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 the proposal for a Council Recommendation on patient safety, including the prevention and control of healthcare associated infections
1.
Rapporteur: Amalia SARTORI (EPP-ED/IT)
2.
EP reference number: A6-0239/2009 / P6_TA-PROV(2009)0287
3.
Date of adoption of the resolution: 23 April 2009
4.
Subject: prevention and control of healthcare associated infections
5.
Inter-institutional reference number: 2009/0003(CNS)
6.
Legal basis: Article 152 of the Treaty
7.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
8.
Commission's position:
The Commission can accept the following amendments wholly or partly, subject to re-wording: 2, 8, 9, 10, 11, 12, 17, 18, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 35, 40, 42, 43 and 44
(a) Amendments 8, 9, 10, 18, 24, 28, 29, 30, 32, 33, 35, 40, 43 and 44 can be wholly accepted.
(b) Amendments 2, 11, 12, 17, 22, 23, 25, 26, 27, 31 and 42 can be partially accepted, subject to re-drafting.
The Commission cannot accept the following amendments: 1, 3, 4, 5, 6, 7, 13, 14, 15, 16, 19, 20, 21, 34, 36, 37, 38, 39, 41, 45 and 46.
(a) Concerning amendment 1, the figures quoted were taken from the Commission's impact assessment, which was the best approximation the Commission could arrive at, given the widely acknowledged lack of data on adverse events in most EU countries. Figures from the four countries that do have national data were extrapolated to give an estimate of what the position may potentially be in EU 27, in order to inform the likely impact of the proposed actions.  That is precisely why a requirement for all Member States to collect data on the number and types of adverse events in healthcare is included in the proposal, in order to help to close this data gap.
(b) Concerning amendment 3, the Commission does not think there is a need to single out 'misdiagnosis and/or inappropriate treatment' among the many causes of harm to patients for specific attention.
(c) Concerning amendment 4, not all infections are easily avoidable in the Commission's opinion.
(d) Concerning amendments 5 and 6, this issue of subsidiarity is already addressed in the recitals, so the Commission does not believe that it needs repeating.
(e) Concerning amendment 7, the Commission believes that the sharing of data on efforts to reduce adverse events should be done so in relation to all types of harm, not just HCAIs.
(f) Concerning amendments 4, 13, 15 and 16, the Commission would rather not set targets at the EU level, because Member States are at different levels so it would be very hard to find a one-size-fits-all target.
(g) Concerning amendment 14, the Commission does not think that it is appropriate to use this legislative tool to call for the bringing forward of these other EU initiatives. In the case of counterfeit medicines, a proposal to tackle the growing issues of counterfeiting and illegal distribution of medicines was adopted by the Commission in December 2008 and is currently in the co-decision process.
(h) Concerning amendment 19, this is not the right legislative tool for the EU to insist that Member States introduce legal mechanisms to facilitate claims against healthcare providers for unsafe care. That is more relevant to the negotiations with regard to the proposed Patients Rights in Cross-Border Healthcare Directive.
(i) Concerning amendment 20, the intention that Member States all have reporting and learning systems is not so that they use the information gathered to identify those responsible for errors, it is to learn from experiences and put in place measures to reduce or eliminate them in future.
(j) Concerning amendments 21 and 37, there is already an EU Directive which covers the exchange of information between Member States with regard to disciplinary actions or criminal sanctions taken or any other serious, specific circumstances relating to health professionals - Directive 2005/36/EC on the recognition of professional qualifications. There are plans for the effectiveness of that Directive to be reviewed.
(k) Concerning amendment 34, this is already covered elsewhere in the draft recommendation at Annex 2, point c), first indent, 4th bullet, in the recommendations on surveillance.
(l) Concerning amendment 36, the Commission prefers the original drafting; i.e. that there will be a 'report' by the Commission rather than 'actions' by. This is because some of the recommendations earlier in the proposal are for Member States, working with the Commission, yet those actions would not appear in the 'actions by the Commission' section if this heading was changed. A report from the Commission on implementation is standard with such a legislative tool.
(m) Concerning amendment 38, the Commission believes that it is the responsibility of Member States to improve awareness and information given to patients, rather than for the Commission.
(n) Concerning amendments 39 and 41, the Commission prefers to keep to its original definitions from the WHO World Alliance for Patient Safety's International Classification for Patient Safety.
(o) Concerning amendment 45, the Commission does not think that there is a need to specifically single out 'nanotechnologies'.
(p) Concerning amendment 46, the Commission feels that staff vaccination campaigns are already adequately covered by amendment 26.
9.
Outlook for amendment of the proposal: The Council Presidency has sought the views of the Commission in revising its compromise text, the latest version of which has incorporated some of the amendments put forward by Parliament.
10.
Outlook for adoption of the proposal: The Council has adopted the proposal on the 9 June 2009.
