Follow up to the European Parliament resolution on the draft Commission implementing decision as regards the placing on the market of a genetically modified carnation (Dianthus caryophyllus L., line SHD-27531-4), adopted by the Commission on 4 October 2016
1.
Resolution tabled pursuant to Rule 106 (2) and (3) of the European Parliament's Rules of procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)
2.
EP reference number: B8-0731/2016 / P8_TA-PROV(2016)0272
3.
Date of adoption of the resolution: 8 June 2016
4.
Subject: Draft Commission Decision authorising a genetically modified carnation (Dianthus caryophyllus L., line SHD-27531-4).

5.
Brief analysis/assessment of the resolution and requests made in it:

The resolution opposes the adoption of the draft Commission Implementing Decision and calls for its withdrawal (Point 2), based on the ground that the draft Implementing Decision at stake does not fulfil the objective of health and environment protection provided for in Directive 2001/18/EC and therefore exceeds the implementing powers provided for in this Directive (Point 1).

The resolution recalls that certain human populations consume carnation petals as garnish and that the consequences of intentional consumption by humans and animals or accidental consumption by animals of this genetically modified (GM) carnation Dianthus caryophyllus L., line SHD-27531-4 have not been assessed by the European Food Safety Authority (EFSA) (Recitals D, E and F).

Furthermore, the resolution recalls the possibility for escape into the environment of viable seeds, pollen or rooted plants or release into the environment through composting (Recitals J, K, L and M).

In addition, the resolution highlights the possible encouragement to use sulfonylurase herbicides to which this GM carnation is tolerant (Recitals N, O, P, Q and R).

6.
Response to the requests and overview of action taken, or intended to be taken, by the Commission:

The Commission would like to underline that the draft Implementing Decision at stake authorises the placing on the market of a carnation Dianthus caryophyllus L., line SHD-27531-4, genetically modified for a changed flower colour pursuant to Directive 2001/18/EC. The scope of the notification is placing on the market of cut flowers for ornamental use only and excludes the uses for cultivation or as food. In line with the requirements set by Directive 2001/18/EC and taking into consideration the scope of the application, the notification contained data concerning the impact of release of GM carnations on human health and the environment. The GM carnation Dianthus caryophyllus L., line SHD-27531-4, was assessed by EFSA and no safety issues were identified
.
With respect to Points (1) and (2) of the resolution, the Commission would like to point out that the draft Decision for authorisation of the GM carnation Dianthus caryophyllus L., line SHD-27531-4 has been processed in line with the procedural steps set out in Directive 2001/18/EC on the deliberate release of GM Organisms into the environment and in Regulation (EU) 182/2011 on comitology, as illustrated below:
· Notification for this carnation was submitted by Suntory Holdings to the Competent Authority of the Netherlands in March 2013.
· The Summary Notification Information Format (SNIF) for this notification was initially published on the Joint Research Centre website in April 2013
. Public comments were received during 30 days
, following the procedure set out by Directive 2001/18/EC, and were addressed by the Dutch Competent Authority.

· Following the procedure set up by Directive 2001/18/EC, the Netherlands performed a risk assessment and concluded that no reasons have emerged, on the basis of which consent to the proposed placing on the market should be withheld.

· Member States commented on the notification during the statutory period and Suntory Holdings addressed all their comments and provided additional information. Only one Member State maintained its objections.

· The European Food Safety Authority (EFSA) addressed these objections on 10 November 2014, and following a request from the Commission to have a full EFSA opinion, on 15 December 2015 EFSA published a new opinion.

· The new EFSA opinion concluded that there is no scientific reason to consider that import, distribution and retailing in the Union of this GM carnation cut flowers for ornamental use will cause any adverse effect on human health or the environment.
· The draft Decision was voted on 25 April 2016 in the Regulatory Committee 2001/18/EC with no qualified majority against or in favour
.
· In accordance with the rules set in Regulation (EU) 182/2011 on comitology, the Commission proposed the draft Decision to the Appeal committee of 2 June 2016, where no qualified majority against or in favour was obtained either.

The Commission, therefore, considers that by adopting a decision which fully complies with the objective of human health and environment protection and procedural steps set out by the co-legislators in the GMO legislation, the Commission is not exceeding its implementing powers. Consequently, there are no reasons to withdraw the draft Decision for authorisation of the GM carnation Dianthus caryophyllus L., line SHD-27531-4.

At the meeting of the Environment, Public Health and Food Safety Committee of the European Parliament on 23 May 2016, the Commission extensively explained the state of play of the authorisation procedure and why it had not exceeded its implementing powers.

With respect to the other provisions of the resolution, the Commission considers that they fall outside the remit of the right of scrutiny, which is limited to the question of whether the draft implementing act exceeds the implementing powers provided for in the basic act. The Commission is not required to justify the draft implementing act as regards these points. Nevertheless, the Commission has carefully considered the positions expressed by the European Parliament and would like to make the following comments:
· As regards the specific concerns raised in Recitals D, E and F of the resolution, concerning the possible consumption of petals as garnish and the statement that EFSA did not assess the possible consequences of intentional consumption of GM carnations by humans nor intentional or accidental intake by animals, the Commission would like to point out that, in line with the requirements set by Directive 2001/18/EC, the notification contained data concerning the impact of release of GM carnations on human health and the environment. EFSA performed its safety evaluation of this GM carnation in accordance with the principles laid down in its guidance documents on the risk assessment of plants for non-food or non-feed purposes
 and on the environmental risk assessment of GM plants
. Although the GM carnation is not intended for human consumption as food but intended for ornamental use only, EFSA considered the possible effects of the genetic modification on human health in the case of accidental intake. Considering the assessment of the newly expressed proteins and of the new constituents other than proteins, EFSA identified no reasons for food safety concern. The Commission would also like to highlight that the draft Commission Implementing Decision proposes labelling of GM carnations to inform that these cut flowers cannot be used for human or animal consumption or for cultivation.

· With respect the specific concerns raised in Recitals J to R of the resolution, as regards the possible propagation of the GM carnation by individuals, potential spread of pollen of the GM carnation, possible management of waste by composting or the toxicity of sulfonylurea herbicides, the Commission would like to point out to EFSA's conclusions, namely that GM carnation cut flowers have marginal viability and negligible pollen production and that no viable seeds have been reported. However, in the very unlikely event of escape to the environment via viable seeds, pollen or rooted plants, EFSA considered that it would not show enhanced fitness characteristics, except when exposed to sulfonylurea herbicides. The Commission would like to highlight that a sulfonylurea herbicide tolerance gene was used only as a selection marker in vitro during the production of this GM carnation. In addition, as stated in the EFSA opinion, these herbicides are generally not used in carnation cultivation or in habitats were wild Dianthus ssp. might occur.

· In conclusion, the Commission considers that the Draft Implementing Decision is compatible with the legislation and fulfils the objective of health and environment protection provided for in Directive 2001/18/EC and that the Commission has not exceeded the implemented powers provided in the basic legislative act and has no reason to withdraw the draft Commission Implementing Decision authorising the placing on the market of the GM carnation Dianthus caryophyllus L., line SHD-27531-4.
-----------
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