use of existing tools such 

as the conditional marketing authorisation, post-marketing commitments and risk 

management plans. The agency has launched an adaptive pathway pilot project in March 2014 

for 18 products (out of 62 submitted), of which only 7 progressed to a formal scientific 

advice.  

The EP delegation supported this approach, queried the use of the term "adaptive" and sought 

more clarification on the publication of divergent views. The agency explained that final 

divergent views are published. If no divergent view is published, it means that the 

authorisation was granted by consensus, however differences can arise earlier in the 

discussions. 

8. Cooperation with Health Technology Assessment (HTA) bodies (Guido Rasi) 

 

The EMA collaborates closely with HTA bodies to allow a faster access for patients to 

beneficial treatments, efficiency gains for life-sciences R&D, and resource savings for 

regulators and HTA bodies. There is EMA-HTA Parallel Scientific Advice and engagement 

on product-specific development plans. Applicants can discuss with regulators and HTA 

early-on what data will be needed in order to ensure that product development is more 

rational, that patients only participate in well-designed trials and products reach patients 

earlier. Parallel Scientific Advice is now routinely offered as part of EMA's scientific 

activities given the benefits. 

9. Patient involvement across EMA activities (Melanie Carr) 

 

The EMA is a world leader in terms of patient involvement and considers that patient 

engagement helps bridge the gap between clinical trial data and real world data, increased 

transparency, and ultimately leads to more meaningful outcomes. Patient input takes place at 

different stages of the medicine lifecycle, including at pre-submission, evaluation and post-

authorisation. Patients also review EMA information for lay people (EPARs) to ensure that 

the key messages are understood and often the documents are changed following patient 

feedback. 

10. Protecting public health through safety monitoring of medicines - pharmacovigilance 

(Fergus Sweeney and Georgy Genov) 

 

Pharmacovigilance is the practice of monitoring the effects of medicines after they have been 

licensed for use, especially in order to identify and evaluate previously unreported adverse 

reactions. The agency explained that the EU pharmacovigilance system provides an 
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unprecedented level of transparency with prompt communication to the public on safety 

concerns regarding medicines investigated by the PRAC (Pharmacovigilance Risk 

Assessment (Advisory) Committee). PRAC will also hold its first public hearing in July 2017 

on valproate (depakine). The total number of safety reports published as of end 2016 was 10.8 

million on the European database of suspected adverse drug reaction reports 

(EudraVigilance). Following the presentation, the EP delegation raised the importance of 

pharmacovigilance and sought clarifications on the meaning of "real world data" as opposed 

to clinical trial data. The agency explained this could include public health insurance data for 

example. 

Conclusions 

The Delegation to the EMA allowed the Members to have a more in depth understanding of 

the working structure of the agency and the strengthening of the knowledge support to the EU 

policies. Members were able to have a more thorough comprehension of future challenges 

that the EMA will face, including those linked to the increasing number of tasks assigned to 

the Agency. Both the EMA and ENVI delegation confirmed the need for more and closer 

cooperation between the Agency and the Parliament. 
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Nerimantas Steikunas Head of Administration and Corporate Management Division a.i. 

Fergus Sweeney Head of Inspections, Human Medicines Pharmacovigilance  

 and Committees Division 

Fia Westerholm Head of Veterinary Medicines Division a.i. 

Tony Humphreys Head of Scientific Committees Regulatory Science Strategy 
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FINAL PROGRAMME  

 

ENVI Delegation to EMA, London 

 

 

WEDNESDAY, 19 APRIL 2017 

 

Schedule Topics 

13.30 Arrival at EMA 

13.30-15.00 Introduction to the activities of EMA and future challenges 

15.00-15.45 EMA budget and staffing – current challenges 

 Coffee break 

16.00-17.00 
Policies to ensure independence of EMA’s scientific work: handling of potential conflicts 

of interest for experts, staff, management board 

17.00-18.00 

Transparency of EMA’s activities: 

 What we publish on medicines  

 Access to documents & clinical data publication 

 EU clinical trial database and portal (Reg. EU 536/2014)  

18.00-18.30 Tour of the building  

 Dinner hosted by EMA in Canary Wharf  

 

THURSDAY, 20 APRIL 2017 

 

Schedule Topics 

09.00-10.00 

Managing the risks of antimicrobial resistance for humans and animals: 

 Human & veterinary medicines perspectives 

 Cooperation with other EU agencies (EFSA, ECDC) 

10.00-11.00 

Improving timely access to medicines: 

 Adaptive Pathways  

 Priority Medicines (PRIME)  

 Coffee break  
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11.15-12.00 

Improving timely access to medicines - ctd: 

 Cooperation with HTA bodies 

 Patient involvement across EMA activities 

12.00-13.00 

Protecting public health through safety monitoring of medicines: 

 EU pharmacovigilance legislation – experience after 4 years of implementation  

 Important achievements and case studies 

13.15-14.00 “Meet the MEPs” session for all staff 

14.00 Departure from EMA 
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