Commission Communication on the action taken on opinions and resolutions adopted by Parliament at the April 2009 I and II part-sessions
CONSULTATION PROCEDURE REQUIRING A SINGLE READING
European Parliament legislative resolution on a proposal for a Council recommendation on a European action in the field of rare diseases
1.
Rapporteur: Antonios TRAKATELLIS (EPP-ED/EL)
2.
EP reference number: A6-0231/2009 / P6_TA-PROV(2009)0288
3.
Date of adoption of the resolution: 23 April 2009
4.
Subject: rare diseases
5.
Inter-institutional reference number: 2008/0218(CNS)
6.
Legal basis: Article 152 of the Treaty establishing the European Community
7.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
8.
Commission's position:
The Parliament adopted 34 amendments to the proposal for a Council recommendation.
Amendment 1
Highlights the high number of rare disease patients due to the large number of rare diseases.
This point is supported by the Commission, and is clearly stated in the Communication.
Amendment 2
Comments that the prevalence rate for a rare disease of 5 per 10 000 should “be judged on a statistical basis subject to a scientific review.”
The Parliament included this amendment to provide flexibility for diseases that fall just above this defined threshold.  The key area where this threshold makes a difference is the legal definition in the Regulation on Orphan Medical Products, and this already allows for some flexibility for conditions with higher prevalence rates.  The Committee of Experts on Rare Diseases that we are establishing will be able to advise on borderline cases. Given these precisions, the Commission could accept the amendment.
Amendment 3
Calls for rare diseases to be catalogued and reviewed regularly by a scientific committee to determine the need for possible additions.
The Commission supports this proposal, which is addressed in article 4.2 of the Communication in reference to classification and codification of rare diseases through the revision of the WHO International Classification of Diseases (ICD).  Furthermore, this is also addressed in the recitals of the proposal for a Council recommendation.
Moreover, much of this work is being undertaken through the work of the Orphanet platform, which the Commission shall continue to support in the future.
Amendment 4
As for amendment 1.
Amendment 5
Calls for partnership with third countries such as the United States, and to improve quality of life of persons in developed and developing countries.
The Commission welcomes the stronger emphasis on international cooperation with both developing and developed third countries.  This is an opportunity for the EU to make a unique contribution toward improving health at a global level by sharing experiences and progress outside the EU.
Amendment 6
Calls for cooperation between research centres.
This is supported by the Commission.
Amendment 7
Emphasises the need for “accurate information, appropriate and timely diagnosis.”
This is supported by the Commission.
Amendment 8
Makes reference to the report of the Pharmaceutical Forum adopted on 12 October, 2008.  It proposes guidelines to enable Member States, stakeholders and the Commission to step up their efforts to guarantee easier and swifter access to orphan medicinal products within the European Union.
The justification for this amendment is to give specific mention to the guidelines set out in the Pharmaceutical Forum's final report that gives the Member States a political undertaking to eliminate bottlenecks with respect to access to OMPs.  In this context, the amendment is supported by the Commission.
Amendment 9
The original recital 20 calls for patients' representatives to be “supported, including financially, in each Member State.”  This amendment calls for support “also at EU level in terms of pan-EU patient support networks.”
Any additional Community funding is limited by the current Health Programme.
Amendment 10
Calls for “rehabilitation and habilitation” of rare disease patients to be included in national plans for rare diseases.
This is an issue for the Member States to address through their national/regional healthcare and social care systems.
Amendment 11
Calls for national plans to be established by 2010.
The Commission does not support this amendment, and in fact, following discussion in the Council, the date has been postponed to 2013.  This is to allow time for plans to be developed in requisite detail (a point also highlighted by the European Economic and Social Committee).
Amendment 12
Calls for “substantial and clearly designated funding” for national plans.
Funding for rare disease treatment is for Member States to consider.  The Commission hopes that these proposals will help to underline the importance of such investment, as well as helping to make best possible use of the funds that are available through European cooperation.
Amendment 13
Calls for Member States to declare whether they have any specialised centres and compile a catalogue of experts.
This can and has largely been achieved through the support of Orphanet.  The Commission nevertheless supports further work to develop this further, subject to resources.
Amendment 14
As for amendment 10, this amendment calls for “rehabilitation and habilitation” of rare disease patients, as well as making reference to Pharmaceutical Forum report.
Rehabilitation is an issue for the MS to address through their national/regional healthcare and social care systems.
Amendment 15
Calls for efforts to avoid hereditary rare diseases through genetic counselling of carrier parents, and, where legal, pre-implantation selection of healthy embryos.
Due to legal differences in the Member States with regard to screening as highlighted in the JRC report on Preimplantation Genetic Diagnosis in Europe,
 the Commission does not support this amendment. In any event, the Commission considers the ethical issues with respect to genetic counselling outside the competence of the EU to address.
Amendment 16
Calls for compassionate use of medicinal products which have no market authorisation within the Member States.
The Commission has already addressed the issue of "compassionate use" in the Communication on rare diseases.
Amendment 17
Calls for the establishment of multi-stakeholder advisory groups comprising all interested stakeholders to guide governments in the setting up and implementation of national plans.
The Commission has already implemented such a mechanism through the creation of the EUROPLAN project.  The Commission would only support such an amendment if specific reference to EUROPLAN was made.
Amendment 19
As for amendment 2.
Amendment 20
Calls for financial support for national a regional disease information networks.
Funding is for Member States to consider.  The Commission hopes that these proposals will help to underline the importance of such investment, as well as helping to make best possible use of the funds that are available through European cooperation.
Regarding additional Community funding, the limits on the current health programme are due to the overall Financial Perspectives set by the Parliament and the Council.  If the Parliament feels that more Community funding is needed for rare diseases, then the Parliament must address this through the budgetary procedures.
However, the Commission will consider the use of the Health Programme to support the most relevant databases and registries, such as Orphanet and EUROCAT, within the limits of current resources.
Amendment 21
Suggests making use of the possibilities for research offered by the Regulation (EC) No 141/2000 on orphan medicinal products.
The Commission supports this amendment.
Amendment 22
Promotes fostering knowledge-sharing and cooperation within the EU as well as with third countries.
The Commission welcomes the stronger emphasis on international cooperation with both developing and developed third countries.  This is an opportunity for the EU to make a unique contribution toward improving health at a global level by sharing experiences and progress outside the EU.
Amendment 23
Calls for “rehabilitation and habilitation” of rare disease patients to be included in national plans for rare diseases.
This is an issue for the Member States to address through their national/regional healthcare and social care systems.
Amendment 24
Calls for adequate and long-term funding.
The Commission's view is the same as for amendment 20.
Amendment 25
Calls for cataloguing of rare diseases and rare disease experts.
The Commission supports this proposal, which is addressed in article 4.2 of the Communication in reference to classification and codification of rare diseases through the revision of the WHO International Classification of Diseases (ICD).  Furthermore, this is also addressed in the recitals of the proposal for a Council recommendation.  Moreover, much of this work is being undertaken through the work of the Working Group on Classification and Codification of the Task Force on Rare Diseases, as well as the Orphanet platform, which the Commission shall continue to support in the future.
Amendment 26
Emphasises cross-border healthcare including mobility of patients and expertise.
The Commission supports this amendment as the concept has already received support in the Communication.
Amendment 27
Emphasises the involvement of patients in the activities of European reference networks.
Although the Commission considers that this point is already clearly made in the wording of the paragraph, there is no objection to the amendment as the Commission considers active involvement of patients important.
Amendment 28
Encourages, possibly with EU funding, centres and hospitals of expertise for professional training.
Funding for such training hospitals at the national level is for Member States to consider.  With regard to additional Community funding or co-funding, the limits on the current health programme are due to the overall Financial Perspectives set by the Parliament and the Council.  If the Parliament feels that more Community funding is needed for rare diseases, then the Parliament must address this through the budgetary procedures, for example through the structural funds.  The current Health Programme activities do not permit the support of large-scale training programmes.
Amendment 29
Calls for specific genetic testing (e.g. heterozygote testing and polar body diagnosis) to be included in the guidelines on population screening.
We support establishment and sharing of guidelines on screening and diagnosis that will allow patients and their families to make more informed decisions about their care and future.  However, it is for the experts to decide what should be included in the guidelines themselves, and this should not be pre-empted in the Recommendation.  Due to legal differences in the Member States with regard to screening practices, and the ethical choices that have to be made on the basis of that information, it is therefore outside EU competence to address. Thus, the Commission does not support this amendment.
Amendment 30
Calls for Member State assessment reports to be established within EMEA.
The Commission would prefer not to be so specific in the methodology; it is necessary to respect the role of the COMP and the role of the future Committee of Experts on Rare Diseases, without establishing at this point exactly the mechanism.
Amendment 31
Calls for structural support for investment in the Orphanet database.
The Commission supports this amendment, and intends to put measures in place to support Orphanet in 2010.
Amendment 32
Emphasises the independence of patient organisations and patients' representatives.  The amendment also calls to ensure that funding for patient organisations is not directly linked to single pharmaceutical companies, and again calls for the cataloguing of experts.
The Commission agrees with the importance of the independence of patient organisations and patients' representatives.  However, a patient organisation that is supported by a pharmaceutical organisation should not be considered non-independent solely on this basis; this is a matter to be assessed case by case, taking into account transparency of support and the lack of any conditions attached..
With regards to cataloguing of experts, as explained in the response to amendment 25, much of this work is being undertaken through the work of the Working Group on Classification and Codification of the Task Force on Rare Diseases, as well as the Orphanet platform, which the Commission shall continue to support in the future.
Amendment 33
This amendment calls for the continued support of Orphanet.
The Commission completely supports this amendment as highlighted in the Communication.
Amendment 34
This amendment calls for an implementation report to be produced no later than 2012.
The Commission would support this amendment, perhaps with the rewording: "to produce, no later than the end of 2012, and in order to allow proposals in the future Third Programme of Community Action in the field of Health…"
9.
Outlook for amendment of the proposal: There is no need for a formal modified proposal, as there is already agreement between the European Parliament and Council, endorsed by the Commission.
10.
Outlook for adoption of the proposal: The Council has adopted the proposal on the 9 June 2009.
� ftp://ftp.jrc.es/pub/EURdoc/eur22764en.pdf





