Follow up to the European Parliament resolution on Tuberculosis Vaccine Initiative(TBVI) – practical implementation of the Europe 2020 strategy with a view to meeting MDG 6 and eliminating tuberculosis by 2050, adopted by the Commission on 4 May 2011
1.
Political Groups which tabled the resolution pursuant to Rule 115(5) and 110(4) of the European Parliament's Rules of procedure: EPP, S&D, ALDE, Greens/EFA, ECR

2.
EP reference number: B7-0075/2011 / P7-TA-PROV(2011)0039
3.
Date of adoption of the resolution: 3 February 2011
4.
Subject: Tuberculosis Vaccine Initiative (TBVI) – practical implementation of the Europe 2020 strategy with a view to meeting MDG 6 by 2015

5.
Brief analysis / assessment of the resolution and requests made in it:
The resolution quite broadly describes Millennium Development Goals and the Lisbon Strategy and their connection with tuberculosis. It also highlights the need for research in Neglected Infectious Diseases, including tuberculosis. In addition, it notes that the incidence of tuberculosis remains a cause of concern, that drug-resistant tuberculosis poses a serious problem and that there is the need to develop new vaccines against tuberculosis.
Point 3 is of special interest and specifically states that "Calls on the Commission to explore innovative funding channels, such as the establishment by the Member States and/or the Union of a financial guarantee to enable funding for the TBVI to be obtained from European Investment Bank, with a view to securing finance for research in developing countries into neglected diseases and those involving little profit potential;"
6.
Response to requests and overview of action taken, or intended to be taken, by the Commission:
The Commission shares the view that common efforts are needed to fight infectious diseases like tuberculosis and address the special needs of the poor. Tuberculosis has since long been among the priority areas in Framework Programmes for Research and Development (FPs). FP6 and FP7 have provided support to tuberculosis research in the areas of diagnostics, drugs and vaccines with a total EC contribution of more than € 130 million, out of which vaccine research has been supported with € 48 million.

However, there is a lack of opportunities for late stage clinical trials of tuberculosis vaccine candidates. This bottleneck in TB vaccine development has encouraged the establishment of the Public-Private-Partnership Tuberculosis Vaccine Initiative (TBVI) in 2008 with the support of the FP7 Cooperation Health Programme with the objective of raising funding mainly from the private sector.

The newly developed vaccine candidates of TBVI are in preclinical or early clinical development, but we have today no clinical data available to support the notion that any of the vaccine candidates under development would show a better efficacy than the existing Bacille Calmette-Guérin vaccine (BCG).

The funding mechanism with financial guarantees suggested by TBVI is an interesting model, which could in the future mature into an applicable mechanism. However, this requires a careful analysis of the future detailed business plan and risk analysis.

Furthermore, even if TBVI is able to secure major financial support from the private sector, there is no guarantee of success due to the shortage of validated and/or successful vaccine candidates.

The TBVI should not be seen in isolation from other European initiatives. To address bottlenecks in clinical development, the European and Developing Countries Clinical Trials Partnership (EDCTP) was established as the first "Article 169" initiative (now Article 185), where 14 Member States, 2 associated countries and the Commission jointly pledged a total of € 400 million to support research in clinical trial phases II and III for HIV/AIDS, malaria and tuberculosis in Sub-Saharan countries. The programme is scheduled to complete all currently running trials, including 8 on tuberculosis vaccines, by 2015.

The Commission will in FP7 continue the support for research for the development of new vaccines against infectious diseases including for neglected infectious diseases. As requested in point 3 of the resolution, the Commission will explore innovative funding channels for all initiatives in this area. The Commission services will follow the development of the TBVI business plan.
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