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EHPM Comments on Roadmap for the Review of Health Claims Regulation

Introduction
EHPM welcomes the roadmap for the review of specific elements of Regulation (EC) No 1924/2006
on nutrition and health claims. The first page of this paper will focus on the specific issue of
botanicals. The second page will list some other elements of the health claims regulation which the
2016 consultations are not intended to address but which will need to be addressed at some point if
the regulation is to function effectively.

Botanicals
EHPM considers that the questions in relation to botanicals listed in the roadmap are the correct
ones to be focussing on. The roadmap provides an excellent summary of the situation as it stands
and the issues that need to be addressed. Some preliminary observations from EHPM are:

 Economic Study: The roadmap makes reference to an external contractor that will be hired by
the Commission to prepare a study on the botanicals issue. The economic importance of the
sector, both in terms of level of sales but also jobs linked to the industry is extremely important.
The majority of the companies operating in this sector are SMEs that simply cannot afford to
invest in producing the clinical trial level data sought by EFSA for all other claims. Anything
other than a more proportionate assessment process for botanical claims will inevitably lead to
significant job loss. We consider that the Commission in framing an appropriate policy should
have access to exact figures on the number of people dependent on the continued existence of
the sector for employment. This study could focus on the key markets for botanicals in Europe,
Italy, France and Germany for example). The study could also examine the significant legal
costs for companies submitting health claims applications due to the lack of clarity on
requirements. Access to key economic data when framing policy is a vital aspect of the ‘better
regulation’ and the ‘think small first’ approach. EHPM strongly encourages the Commission to
include a thorough economic study within the remit provided to the external contractor.

 National Best Practice: Many of the botanical health claims that would be rejected under the
standard EFSA evaluation process are widely accepted as valid in the scientific community and
were previously accepted by multiple national authorities. The fact that many EU Member States
have established practice in the field of botanical regulation should not be overlooked during the
review to be carried out by the Commission. Italy has the largest market in Europe for botanicals
and a well-developed regulatory system. A proportionate system for assessing claims has to
move away from the absolutist approach of EFSA. Foods are not drugs and should not be
assessed as if they are. The Member States with the most to offer in terms of national expertise
in this area are also the ones with the most to lose if harmonisation at EU level is not done
properly. EHPM therefore urges the Commission to look closely at the systems in place for the
use of claims in the Member States with the most developed regulatory systems for botanicals
and the largest markets.

 Borderline Issue/Mutual Recognition: The Single Market strategy published by the
Commission on 28 October 2015, highlighted market access issues posed by the lack of
implementation of mutual recognition by Member States. Recent research by EHPM showed
that at best 50% of Member States apply the principle for food supplements. Particularly in the
case of botanicals, many products which are accepted and have a long history of use as a food
supplement in one Member State are considered as a medicine in another. EHPM suggests that
the Commission include the issue of mutual recognition in its consultation on botanicals in 2016.

 Positive Lists Options: EHPM welcomes the inclusion of the positive list option in the roadmap
and consider that the BELFRIT list defined by Belgium, France and Italy could provide the basis
for a harmonised solution to the management of safety at EU level. This would require further
work on the list to take into account botanicals used in other Member States. An evolution of the
list as described in the previous sentence could secure the backing of enough Member States
for its adoption in EU legislation to be realistic. Any positive list system would also clearly
require a mechanism to allow for the list to be adjusted to take into account innovations in the
food supplement sector.






