Follow up to the European Parliament resolution on evaluation of the management of H1N1 influenza in 2009-2010 in the EU, adopted by the Commission on 22 June 2011
1.
Rapporteur: Michèle RIVASI (Greens/EFA/FR)

2.
EP reference number: A7-0035/2011 / P7-TA-PROV(2011)0077
3.
Date of adoption of the resolution: 8 March 2011

4.
Subject: Management of the H1N1 influenza

5.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)

6.
Brief analysis/assessment of the resolution and requests made in it:
The Resolution raises the following main points:

· Requests clarifications of roles, duties, remits, relationships and responsibilities of key actors at EU level for management of health threats. (§2)
· Emphasises the need to reinforce cooperation between Member States and the ECDC to ensure coherent risk management in a pandemic, in line with International Health Regulations; and to reinforce pandemic preparedness by different sectors in the framework of the Health Security Committee. (§5, 4)
· Calls for improvement of cooperation between Member States, institutions and international and regional organisations, to determine the severity of an outbreak and make appropriate management decisions. (§6)
· Urges the WHO to revise the definition of a pandemic. (§8)
· Calls on Member States to involve health professionals more closely. (§9)
· Urges the EU to allocate more resources into research regarding preventative measures for a pandemic and calls for continued investment in national epidemiological, serological and virological surveillance. (§10, 11)
· Supports joint procurement of vaccines, recalls the need to cater for supplying developing countries, and calls for liability for side effects of vaccines to be assured by suppliers in future contracts. (§13)
· Stresses the need for independence of the ECDC; and invites the ECDC to review best practice on national pandemic preparedness and to make recommendations. (§16)
· Recommends vigilance and transparency with regard to evaluation of and reporting on medicinal products recommended in the event of health emergencies. (§17)
· Underscores the need for studies independent of pharmaceutical companies on vaccines and antivirals including with regard to monitoring of vaccine coverage. (§18)
· Stresses the need to ensure that scientific experts have no financial or other interest in pharmaceutical industry and requests the development of a European Code of conduct, and exclusion of pharmaceutical experts from decision making. (§19)
· Calls on the Commission, with support of EMA, to improve the accelerated procedure for placing on market of medicinal products designed to respond to a health crisis. (21)
· Calls for an assessment of the influenza vaccination strategies recommended in the EU, covering efficacy of vaccines, risk benefit analysis and target groups. (§22)
· Calls on Member States to report on the following information to the Commission by 8.9.2011 on the following issues; and for the Commission to report in March 2012. On vaccines: number of doses purchased; expenditure, number of doses used, number of doses stored or returned to manufacturer; On the disease and side effects of vaccines and antivirals: number of H1N1 infections, number of deaths due to H1N1, number and nature of side effects of vaccination. (§23)
· Recalls to EMA the requirement to make available all information on clinical trials, research protocols and undesirable effects of medicinal products. (§24)
· Requests adoption of a common definition to all European public health authorities of what constitutes a conflict of interest; calls for such conflicts of interest to be brought to the attention of the European Parliament by means of an investigation by the Committee on budgetary control; calls for publication of declarations of interest of experts who advise European public health authorities. (§27-29)
· Underlines need to have clear and coherent communication by Member States on health hazards. (§30)
· Calls for a global European strategic approach to at risk groups and how to communicate with them in case of pandemics, building of trust with media, setting up a select group of available experts to answer questions from journalists, stressing the accountability of information professionals. (§32)
· Asks for a more comprehensive collection and rapid submission of coherent data from national health monitoring authorities to competent EU authorities. (§34)
· Stresses the need for the Commission and Member States to swiftly undertake the necessary revisions, including better vaccination and communication strategies, to build confidence in public health measures to prepare for pandemics. (§35)
7.
Response to requests and overview of action taken, or intended to be taken, by the Commission and ECDC:
The Commission has published two assessment reports on the management of the H1N1 pandemic and on vaccination strategies during the pandemic. These have been sent to the European Parliament and published on the Commission website. The ECDC is working with the Commission and the WHO in updating pandemic preparedness indicators.

These evaluations, together with other evaluations carried out at national and international level (WHO), will form the basis for a follow up list of European level actions to be agreed in the Health Security Committee.

The Commission will examine with Member States and Community Agencies the extent to which the requested information on vaccines, on the disease and on side effects of vaccination can be provided.

As regards strengthening EU capacity, the Commission has included in its work plan for 2011 a review of the legislation on communicable disease including the issue of preparedness planning for pandemics.

The Commission is currently preparing a voluntary framework for joint procurement of pandemic vaccines, drawing on Member States' experience with the pandemic vaccine against H1N1. This mechanism is due for delivery by the end of 2011.

As regards seasonal influenza prevention, in 2009 the Council adopted a Recommendation on seasonal flu vaccination
, with specific targets for Member States for immunisation coverage by 2014-15. The Commission will prepare an interim implementation report on progress made by the end of 2013.

The Commission and the ECDC will be participating in WHO meetings to review pandemic preparedness planning in light of experience gained with H1N1 pandemic. The ECDC is developing a work-plan with WHO Regional Office for Europe to this effect. A review of the operation of the International Health Regulations has also been issued.

Working with Member States, the ECDC has enacted a new approach to estimating the severity of influenza epidemics and pandemics this season and will continue to do this each future season as a way of preparing for eventual pandemics.

Concerning risk groups and other groups to be offered immunisation, the ECDC is strengthening its evidence-based approach for the new seasonal influenza, while recognising that each pandemic is different. In addition, it has a long-term programme for estimating the effectiveness of vaccines each year.

The ECDC has published the declarations of interest for its influenza staff and does so for all those who advise the ECDC on influenza.

The roles of the European Medicines Agency, the European Commission and the Member States as regards medicinal products are defined in EU pharmaceutical legislation.

The EU pharmaceutical legislation only addresses the issue of liability as regards the use of unauthorised medicinal products. In all other cases, national law in Member States applies.
The European Parliament and the Council have just adopted a new legislation on pharmacovigilance (31.12.2010) that will further strengthen and rationalise the current system for monitoring the safety of medicines on the European market improving patient safety and public health through better prevention, detection and assessment of adverse reactions to medicines.

EU legislation on medicinal products already contains the detailed provisions to ensure the robust scientific evaluation of medicinal products and where necessary an accelerated authorisation. Procedures are in place to address exceptional situations such as a pandemic and they have proved their value in the context of the crisis. Furthermore, EMA has developed specific guidance for an assessment procedure for pandemic influenza vaccines that permitted their rapid availability before the pandemic peak emerged (the mock-up strategy).

Before authorising any medicinal product, clinical trials on the efficacy of the medicinal products are carried out in the normal course of events by the pharmaceutical companies, as part of the normal evaluation of the medicines. The effectiveness of the pandemic vaccines was confirmed by a number of public health authorities under the coordination of the ECDC. Studies on the safety of vaccines on pregnant women are ongoing in the European Medicines Agency.

The names of all members of the committees and working parties of EMA are already public, together with their declaration of interest. Moreover, EMA has recently revised its rules on conflict of interest which will become applicable in July 2011. The declaration of all other experts included in the EMA database will also be gradually published.

EMA has reinforced its transparency policy by adopting the new rules on access to documents in October 2010. This covers for example the access policy to the EudraVigilance Database (database of adverse reactions).
-----------
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