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EXECUTIVE SUMMARY 
 
This report summarises the presentations and discussions at a workshop on the response of 
Member States and EU institutions to the H1N1 influenza pandemic in 2009-2010 in the EU, 
held at the European Parliament in Brussels on 5 October 2010. The aim of the workshop 
was to assess the response and draw lessons for future pandemics.    
 
The workshop examined the decisions taken by EU institutions including the European 
Council, the European Commission, the European Centre for Disease and Control (ECDC) 
and the European Medicines Agency (EMA). The participants raised several concerns relating 
to decision-making. Several MEPs warned that decisions that led to the purchase of large 
quantities of vaccines that were never used in some Member States led to a waste of public 
resources, unnecessary fears on the part of the public and a loss of credibility in EU 
institutions. 
 
Among the issue addressed was the use of external experts in risk assessment procedures 
and in the authorisation of vaccines. Several MEPs questioned the heads of EMA and ECDC 
about the transparency and independence of the scientific advice their bodies received and 
provided during the pandemic.  
 
A second issue concerned the roles of EU bodies in health crises: Ms Michèle Rivasi, MEP and 
ENVI rapporteur, underlined the need to define these roles clearly. 
 
The workshop also considered the EU’s relationship with the World Health Organization 
(WHO), which declares global pandemics under the binding International Health Regulations. 
MEPs underlined the need for the EU to make its own decisions independent of WHO. 
 
Coordination among all the institutions involved – at EU and Member State levels – needs to 
be improved. Participants also recognised that communication with health professionals at 
the local level and with the public was poor and needs to be improved in the future.  
 
In the future, public health experts will need to produce more sophisticated early risk 
assessments of the level and type of threat posed by new disease outbreaks, noted Marc 
Sprenger, Executive Director of ECDC. 
 
The workshop takes place against the background of several initiatives to review and 
evaluate EU responses to the pandemic. These include actions by the EU Council under the 
Belgian Presidency, which has convened a workshop on the issue. The European 
Commission has also launched an evaluation process. The EMA with support from ECDC is 
currently reviewing data concerning reports of side-effects to the vaccines that had been 
approved. 
 
The workshop participants discussed areas where the legal framework can be improved. One 
barrier has been the lack of a legal basis for EU coordinating action. The Treaty of Lisbon, 
which entered into force in December 2009, provides a stronger legal basis for coordinated 
EU policy in this area. Commission officials told the workshop that they intend to propose  
a reform of EU legislation on communicable diseases early in 2011, using the new legal 
basis.  
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The reforms will strengthen coordination at EU level, including in the area of joint vaccine 
procurement.  
 
Commission and Council officials told the workshop that there is now a stronger political will 
among Member States for reform. 
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1. INTRODUCTION 
 
Pandemic A (H1N1) 2009 (“swine flu”) is a form of influenza that spread rapidly across the 
world after it emerged in April 2009. The European institutions, Member States, and 
international health organisations mobilised to respond to the pandemic. Although the World 
Health Organisation (WHO) announced in August 2010 that the world was in the post-
pandemic period of the virus, it highlighted the need for vigilance, especially during this 
initial post-pandemic period.  
 
In light of these and other developments, the Committee on Environment, Public Health and 
Food Safety (ENVI) of the European Parliament held a workshop on 5th October 2010 on the 
Influenza Pandemic A (H1N1): The response of Member States and the European 
Union, "Evaluation of the management of H1N1 influenza in 2009-2010 in the EU". 
The purpose of the workshop was to assess the response and to draw lessons from H1N1 for 
the EU response to future pandemics.  
 
Several months before, in September 2010, the European Council had reviewed the EU’s 
response to the pandemic. It identified the need for enhanced coordination of national 
measures at EU level. 
 
The workshop was hosted by Mr Jo Leinen, MEP and Chairman of ENVI, and Ms Michèle 
Rivasi, MEP and ENVI Rapporteur.  
 
The workshop was divided into two parts. The first part assessed the response to the 
pandemic in 2009-2010, addressing key questions which focused on the EU’s risk-benefit 
considerations, and independence and transparency of the decision-making process during 
the pandemic. The second part considered the key lessons drawn, and considered what 
changes were necessary with a view to ensuring independence, excellence and transparency 
in the decision-making.  Each part involved a panel of speakers followed by a question and 
discussion period. The speakers included: representatives of the 2009 Swedish Presidency, 
active in the pandemic response, and the current Belgian Presidency; representatives of the 
European Medicines Agency (EMA) and the European Centre for Disease Prevention and 
Control (ECDC); and officials from the European Commission (DG SANCO and DG 
Enterprise). 
 
Section 2 of this report provides a brief policy background. Section 3 then documents the 
workshop proceedings. Summaries of all presentations are included, as well as subsequent 
question and answer sessions. The workshop programme is included in Annex I. Annex II 
provides the opening presentation by John Ryan of DG SANCO. 
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2. POLICY BACKGROUND 
 
Since 1999, in order to address the threats of communicable disease, the EU introduced a 
series of legislative acts. The primary objective of this legislation was to establish a system 
for sharing information and for coordinating action taken against communicable diseases. 
In addition, the EU has set up independent agencies in the field of health: the EMA was 
established in 1995 and the ECDC in 2005.  
 
The EU approach to influenza in particular was further strengthened in 2005 when the 
European Commission adopted a Communication on Pandemic Influenza Preparedness and 
Response Planning in the European Community. The Communication set out a generic 
preparedness plan, including the objectives for each inter-pandemic and pandemic 
influenza phase as well as the action required to achieve them at national and Community 
levels. 
 
On 11 June 2009, the World Health Organisation (WHO) declared a pandemic caused by the 
Influenza A (H1N1) virus, in line with its global influenza preparedness plan. This 
declaration (“phase 6”) was based on the WHO’s definition of pandemic, that is, the virus 
causes sustained community-level outbreaks in at least two countries in one WHO region 
and at least one other country in a different WHO region1. WHO’s power is derived under 
the International Health Regulations (IHR), a legally-binding global agreement among 
member states to help prevent and respond to acute public health risks2. 
 
The European institutions, Member States, and international health organisations mobilised 
to respond to the pandemic. Working within the framework of the IHR, action within 
Member States was coordinated at EU level via the Health Security Committee (HSC).  The 
ECDC provided technical and scientific guidance on the pandemic as well as a series of risk 
assessments carried out by a range of experts, while the European Medicine Agency (EMA) 
was responsible for the scientific evaluation of the vaccines developed by pharmaceutical 
companies. 
 
In September 2009, in response to requests by the Council of Health Minsters, the 
Commission produced a Communication setting out the key issues on public health 
coordination in the pandemic at the EU and international levels3.  In parallel to this 
Communication, it also presented five separate staff working documents on vaccine 
development, vaccination strategies, joint procurement, communication to the public and 
support for third countries4. 
 
The Treaty of Lisbon, which took effect in December 2009, provides a stronger legal basis 
for EU policy in this area of public health. The Treaty provides for the EU to complement 
national policies towards improving public health and to encourage cooperation between 
the Member States in the field of public health, particularly to improve the complementarity 
of their health services in cross-border areas.5  The response to the pandemic, however, 
was carried out using legal instruments based on the previous Treaties, which are weaker 
in the area of public health. 
 
With the end of the pandemic, EU institutions began to review the experience. On 3-4 July 
2010, a conference was held in Brussels by the incoming Belgian Presidency in cooperation 
with the European Commission on “Lessons learned from the A(H1N1) pandemic”.  

 
1 WHO, Global Influenza Programme, Pandemic Influenza Preparedness and Response Guidance Document: 
http://www.who.int/csr/disease/influenza/PIPGuidance09.pdf 
2A copy of the International Health Regulations (2005) can be found at 
http://whqlibdoc.who.int/publications/2008/9789241580410_eng.pdf 
3 COM(2005) 607 of 28 November 2005 
4 SEC(2009) 1188, SEC(2009) 1189, SEC(2009) 1191, SEC(2009)1192 
5 Treaty of the European Union, Article 168 
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This considered issues of surveillance, multi-sectoral aspects, medical measures and 
communication and emphasised the efforts made by Member States, the Commission and 
its agencies, but also stressed the need for improved collaboration. 
 
In September 2010, the European General Affairs Council (GAC) met to review the EU’s 
response to the pandemic. The conclusions of this workshop recognised that while 
pandemic preparedness, response planning and implementation remained primarily the 
competence of Member States, it was necessary to enhance the coordination of these 
national measures at EU level6. 
 
 
 
 
 
 

 
6 Council of the EU, General Affairs Council Meeting, 13 September 2010 
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3. PROCEEDINGS OF THE WORKSHOP 

Introduction - Mr Jo Leinen, MEP and ENVI Chair 
 
Mr Leinen introduced the workshop by welcoming each of the panellists. He explained that 
the main purpose was to discuss how the Member States had reacted to the pandemic and 
to consider the role which the EU had adopted. He added that following the pandemic, a 
series of questions had arisen about how to react to such health problems and how best to 
organise and manage them. 
 
 
General overview of the Pandemic Preparedness and Response Plan 
in the EU in 2009: John F Ryan, DG SANCO, Head of Unit, Health 
Threats 
 
Mr Ryan thanked the members of committee for organising the workshop.  Along with 
Belgian presidency conference on H1N1 in July and the Commission’s on-going evaluations 
of the EU responses to the pandemic, he hoped that the workshop would help to address 
questions of particular relevance. He said that: 
 

‘In this post pandemic period, identifying the lessons learned from H1N1 and 
critically reviewing our response to the Pandemic is of key importance in 
improving our capacity to respond to such a crisis and to protect our citizens 
in the future’. 

 
Mr Ryan added that in order to achieve this objective it was necessary to understand the 
general context related to the pandemic preparedness and response within the EU. He went 
on to explain the Commission’s powers at EU level regarding the management of health 
crises. Mr Ryan noted that apart from a few specific provisions, until the Lisbon treaty 
introduced a reference to measures against cross border health threats the EU did not have 
the legal basis to harmonise Member State legislation in the area of public health. 
Therefore most of the responsibility for dealing with the health crisis lies mainly with 
Member States, although the EU provided a coordination role. 
 
Mr Ryan highlighted the key decisions adopted at EU level to cope with the crisis: 
 

1. A case definition of the disease, which enabled Member States to agree on the 
primary and key elements to trigger a response to the disease; 

 
2. Member States adopted Council conclusions calling for solidarity and coordination in 

the management of the threat; 
 

3. These conclusions were further implemented into statements and recommendations 
on risk management through the HSC; 

 
4. To support these discussions, the Commission adopted a Communication and five 

Staff working documents in September relating to the management of the 
pandemic.  This work and the initiatives relied on the investment made by the EU 
and Member States over the past years in improving pandemic preparedness.  
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Mr Ryan added that although the pandemic had ended there was no room for complacency 
and more could be done in an efficient way. The European Commission has started an 
evaluation and assessment of the EU response to the pandemic, in order to draw lessons 
and update and improve plans and response capacities. He said he hoped that the 
Parliament’s workshop and the Commission’s evaluations will help improve the EU’s 
capacity to protect its citizens.  
 

3.1 Panel 1 - Retrospective: Assessment of the response to H1N1 in 
2009-2010 
 
The first part of the workshop assessed the response to the pandemic in 2009-2010, 
addressing key questions which focused on the EU’s risk-benefit considerations, and 
independence and transparency of the decision-making process during the pandemic. This 
part addressed the following key questions:  
 

 Has the EU reacted in an appropriate, responsible and transparent manner to H1N1? 
 

 Has there been careful consideration of risks and benefits on the basis of available 
data on H1N1 for the authorisation of vaccines and anti-viral medication? 

 
 Have there been deficiencies with regard to independence, excellence and 

transparency of decision-making? 
 
The first panel comprised the following speakers: 
 

 Andrzej Rys, Director of Public Health and Risk Assessment, DG SANCO 
 Georgette Lalis Director of Industrial Innovation and Mobility Industries, DG ENTR 
 Anita Janelm: Representative of the former Swedish Presidency; former Chair of 

the Friends of the Presidency group for pandemic preparedness; Senior Adviser for 
the Division for Public Health in the Ministry for Health and Social Affairs  

 Thomas Lönngren Executive Director, EMA 
 Zsuzsanna Jakab Former Director, ECDC. Currently Regional Director for Europe, 

WHO 
 

3.1.1 Andrzej Rys (Director of Public Health and Risk Assessment, DG SANCO) 
 
Mr Rys began by emphasising that coordination had been a key issue: the Commission’s 
response to the pandemic was driven by the need to ensure that Member States acted in a 
coordinated way, based on the latest scientific evidence available. He highlighted that it 
had been important to address the societal impact of the pandemic as a whole. 
 
He said that while it was not possible to be completely prepared for global pandemics, 
public authorities could efficiently mitigate the damage through active preparation and 
coordination. He believed that the EU had effectively achieved this, with good cooperation 
across Commission services and other EU institutions. 
 
Mr Rys identified the HSC as the main instrument in coordinating the Commission’s work 
with Member States, advising on school closures, travelling, and priority groups for 
vaccination. The adoption of HSC statements guaranteed that Member States implemented 
coherent and concerted political, social and economic measures, he said. 
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He added that the European Parliament had significantly contributed to the effective EU’s 
response, including providing a clear legal basis for the case of definition for reporting 
H1N1 cases7. 
 

3.1.2 Georgette Lalis (Director of Industrial Innovation and Mobility Industries, DG 
ENTERPRISE) 
 
Ms Lalis was responsible for the market authorisation of the vaccine at the time the 
pandemic was declared (at the time, DG Enterprise was responsible for the legal issues 
regarding pharmaceuticals; this role was transferred to DG SANCO in April 2010). Ms Lalis 
explained that the Commission had to take urgent measures within the existing legal 
framework. The pandemic vaccine was therefore treated as an annual variation of the flu 
vaccine. 
 
To carry out a vaccine variation, a core dossier was required, based on the H5N1 virus. This 
was the nearest strain to what they thought would be a pandemic virus. When WHO raised 
the alert level to level 6 in June 2009, DG Enterprise was authorised to make the market 
authorisation, even though preclinical and clinical data was not available.  
 
Ms Lalis explained how all relevant parties, including the EMA and Commission services had 
tried their best to obtain relevant data. Between June and September 2009 the industry 
was conducting clinical trials in the Southern hemisphere. However, she said, these were 
not complete. Market authorisations were therefore conditional upon further studies. She 
noted that the two “sensitive” groups: young children and pregnant women, were lacking 
data compared to other groups. 

 
Ms Lalis said that the two primary concerns at the time were: 

 
1. Placing a vaccine on the market that could be used when flu was in EU, which 

was from October 2009 to Winter 2010. 
 

2. Ensuring as far as possible the quality, safety and efficacy of vaccines within the 
existing legal framework 

 
She believed that the Commission delivered on these two concerns. 
 

3.1.3 Anita Janelm (Representative of the former Swedish Presidency) 
 
Ms Janelm participated in the workshop on behalf of Ms Maria Larsson, Swedish Minister for 
Public Health, who was unable to attend. Ms Janelm began by stressing the need to be 
cautious in drawing conclusions on the management of the pandemic, as evaluations were 
still ongoing. She underlined the fact that decisions must often be made in a crisis where 
scientific uncertainty exists, adding that in such situations it is better to be criticised for 
having taken such actions than not having done anything if actions were needed. 
 
Ms Janelm stressed that it was Member States who were responsible for the day-to-day 
management of the pandemic at an operational level, and that most interventions were 
taken as local and regional decisions. She added that the fundamental principle during a 
crisis is that decisions should be taken as close as possible to those affected.  

                                                 
7 See Commission Decision 2009/540/EC amending Decision 2002/253/EC as regards case definitions for reporting 
Influenza A(H1N1) to the Community network 
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She proceeded to explain the actions taken under the Swedish presidency: 
 

 an expert conference on pandemic preparedness was organised in July 2009 
 an informal ministerial meeting was held to discuss the pandemic 
 the “Friends of the Presidency” group in the Council was set up to discuss the 

pandemic 
 an extra Council ministerial meeting was held in October 2009 
 use of the Commission’s 2005 Communication on pandemic preparedness, with 

good cooperation from the Commission 
 a final discussion on the pandemic was held with the Council in December 2009  
 active participation by the Swedish minister in the Global Health Initiative (GHI) 

 
Ms Janelm stated that at the expert meeting in July 2009, Member States made the 
unanimous decision to change from containment strategies to mitigation to prevent the 
spread of infection.  
 
Ms Janelm said they found in July that some Member States had agreements regarding 
vaccines and others did not. The Swedish presidency therefore asked the Member States if 
they wanted to use a common platform for procurement, and asked the Commission to 
make it possible for Member States to exchange vaccines amongst themselves. Member 
States also asked the Commission to report on future possibilities for cooperative initiatives 
and she confirmed that this was ongoing. 
 

3.1.4 Thomas Lönngren (Executive Director, EMA) 
 
Mr Lönngren began by describing the role of the EMA during the pandemic, which, he said 
was composed of three main elements: 
 

1. ensuring robust and rapid evaluation of a vaccine as soon as possible after the 
declaration of the pandemic; 

2. providing information to healthcare professionals and patients on the appropriate 
use of vaccines; 

3. monitoring the safety of vaccines being used by patients. 
 
The equivalent of 60-70 full time staff deployed across EMA’s network were dedicated to 
working on the pandemic. 
 
The formation of the preparedness process included the pre–approval of a core dossier for 
a ‘mock-up vaccine’, that could be rapidly adapted to the pandemic strain as soon it was 
indentified. Three vaccines had been approved before the pandemic started and were ready 
to be changed once the strain was identified. Mr Lönngren believed that the core dossier 
strategy was a success.  
 
Mr Lönngren said that EMA’s process was based on its experience including the annual 
processing of seasonal flu vaccines. He stressed that the balance of benefit-risks always 
needed to be taken into account based on the data available and the high medical need of 
the situation. He also stated that the efficacy of the 3 approved vaccines had been 
demonstrated by clinical trials on over 6000 people including adults, old people and 
children. He said that 45m people had been vaccinated.  The EMA constantly monitored the 
safety of the vaccines and so far they have not detected any serious side effects. 
 
Mr Lönngren then addressed the question of decision-making.  He said that the EMA’s 
pandemic preparedness plan meant they had access to the best scientific expertise and 
resources within the EU throughout the medicine network.  
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Independence of EMA’s committee members was assured through public declarations of 
interest along with the availability of CVs on the EMA website. 
 
In terms of transparency, he explained how committee recommendations are adopted in 
much the same way as the European Parliament, involving a rapporteur and co-rapporteur 
and voting to arrive at a final recommendation. Each opinion is subject to peer review as 
part of a continuous quality assurance process. He stressed that the system was designed 
so that no single individual had undue influence over the final outcome. Given the public 
interest, Mr Lönngren said he had introduced specific transparency measures, a specially 
dedicated website and press releases. 
 

3.1.5 Zsuzsanna Jakab (ECDC Former Director, currently WHO Regional Director for 
Europe) 
 
Ms Jakab was the first director of ECDC from its establishment in 2005 and during the 
pandemic.  She noted that many things worked very well before and during the pandemic, 
however important lessons had been learned. 
 
She noted that in March 2005 ECDC was asked by the (then) EU Commissioner to visit and 
assess the national pandemic and preparedness plans for all the Member States. She 
commented that the ECDC had to be built up very quickly, and over three years this 
exercise was completed. The result, she said, was that the EU was probably the best 
prepared region in the world to deal with the challenges of the pandemic. She said that the 
ECDC had worked closely with the MS, the Commission, the presidencies and the 
Parliament during the pandemic, and overall the EU system worked well. 
 
Ms Jakab said that ECDC had carried out a total of 8 risk assessments since 2005. She 
underlined that all risk assessments were independent, balanced and transparent and 
carried out by the best experts. During the pandemic, daily updates and weekly overviews 
and guidance on public health measures were prepared so that Member States and EU 
institutions could use the latest data for decisions.  
 
Ms Jakab added that the ECDC also collaborated with WHO, and that the pandemic was the 
first time the International Health Regulations (IHR) were put to the test: this clarified the 
roles and responsibilities and provided the framework for such public health emergencies. 
 

3.1.6 Questions and discussion 
 
Question - Michèle Rivasi MEP 
Ms Rivasi opened the discussion by stating that a key issue was whether or not the EU was 
dependent on international organisations such as WHO. She asked whether sufficient risk 
assessments had been carried out when WHO declared a pandemic on 11 June 2009. She 
commented that only 144 people had died across 64 countries and yet it was given a 
warning level 6 (a pandemic).  She asked who within the EU was able to agree or disagree 
with the WHO in assigning a warning level 6 to the outbreak. 
 
Thomas Lönngren (EMA) stated that WHO executed its powers vested in it by all 
participating Member States under the International Health Regulation (IHR). Since the 
pandemic was a global threat, Member States had accepted, via the IHR, that WHO would 
decide. He commented that the EU was reacting following the plan agreed in 2005. 
However, he said it was also part of Member States’ responsibility to ensure that WHO 
played its role as best as it could. 
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Ms Janelm said that this was a Member State competence. In addition, she added, she 
was not aware of any serious questioning of epidemiological assessments that WHO had 
made. 
 
Ms Jakab stated that risk assessments carried out within ECDC were independent and they 
came to similar conclusions. She also stated that the IHR instrument was one of the few 
legally binding instruments in the area of international public health.  
 
Question – Anne Delvaux 
Ms Delvaux asked whether decisions taken unanimously in the HSC were implemented 
uniformly across Member States. She also enquired whether Member States ’s budgetary 
capabilities determined how the pandemic was handled at Member State level. She also 
asked about the WHO definition of a pandemic, which is based on repetitive propagation 
rather than danger levels. 
 
Paola Testori Coggi said the Commission was intending to make a proposal in 2011 to 
the Council and the Parliament on the basis of the new powers regarding public health in 
the Treaty of Lisbon.   
 
Zsuzsanna Jakab outlined WHO’s criteria for a pandemic. She added that the IHR Review 
Committee was evaluating the pandemic, and the results would go to governing bodies of 
WHO and be used in updating the IHR. She added that it was necessary to review the 
parameters used to announce the pandemic, such as the severity of the disease.  
 
Ms Jakab also said Member States took different approaches regarding public health 
measures due in part to the fact that the availability of vaccines differed among them: 
these included decisions on who to vaccinate.  She added that it was necessary to look at 
how to better harmonise public health measures between Member States and how to 
improve risk communication. In her view, risk communication was poor. 
 
Question – Karin Kadenbach, MEP 
Ms Kadenbach commented that it was better to be complaining about millions of unused 
vaccine doses than millions of deaths. She asked, however, whether the EU institutions had 
been sufficiently empowered to address the exaggerated perceptions of the pandemic, and 
she enquired whether the EU needed additional powers in order to manage perceptions 
better. She also asked how the EU intended to recover credibility, which had been severely 
affected. 
 
John Ryan said that the planned reform of the legislation on communicable diseases would 
reinforce the possibility for EU to react. 
 
Zsuzanna Jakab indicated that there were a lot of uncertainties during the Pandemic and 
this was important to bear in mind when considering the decisions made at the time. She 
underlined that the EU had to use the precautionary principle to protect the lives of its 
citizens. She also said that it was important to build more flexibility into pandemic plans in 
the future, to enable them to be scaled down if pandemics turn out to be moderate or mild. 
 
Question – Corinne Lepage, MEP 
Ms Lepage asked Ms Jakab about her speech on 1 September 2009, in which Ms Jakab was 
clear about potential side-effects and which risk groups had to be vaccinated first (adults in 
good health being a priority). She asked why these recommendations were not followed. 
 
Zsuzanna Jakab said that ECDC’s role was that of risk assessment rather than risk 
management and advising on public health measures.  Its information did not get lost, but 
was shared via an Early Warning Response System (EWRS) conference with Member States 
every day during the pandemic.  
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This information was reviewed daily in a process involving the Commission and ECDC. She 
said however that ultimately, decision-making rested with Member States. Ms Jakab 
concluded that in the end the system did work. 
 
Anita Janelm also said that risk management was primarily a Member State competence. 
She stressed that Member States had acted in accordance with the worldwide consensus 
among experts that this was a strong threat. Given the unpredictable nature of viruses, 
decisions would still have to be made, even with flexible plans. 
 
Question – Marisa Matias, MEP  
Ms Matias stated that the way this was dealt with had undermined the credibility of the EU 
institutions. There was public outrage at the fact that so much public money was spent on 
vaccines and the pandemic never really emerged, and vaccines were wasted. She asked 
why the process wasn’t more transparent and what would be done to restore public 
confidence in EU institutions. 
 
Andrzej Rys said that communication with public and health professionals was a critical 
issue raised at the July conference of the Belgian Presidency. This included confusion over 
the name of the virus resulting from a series of name changes and a lack of uniformity 
between Member States as to its definition. In addition, he said, a criticism in many 
Member States was that health professionals were not informed properly and many did not 
believe the information they received or had access to the right types of information.   
 

3.2 Panel 2 – Prospective: Lessons drawn from H1N1 in 2009-2010 
 
The second panel considered the lessons learned and the changes needed in the way the 
EU prepares for and reacts to future pandemics. The key question to be addressed was the 
following: 
 

 What changes should be made to EU response planning, in particular with regard to 
ensuring independence, excellence and transparency of decision-making? 

 
Four speakers took part in the second panel: 
 

 Paola Testori Coggi: Director-General DG SANCO 
 Dr. Daniel Reynders: Member of the Inter-Ministerial Commission on Influenza of 

Belgium, Belgian Presidency. 
 Thomas Lönngren: Executive Director, EMA 
 Marc Sprenger: Director, ECDC 

 

3.2.1 Paola Testori Coggi, Director-General DG SANCO 
 
Ms Testori Coggi explained that the Commission is preparing a series of initiatives under 
the EU’s new competence, as provided by Article 168 in the new EU Treaty. This included a 
new legislative proposal to set up a system ensuring better coordination and response at 
EU level. This would provide the legal basis for coordination with Member States, e.g. via 
the HSC, in areas such as vaccination strategy. 
 
Ms Testori Coggi recognised the need to address transparency in the pricing and availability 
of vaccines. She said that in the past, Member States were in an unfavourable position as a 
result of purchasing agreements and confidentiality clauses with the pharmaceutical 
industry. However, she said the Commission was addressing this by working on a joint 
procurement mechanism which could include a common contract and stockpiling measures.  
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She also recognised that the right messages had not been passed either to the public or to 
health professionals during the pandemic. She said that this was another area where the 
Commission was going to act. 
 

3.2.2 Daniel Reynders, Member of the Inter-Ministerial Commission on Influenza of 
Belgium, Belgian Presidency 
 
Dr Reynders attended the workshop on behalf of Mrs Onkerlinks, Belgian Vice-Prime 
Minister and Minister for Health. He outlined the main steps taken under the Belgian 
presidency to follow-up the pandemic, beginning with the July conference: its aim was to 
identify lessons learned from the 2009 pandemic and provide a scientific and technical 
basis for the later ministerial meeting. One of the conclusions reached at the conference 
was the need for rapid submission of coherent data from health monitoring authorities. In 
September, Council conclusions were adopted.  
 
Dr Reynders highlighted the need for better cooperation and coordination among Member 
States, institutions and international and regional organisations, particularly in the early 
management of the pandemic, to curtail its severity. Production, dissemination and 
distribution of vaccines were among the areas in which coordination and cooperation 
needed to be stepped up most. In addition, communication between Member States, the 
EU and the rest of the world needed to be improved from the virological, serological and 
epidimiological point of view. Communication vis-á-vis the general public also needed to be 
stepped up, an issue the Belgian Presidency will address. 
 
He said that a joint purchasing mechanism would guarantee that all EU citizens would have 
access to high quality vaccines and provide greater solidarity among Member States.  
 
He added that transparency of scientific recommendations would be indispensible in the 
future, as underlined by the Council’s recommendations of June 2009.  
 

3.2.3 Thomas Lönngren (EMA) 
 
Mr Lönngren said that the Belgian conference had highlighted the need to improve 
involvement of healthcare professional and patient representatives in EMA’s work. He said 
EMA was actively looking at this.  
 
He said a more flexible approach was required for the authorisation of pandemic vaccines. 
The uncertainty of pandemic viruses underlined the need to consider different influenza 
strains, varying levels of severity and expected threats and targeted population, so that 
proper clinical trials have been carried out before a pandemic occurs. 
 
Mr Lönngren highlighted the need to strengthen the link between regulatory and public 
health authorities regarding authorisation and vaccination strategy. The goal for the future 
was to consider mechanisms which accelerate the availability of pandemic vaccines for all 
EU citizens. One area which could benefit from this is the availability of data from clinical 
trails. This requires the development of a standard clinical protocol for the testing of 
vaccines and for facilitating a rapid analytical approval and spontaneous system. 
 
With respect to post-authorisation activities, Mr Lönngren commented that the roles and 
responsibilities of stakeholders need to be clearer, capacity-building should be strengthened 
and the network of centres funding safety and effectiveness studies needs to be improved. 
Post-authorisation data collection could be facilitated by using existing immunisation and 
pregnancy registers. 
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He added that there was value in continuing to use industry-sponsored studies. However, 
there needed to be a balance between this and complimentary independent large publicly 
funded studies.  
 

3.2.4 Marc Sprenger, Director, ECDC 
 
Mr Sprenger identified three lessons for ECDC. First, public health experts need to produce 
more sophisticated earlier risk assessment of the level and type of threat posed by new 
viruses. He expressed a desire to include more parameters in ECDC’s risk assessment than 
just the number of cases and geographical spread of the virus. This he said would require 
more sophisticated data collection systems system on influenza in the EU. Mr Sprenger 
emphasised that investment in national public health institutes, their laboratories and the 
systems feeding into them were essential to ensuring the provision of excellent data. Such 
data he said, was key to producing strong risk assessments. 

 
Second, better analysis of risk levels is needed to justify public investment in the 
development and deployment of new vaccines needs. This should include socio-economic 
analysis of the costs, benefits and risks of launching such vaccination campaigns. In the 
case of an emergency vaccine it will be especially important to have formal checks to 
ensure earlier decisions are reviewed in the light of new analysis and information. 
 
Third, risk communication needs to become more sophisticated. Mr Sprenger highlighted 
the need to better understand which messages and media are most effective in reaching 
the people.  The pandemic highlighted the importance of health care workers in 
communicating ECDC’s message to the public.  
 

3.2.5 Questions and discussion 
 
Question – Anne Delvaux, MEP 
Ms Delvaux questioned whether there was political will to make the necessary changes, 
bearing in mind that the same need for coordination among Member States was highlighted 
by the Commission in 2001 and 2005. No progress would be made unless the political will 
was there.  She also asked if it was possible to ensure that one uniform message would be 
sent out to the public, as contradictory messages between countries regarding vaccinations 
put EU citizens in a difficult situation. 
 
Paola Testori Coggi confirmed that there was real political willingness, demonstrated by 
the Council conclusions adopted two weeks previously which asked the Commission to 
make a proposal for a joint procurement mechanism. She compared the situation two years 
ago, when Member States didn’t want vaccine stockpiles or joint procurement. 
 
Dr. Daniel Reynders noted, however, that there was not yet a harmonised position across 
the 27 Member States in respect of crisis management. He believed the initiatives taken in 
2001 and 2005 have allowed progress to be made and have contributed to greater 
coordination among Member States, though further progress is needed. 
 
Ms Dagmar Roth-Behrendt, MEP, commented that WHO could not fulfil the needs of all 
the regions of the world. She agreed with the need for more and earlier assessments and 
recognised the efforts made by EMA and ECDC. However she said that the main points 
were the need for new legislation and cooperation between Member States. 
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Question – Corinne Lepage, MEP 
Ms Lepage referred to Mr Sprenger’s opening remarks and asked what he was going to do 
to guarantee the independence of ECDC’s experts. She said that the EU’s response had cost 
a huge amount of money, engendered distrust throughout the population and wasn’t 
effective in dealing with the epidemic. She added that it was necessary to guarantee 
expertise that is completely independent from vaccine manufacturers. She added that the 
discussion hadn’t addressed liability. She also stressed the importance of good 
dissemination of information to the public. 
 
Marc Sprenger said, in terms of independence, that ECDC had a committed staff. 
Moreover, the declarations of interest of external ECDC experts were posted on the 
“Transparency” page of the Centre’s website. He added that in-house experts were used 
during the pandemic, so there was no dependency on people with links to the industry. He 
added that ECDC also consulted its advisory forum. 
 
 
Question – Michèle Rivasi, MEP 
Ms Rivasi commented that she was impressed by Ms Testori Coggi’s commitment and 
confirmation that the political will was there. However, she said, credibility was required to 
create an EU of solidarity with regard to vaccinations. She said EMA receives 80% of its 
funding comes from pharmaceutical labs and therefore there was a problem regarding 
conflicts of interest. She commented that the British Medical Journal had criticised the fact 
that two EMA experts participating in the authorisation process for the “Tamiflu” vaccine 
were also associated with the laboratory producing the vaccine. Ms Rivasi highlighted that it 
was important to ensure no conflict for those deciding on authorisation. She added that 
transparency of clinical studies is also important. 
 
Thomas Lönngren commented that the scientific committees are independent of him as 
the executive director of EMA. Committee members are nominated by each of the Member 
States. In addition, he said that the EMA had a robust system in place (including the 
rapporteurship, co-rapporteurshop and peer review system mentioned in his presentation) 
to manage any conflicts of interest of its members as well as quality assurance measures to 
ensure no connection between the financing of the Agency and the independence of the 
scientific committees. He stressed that it was not possible for an individual member to 
influence a decision. He added that on 7 October he would take this up with EMA’s 
Management Board to further strengthen the way conflicts of interest were addressed. 
 
Question - Michèle Rivasi, MEP 
Ms Rivasi asked Mr Lönngren if he could provide a list of names of experts and their 
declarations of interest. She also asked Mr Lönngren for a commitment that clinical studies 
that were carried out on market authorisations would be made available.  
 
Thomas Lönngren stated that members’ conflicts of interest were publicly available on 
EMA’s website. With regard to access to documents, Mr Lönngren said that a public 
assessment report with various types of clinical data was available after authorisation. 
However, he said that due to the volume of the files it was not possible to make all 
information directly available to the public. He added that the new transparency policy he 
will propose will address access to documents, to make all kinds of clinical study material 
available to the public. 
 
Ms Georgette Lalis commented that public availability of results of clinical trials was 
regulated by EU legislation on market authorisations and it was not up to the Agency to 
determine this.  She added that The Commission was reviewing the Clinical Trials Directive 
(Directive 2001/20/EC) so it would be open to debate as to what kind of public awareness 
was preferable. She noted that only following parliamentary action has more information on 
clinical trials on children been made publicly available. 
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Question – Marisa Matias MEP  
Ms Matias welcomed the legal framework and the steps towards improved management of 
vaccine stocks. However she said that the debate kept coming back to transparency and 
credibility, on which there was a lot to be done. She asked how credibility could be 
recovered and how transparency could be guaranteed in the future. 
 
Marc Sprenger: Expressed his and ECDC’s concern about public confidence, saying that 
this affected childhood vaccination for diseases such as measles. He believed that WHO 
understood the effect of declaring a “pandemic”, including the message conveyed and 
wrong associations made with using the word.  He commented that more investigations 
were needed to get a better assessment and prediction in the future, and this was a 
responsibility of ECDC. 
 
Paola Testori Coggi made a comparison with the EU legislation on animal vaccines, in 
which the Commission determines vaccination strategy, including questions such as which 
part of the EU is to be vaccinated and how many animals have to be vaccinated. She added 
that this was not an area contested by Member States, but rather one where they follow 
the EU lead because of the strong legal basis. She said that public health in the EU was at 
the beginning of this process. 
 
Thomas Lönngren noted that the new influenza vaccine for the season included H1N1.  
 
Question – Antonyia Parvanova, MEP 
Ms Parvanova proposed that a request be made to the EU’s Internal Audit Service to ask for 
audits of both the EMA and ECDC, including their actions related to the pandemic. She 
asked Mr Lönngren and Mr Sprenger if the two agencies would be willing to co-operate on 
this. 
 
Thomas Lönngren said that the EMA, Commission audit service and Court of Auditors 
conducted regular internal audits on all procedures in place, including audits on the way 
they handled the pandemic. He said he saw no problem with having another audit carried 
out.  
 
Marc Sprenger also confirmed there was no problem with new audits being carried out. 
 
Question – Bart Staes, MEP 
Mr Staes mentioned a 2006 report adopted by the European Parliament that provided a 
series of recommendations. He asked whether DG SANCO had looked at these and whether 
any had been followed. 
 
Paola Testori Coggi said that the recommendations had been considered by the 
Commission in developing their policy. 
 
Question – Glenis Willmott, MEP 
Ms Willmott referred to the question on transparency and the relationship between 
professional links to pharmaceutical groups through research grants, adding that she was 
pleased to see declarations of interest in ECDC and EMA being made public. However, she 
asked why the same couldn’t be done with WHO. 
 
Zsuzanna Jakab explained that an emergency committee was responsible for advising the 
Director General in declaring the pandemic and post pandemic phases. She commented 
that it was a deliberate decision by the WHO not to make the membership of this 
committee public at the time it is established, but only when they finished the work. The 
reason for this was to avoid political pressure and pressure from the pharmaceutical 
companies. Now that the Director General had declared the pandemic over, she said, the 
composition of the group was on the WHO website, together with declarations regarding 
conflicts of interest of the members. 
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Ms Jakab said, however, that as part of WHO’s review process, consideration was required 
as to whether this was the right approach or whether the committee’s composition should 
be made public.  

 
Françoise Grossetête, MEP, remarked that scrutiny was being exercised over the EU 
agencies every year. She further stated that the EMA had an excellent reputation as one of 
the best agencies in the EU, and she contested the questions raised by other MEPs.  
 
Question – Linda McAvan, MEP 
Ms McAvan asked a series of questions concerning the public procurement of vaccines. She 
wanted to know what the timetable was for the Commission’s proposal on joint 
procurement, the price differential paid by Member States for the vaccines, and whether 
this was a problem for some Member States in getting vaccines they needed. She said that 
Member States would respond positively if they felt they were going to save money by 
having a common procurement policy. 
 
Jo Leinen, MEP, asked if there was a plan to help countries that were not in a position to 
carry out procurement, in other words some sort of solidarity system. 
 
John Ryan responded by noting that on 13 September 2010 the Council asked the 
Commission to prepare a report on the issue of joint procurement. The Commission has 
prepared a document which has analysed the different procurement options available under 
procurement law. This document was discussed at a meeting of the HSC meeting on 30 
September and 1 October. The Commission was now planning to finalise the document and 
bring it to the Health Council at the beginning of December: Member States then would 
have the opportunity to discuss the issue based on an in-depth analysis of the legal 
options, including a joint procurement mechanism. 
 
Mr Ryan said there were significant price differentials among the Member States that had 
prior purchase agreements for pandemic vaccines in 2008 and 2009. He said that the prices 
were based on the size of the population they were going to vaccinate, along with other 
factors including the delivery requirements and liability conditions for the vaccines.  Thus, a 
number of variables affected prices among countries. The purpose of the Commission’s 
initiative is to have a more harmonised approach towards negotiation of the price 
conditions and other contractual conditions with the industry. 
 
Question – Karin Kadenbach, MEP 
Ms Kadenbach asked if there were there any shortages of vaccines for people to buy during 
the Pandemic. 
 
John Ryan confirmed that there were for some Member States that had no prior purchase 
agreements for the pandemic vaccine. For this reason, he said, the Commission tried to 
organise a harmonised tender procedure, bringing together those countries which had no 
prior purchase agreements in order that they could issue tenders based on the experience 
of the others. Secondly, he said the Commission organised a transfer/brokerage system 
between those MS who had too much and those who didn’t have enough vaccines.  
 
Question – Karin Kadenbach, MEP 
Ms Kadenbach addressed her question to Mr Sprenger. She recognised that the pandemic 
had affected vaccinations within the EU. She commented that childhood diseases were 
going down but these were still ‘mass diseases’.  
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Marc Sprenger stated that a form of anti–vaccine lobby existed, which was quite 
dangerous as they were spreading scare stories not based on evidence. While he stressed 
the importance of the legal dimension, he said that doctors needed to be convinced of the 
importance of vaccines. There was a problem if they did not understand the evidence 
behind it. He also mentioned that 16 November was European Antbiotics Day to encourage 
medical doctors to reduce prescriptions of antibiotics. He hoped that next year we would 
have a day devoted to paying attention to the importance of vaccinating people against 
influenza. 
 
Question - Michèle Rivasi 
Ms Rivasi referred to the debate between Member States and the Commission on the 
question of contracts with laboratories and liability for side effects. She asked what the 
panel’s position was on the question of liability for the influenza vaccine being assigned to 
Member States, adding that this is the first time this kind of thing has happened. She 
referred to alleged cases of narcolepsy which arose in Sweden. She asked that if the EMA 
had responsibility in the field of liability and what would they do to ensure that there are in-
depth studies so as to identify whether this narcolepsy was the result of the influenza 
vaccine, adding that the ECDC should also be involved. 
 
Mr Sprenger stated that he recognised that the EMA was taking the lead regarding the 
question of side effects and the ECDC was providing input. He said that it is not sure that 
reported effects were related to the vaccination. For this reason, the ECDC have started, in 
collaboration with EMA on a ‘case control study’, to look at cases and compare them with 
non-cases which are not vaccinated. If not linked to the vaccine, ECDC wants to consider 
how they could provide this information to citizens. 
 
Thomas Lönngren said that the EMA had collected these cases in their database. He 
pointed out that for the moment there was no current confirmation that these cases were 
related to the vaccine. He confirmed that the EMA had initiated studies and they were 
expecting some results early in 2011. 
 
Ms Lalis commented that the question of liability in the EU was very complex. She said 
that EU law was clear, in that the industry was liable for secondary effects over and above 
what is notified in the requests for authorisation She commented that under the contracts 
between Member States and the industry, the state acts as a legal person and yet there is 
liability as a result of legislation. On the basis of EU legislation, Ms Lalis said in her opinion 
as a lawyer she didn’t think liability could be transferred to Member States. 
 
Paola Testori Coggi commented that the question of liability was part of the 
Commission’s discussions for the new model contract for vaccine purchases. She added, 
however that the Commission does not have access to all the previous contracts as many 
Member States signed a confidentiality clause restricting them from divulging the contract 
to third parties. She said that the Commission had reviewed five contracts in its work to 
prepare a new model contract. 
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4. CONCLUDING REMARKS 
 
Mr Leinen, MEP, introduced the two co-rapporteurs involved with the health working 
group within the ENVI committee: Alojz Peterle and Glenis Willmott. 
 
Alojz Peterle, MEP, commented that the workshop was very necessary and valuable and 
had provided a useful exchange of views.  The purpose of involving non–members of ENVI 
committee, he said, was based on the committee’s desire to take a multi-disciplinary 
approach and involve members of other committees given their interest in such matters. 
He added that as MEPs they had to be watchful of what the voters had to say. The public 
had a lot of questions including, for example, concerns about the fact that doctors had 
vaccinated patients but not themselves.  
 
Looking to the future he said health budgets were under increasing pressure and in such 
cases it was often prevention that suffered first. The key point was to ensure that in the 
future the EU doesn’t rush headlong into certain conclusions which may have high costs 
attached to them. Proper risk assessment on the basis of clear and independent scientific 
foundations is necessary. 
 
He welcomed the Commission’s work to prepare new legislation. There now appeared to be 
the political will for this. In addition, the institutions in attendance had made it clear that 
there are good reasons to improve transparency and independence and also to prevent any 
conflicts of interest to boost trust and confidence. He looked forward to further in depth 
debates on these issues. 
 
Glenis Willmott, MEP, said that there was obviously a case for questioning the large 
amounts of vaccines purchased. However, she believed that either way there would have 
been problems, including great criticism if public health authorities hadn’t been prepared 
for the worst. 

 
However, she believed that valid and reasonable questions had been raised regarding 
transparency of decision making, particularly with regard to the experts and advisors and 
private interests. These would provide plenty of useful ideas and evidence for this 
Committee’s report on the handling of this pandemic. 
 
Ms Willmott also felt that there was a clear overwhelming logic to joint procurement if 
necessary for future pandemics, and that would strengthen the EU’s overall bargaining 
hand and ensure fair terms and conditions for Member States, which was particularly 
important for the smaller Member States 
 
She concluded by saying that it was necessary to make sure the EU learnt from the past, in 
order to ensure better and more transparent procedures in the future. 
 
Michèle Rivasi, MEP, concluded by thanking all the participants involved in the workshop. 
She stressed the need to ask questions at EU level with a view to improving the system. 
She noted that a committee of enquiry in the French Senate and a report from the 
Parliamentary Assembly of the Council of Europe had raise important questions about 
Europe’s handling of the crisis. Citing the French Senate report, Ms Rivasi said that some of 
the advice and decisions were problematic because they distorted priorities within the 
healthcare services across EU causing a waste of funds and unjustified fears on the health 
risks for the population at large8. Ms Rivasi commented that as a result, people have lost 
faith in the EU. 
 

                                                 
8Available at http://www.senat.fr/commission/enquete/Grippe/index.html 
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Ms Rivasi said that it was necessary to re-establish the credibility of EU institutions in the 
eyes of EU citizens. In order to move forward she said, it was necessary to analyse the past 
and identify dysfunctions in a constructive way.  
 
Ms Rivasi expressed the need to redefine pandemics, and not to rely on organisations such 
as WHO. She added that it would only be possible to build Europe by being critical as well 
as being constructive of WHO. 
 
Ms Rivasi also said it was necessary to show what EU was doing to encourage the public to 
receive vaccinations, and concluded that expert advice is needed on the question of the 
impact of a mass vaccination campaign and on barriers vaccination. 
 
Ms Rivasi also indicated that a key question lies in defining the roles of the ECDC, EMA, 
Commission and Council. She said that another hearing would be held in cooperation 
between Member States and the European institutions, and she felt that a lot more could 
be done regarding cooperation and coordination.  Only by working together would progress 
be made, she said. The EU needs to recover its credibility in case a deadly virus arrives in 
the future. She also agreed with the need for common procurement so that certain MS 
don’t suffer higher prices. 
 
Mr Leinen, MEP, closed the workshop, saying it had provided a valuable meeting for the 
Parliament and the ENVI Committee. He stated that EU citizens wanted European 
institutions to think through and analyse what had happened. There had been shortcomings 
in the handling of the pandemic, and these raised the question of how to do things better in 
the future. He ended the workshop by thanking experts for coming, expressing his 
gratitude for their attendance and wishing them every success in their further work.  
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ANNEX I: Programme 
 

Workshop on the Influenza Pandemic A (H1N1)  
The response of Member States and the European Union 

Committee on the Environment, Public Health and Food Safety (ENVI) 
with the support of the  

Policy Department AEconomy and Science 
 

Tuesday 5 October 2010 from 10.00 (indicatively) to 12.30 hrs 
European Parliament, Room JAN2Q2, Brussels 

 
AGENDA 

 
ntrod
0.00   Mr Jo Leinen, ENVI chairman 
I
1

uction 

 
Part 1
10.05  General overview over the pandemic influenza preparedness and response planning in 

the European Community

: Retrospective 

 in 2009 

John F Ryan, European Commission, DG SANCO Head of Unit  ‐ Health Threat 
 
10.15  5  panellists  (in  charge  during  that  period),  each  to  give  a  statement  of  max  4 

minutes 

  Assessment of the response to H1N1 in 20092010 

K
‐
ey questions:  
 Has the EU reacted in an appropriate, responsible and transparent manner to 
H1N1? 

‐ Has there been careful consideration of risks and benefits on the basis of available 
data on H1N1 for the authorisation of vaccines and antiviral medication? 

‐ Have there been deficiencies with regard to independence, excellence and 
transparency of decisionmaking? 

Andrzej Rys, DG SANCO, Director of Public Health and Risk Assessment 

Georgette  Lalis,  DG  ENTR,  Director  of  Industrial  Innovation  and  Mobility 
Industries 

 

Anita Janelm, Representative of the former Swedish Presidency, Senior Adviser for 
the Division for Public Health in the Ministry for Health and Social Affairs. Former 
chair of the Friends r pandemic preparedness  of the Presidency group fo

Thomas Lönngren, EMA, Executive Director 

suzsanna  Jakab,  ECDC  Former  Director  at  present WHO  Regional  Director  for Z
Europe 
 

0.35  Questions by MEPs to panellists (max 1 min for question, max 2 min for answer) 
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Part 2 ospective 

1.15  4 panellists (in charge now), each to give a statement of max 4 minutes 

: Pr
 
1
 

Lessons drawn from H1N1 in 20092010 
 

Key question:  
 

 

What changes should be made to EU response planning, in particular with regard to 
ensuring independenc  of decisionmaking? e, excellence and transparency

Paola Testori Coggi, Director‐General, DG SANCO 

Dr.  Daniel  Reynders  ,  Belgian  Presidency,  Member  of  the  Inter‐Ministerial 
Commission on Influ oenza  f Belgium 

Thomas Lönngr tive Director en, EMA,  Execu

Marc Sprenger, ECDC, Director 
 

11.31  Questions by MEPs to panellists (max 1 min for question, max 2 min for answer) 
 
Conclusion 
12.15 Michèle Rivasi, MEP, Rapporteur on H1N1 

12.20 Alojz Peterle, MEP, EPP cochairman ENVI, Working Group on Health 

1
 
2.25 Glenis Willmott, MEP, S&D cochairman ENVI, Working Group on Health 

C
1
 

losure 
2.30  Jo Leinen 
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