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Summary description of project context and objectives

REDICLAIM seeks to understand the way in which the European Regulation (EC) No. 1924/2006 of the European
Parliamentand of the Council of 20 December 2006 on nutrition and health claims made onfoods and associated
legislation has had and continues to have an impact on the substantiation and use of “reduction of disease risk”
claims on food and drinks. To achieve this REDICLAIMwill: (1) Seek to understand the (a) mainissues and hurdles
concerning substantiation and use of “reduction of disease risk” claims on food and drinks; (b) level of awareness
aboutlegal obligations with regard to “reduction of disease risk” claims onfood and drinks amongthe relevant
stakeholders; and (2) Produce a three-fold study of the impact of nutrition and health claims legislation specificto
“reduction of disease risk” claims on food and drinks on: (a) The claim substantiation process, (b) Health research
and/orinnovationinthe food chain, and (c) Nutrition economic models to determine health impact.

The programme of workis being conducted through six Work Packages (WPs):

WP1: Stakeholder engagement and dissemination brings togetheracommunity of interested stakeholders (e.g.
industry, regulatory bodies, clinical trial specialists, scientists, health professionals and civil society) to reflecton
projectfindings at key stages of the project.

WP2: Establishing the regulatory frameworks is:

e mappingtheregulatory framework and decision-making process for health and nutrition claims at EU
level;

e mappingandanalysing the implementation of the regulatory framework for 'reduction of diseaserisk'
claims at Member State level; and

e mappingandanalysingthe evidence of complianceto enable research intoimpacts of legislation on
innovation.

WP3: Exploring the interaction between legislation and health research and/or innovation in the food chain is:

e identifyingresearch carried out on beneficial interactions between the presence orabsence of afood
componentand cardio-vascular function(s)inthe body

e exploringfood manufacturers' willingness/capability to exploit new research findings in cardio-vascular
healthrelated innovation processes; and

e exploringtherole of health claim regulation as a facilitator or barrierto research-based innovation aimed
at developing products based on new findings and risk reduction of diseases.

WP4: Ascertaining the interaction between legislation and the claim substantiation process is conducting:

e acomparison of legislation of EU with that in otherdeveloped countries;
e aninvestigation of known assessments of health claim applications and reasons forrejections and

e case studiesonapplicants’ experiences of the health claim application process with focus on positively
and negatively assessed applications.

WP5: Nutrition economicmodels for food constituents associated with ‘'reduction of disease risk' claims is using
nutrition economicmodelling methods to calculate the potential health and economicimpact of 'reductionin
disease risk'claims onthe general population by establishing the proportion of the population with suboptimal
consumption of the food (constituent) of interest and the impact of optimal consumption levels on disease
burden and health care costs.
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WP6: Project management ensures effective technical coordination and project managementisimplemented
and sustained to successfully completeall aspects of the proposal.

REDICLAIM results will contribute to:

e thedevelopmentofanevidencebase of the process by which health and nutrition claims are made and
controlled by regulatory frameworks;

o the effectiveness of theircontrol by regulation; and

e the establishment of recommendations forgovernment, industry and the scientificcommunity with a
view to conducting the necessary research and development of such products. The aim of this will be to

achieve both effective compliance with better regulation and, to contribute to the enhancement of
innovative and competitive products.

Description of work performed and main results
WP2: Establishing the regulatory frameworks

Work Package 2 involved four tasks:
e Task 2.1. Mappingregulatory frameworks and decision-making process at EU level;
e Task 2.2. Mappingthe implementation framework across Member States;
e Task 2.3. Mappingthe case-study countries;

e Task 2.4: Guidance and recommendations onthe impact of the legislation on reduction of disease risk
legislation.

Task 2.1 involved adesk based exercise coupled with interviews at government level, mapped the regulatory
framework and decision-making process for health and nutrition claims at EU level; and mapped and analysed the
implementation of the regulatory framework for 'reduction of disease risk' (RDR) claims at Member State (MS)
level. Itis clearthat there are significant problems relating to the operation of the Nutrition and Health Clams
Regulation (EC) No 1924/2006 (hereafter NHCR). These arise from avariety of factorsincluding:

e theclash betweenthe twinaims of consumer protection and trade;

e theinevitablecentring of the NHCRon Article 114 TFEU;

e thelack of a clearlegal basisinthe Treaty for publichealth and nutrition matters;

e theuneasyfitof NHCR intothe food safety contextwhenitisinfact based on the medicines evaluation
model whereby proof of efficacy rests upon the link between active ingredientand health and the health
outcome whichislikelyto be achieved;

e therole of EFSAinthe evaluation of claims underthe NHCRwhere EFSA’s primary function isin assessing
riskrather thanin the evaluation and analysis of the benefit of aningredient;

e thelack of a clear mandate and basis for EFSA to act in NHCR claims; the lengthy delaysin processing
claims; and

e |egal aspects of the regulation, particularly the ‘comitology’ procedures which pertained at the time of
implementation of NHCR.

Task 2.2 mappedthe top-level implementation of RDR claims at MS level. The purpose was toidentify and
illustrate the role of the MSs in the authorisation and enforcement process, as well as potential differences
between the approaches of each MS regarding the use of RDR claims on food. We found that, usually the national
framework was concerned with the implementation of Directive 2000/13 EC (now replaced by Regulation
1169/2011) on food labelling. AllMSs had national legislation supplementing NHCR butin varying degrees.

As part of Tasks 2.1 and 2.2, we analysed Regulation 1924/2006 (NHCR) from a doctrinal point of view and
identified the main aspects of the Regulation’simplementation, as well as the process stipulated in the Regulation
for the authorisation and enforcement of ‘reduction of disease risk’ health claims on food. This process of
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research allowed us to cascade down from EU level with an analytical understandinginto the institutional
framework behind the process setagainstthe policy perspectiveat EU level to a closer examination of the way in
which NHCR was bedded downinthe 28 Member States where we were able to counterpoint some differences
between the authorisation and enforcement processes focusing on the national frameworks, the available
guidance, the procedure and enforcement. The final stage of the empirical work enabled ustofocus at a deeper
levelinrespect of seven member States where we interviewed key individuals from seven Member States:
Austria, Croatia, Finland, Germany, Poland, Slovenia, and the UK.

Our original plan had been to focus on three Member States forthe in-depthinterviews and empirical analysis but
our earlierresearch suggested thata broader sweep of national authorities should be undertaken and, following
advice fromthe Advisory Board, we extended coverage to as many national authorities that were willing to be
interviewed. Eight agreed to be interviewed; two declined (Cyprus and Italy); and there were no responses from
the remaining 18. One of the eightinterviews wasinterrupted by the interviewee who had to attend another
meetingatthe last minute andit proved impossibleto rearrange thisinterview due to the workload of the
interviewee.

The firstthree tasks revealed clearly that there are significant problems relating to the operation of the NHCR. We
identified avariety of factors at work. These cascaded down fromissuesat EU level due to legal competencies of
the European Union and comitology procedures to problemsin the authorisation process at national authority
and EFSA level to enforcementissues. Deliverables 2.1; 2.2 and 2.3 documentthese issuesin detail.

The Conclusions and recommendations of WP2 are:

The provision of better guidelines and Codes of Practice at national level which give clearer informationoni)
scientific evidence necessary for a successful claim, and ii) appropriate wording of claims was recommended.
This arose from consideration of the way the national authorities were operating. At EU level and amongst
commentators we noted that there was a view that, as the legislation wasin the form of a Regulation, there was
little room formanoeuvre at national level. However, we found that the national authorities werevery active and
engaged extensively with one another especially through the Working Group. They also responded to applicants
and gave advice (often consulting the national medicines approval authority). As was noted by the General Court
inthe case of Hagenmeyerand Hahnv Commission, national authorities are not merely functioning as
“mailboxes” forthe applications but are expected tofacilitate the process of claims’ authorisation (see 13.3). It
seemed, therefore, that much benefit would be gained for FBOs going through the authorisation processif there
were national level guidelines (based on the EU guidelines but produced locally for the regionally-based industrial
sector) which were focussed on them and which national authorities could promoteand use as the medium for
training and awareness building.

Retaining the role of national authorities is recommended as they appearto be providing a useful service in
checking the validity of the dossier. It follows from the previous recommendation that, given the good
communication at national authority level which should be exploited to provide more information to industry on
the process and whatis needed for the dossierand on the wording of claims, the role of national authorities
should be retained. The process whereby FBOs first submit the claim to a national authority should be retained.

The authorisation process needs to be controlled and expedited. |t is recommended that with betterand more
focussed guidelines (on which see Deliverable 4.4) delivered through the medium of national authorities, the
process would be significantly improved. Most interviewees who commented on this considered that there
should be an ad hoc process forfood. But co-training undertaken alongside those responsible forthe medicines
evaluation framework wherethe process bears such similarities in terms of the approach which demands an
evaluation of aderived and causally linked benefit ratherthan a food safety risk would potentially be profitable.

Differentials in enforcement are potentially anissue to be addressed in the future. The wide variety of penalties
isa cause for concern but isone whichis problematicgiventhe competence for determining penalties and
offences which lies with the Member States. A secondary question is the extent to which enforcement activity will
vary across the Member States as (/if) health claims become more common.
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The role of the EU in the promotion of public health policies. The European Commission's role in health is mainly
to support Member Statesin theirefforts to protectand improve the health of theircitizens. Thus, the purposes
of most ‘health-related’ legislation, which includes NHCR, relate to the promotion of trade, fair competition
betweenfood business operators and protection of consumers from misleading claims. NHCRis not concerned
primarily with the promotion of health. Thisis because ‘health-related’ regulations are nevertheless normally
based on Article 114 TFEU which is concerned with the establishment and functioning of the internal market. This
createsa tension betweenthe demands of industry in respect of competition and the desire forahealth policy at
EU level which would support health claims legislation in promoting good health as a primary objective. One
commentator stated that such a change which would involve a Treaty change is ‘politically unthinkable’. While
that may be correct, nevertheless, it remains arecommendation that, if the EU is to develop astrongerhealth
policy, thenthe legal basis for ‘health-related’ regulations needs to be reconsidered.

WP3: Exploring the interaction between legislation and health research and/or
innovation in the food chain

The overall objective of Work Package 3 “Explore the interaction between health claim legislation and health
research and/orinnovationinthe food chain” is to identify whetherthe EU Nutrition and Health Claims legislation
acts as a stimulator/facilitator/promoter ora barrier of research-based innovation in the European food and drink
industry. Task 3.1 identified the kind of research used to support health claim applications based on new
knowledge (13.5claims) and RDR claims (14.1a claims). Claim substantiation is mainly based on relatively new but
not the mostrecent peer-reviewed and published research. Companies have arole in partly fundingthe research
an in co-operating with the academicresearchers, but the use of unpublished datais limited in claim applications.
EU’s role as a fundingbodyis verylimitedin the cardiovascular health claim applications submitted by the end of
2013.

The second task (i.e. WP3.2) focused on food manufacturers’ willingness and capability to exploit new research
findingsintheirinnovation processes and whetherthis legislation has promoted food industry’sinterestin
developing more innovative, science-based food products and/or products carrying health claims. The findings of
this study suggest that from the food industry’s point of view, revising the process and criteria associated with
health claim substantiation in Regulation (EC) 1924/2006 on nutrition and health claims would be regarded as an
act that promotesinnovationinthe Europeanfood and drinkindustry. As stated in the interviews, the
authorisation process was perceived as lengthy, bureaucratic, and not transparent, which made it difficult for
companiesto navigate. Cutting the time used by EFSA in the evaluation process of health claims applications
would facilitate fasterintroduction of products with new health claims on the market. Findings from the
interviews also highlighted that criteria coming from the EFSA for the assessment of the health claim
substantiation applications were not deemed as clear and well documented; in particular clarification was
requested interms of study design, definition and selection of healthy population, and selection of biomarkers
that are regarded as suitable to provide the evidence. It should be mentioned that EFSA has recently started a
process of updating scientificguidance on substantiation of new health claims. Revised general scientific
guidance, which applies to health claims across the board, and specificguidance for claims related tothe immune
system and the gastro-intestinal tract were published inJanuary 2016 . Currently EFSA is working on the revision
of otherspecificguidance targeting other health areas, nevertheless the above mentionedissues related with
new biomarkers and study population groups are unlikely to be resolved without considerableinvestmentsinto
basicresearch.

Second, establishing a pre-submission consultation between EFSA and anindividual company was seen as
beneficial forthe food industry. An open dialogue would increase transparency about the process and enable
companiesto clarify specificrequirements for the clinical research and thereby reduce the uncertainty and
associated risks. Pre-process consultation was deemed as a valuable step for the both parties —the applicantand
EFSA alike:inadditiontoloweringthe uncertainty and riskinthe food industry, it would also reduce EFSA’s work
load having to make evaluations on claim dossiers that are not complete inthe information required.
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The task WP3.3 reported here explored the role and impact of the Regulation (EC) No 1924/2006 on nutrition and
health claims made on foods (NHCR) (EC 2006) in stimulating research-based innovationis perceived among
differentactorsinfoodinnovation andvalue chainingeneral. The study concluded the following:

Health as a drive ininnovation and interest in health claims. Healthiness was regarded as animportant product
attribute infoods, butonly a third of respondents thoughtitas the main driverin new food product
development. The researchinfood and health domain should be a co-responsibility of private and publicsectors.
Food and ingredient companies were rated as the major contributors together with universities and research
institutesinresearchthat supportsthe development of new andinnovative food products. Although food and
nutritionis a major contributorin non-communicable diseases, the development of new product-based solutions
ismainly seen as the interest of private companies. The results suggest thatin food and health domain, the public
funding should supportfood and food ingredientindustry intheiraims to develop products that support health
and healthy eating.

Due to the importance of healthiness as a product attribute, health claims were highly interesting to companies
with a majority of those respondents for whose organisation it was relevant reporting that they have already
appliedthe optionto use the generic13.1 claims. Furthermore, all except one of those respondents whose
organisation could apply for 13.5 and 14.1a health claimswere interested in doing so, and majority in the near
future as well. The result partly reflects the recruitment process and respondents who have selected to take part
inthe survey, butitalsoshows that there isa great interestin the food sectorto utilise the claims. Health claims
were perceived as the way to communicate health-related benefits to consumersinthe interviews reportedin
Deliverable 3.2. Although the health claims were acknowledged a cost-efficient tool to communicate about the
health benefits tothe consumersinthis survey as well, the open answers also expressed worries about how the
claims can be worded. Highly technical wording of the claims that EU has approved were deemed as difficult to
understand by consumers and thereby their usefulness in consumer communication may be limited, especially if
the aim isto promote the product.

Thereisalso a difference in the way the different types of health claims are perceived. The genericfunction
claims (socalled 13.1 claims) were rated mildly positively as cost-efficient and easy options for companies’
marketing activities, whereas claims that are based on new knowledge (13.5 claims) or risk reduction claims
(14.1a) were seen as more challenging for companies, because they require an application process (EC 2008). A
large part of the open comments atthe end of the survey related to this process and problemsin buildinga
dossierforthe application.

Perception of the application process for claims based on new knowledge or diseaserisk reduction. The
application process required for 13.5 and 14.1a claims (EC 2008) was regarded as resource demanding, slow and
bureaucraticwith an uncertain outcome by those who had taken part inthe process. Theirratings suggest that
applicants felt great uncertainty about what kind of information was required in the application dossiers and how
the required information and study results should be reported. EFSA has already responded to many of these
uncertainties by improving their guidance documents with specificguidance on types of evidence, certain
substance areas, and general guidance on how unpublished studies should be reported in orderto qualify as
evidence inthe dossier. Building of the dossiers was a major challenge demanding both heavy financial
investment and multidisciplinary expertise, which only large companies are likely to have in-house.

The comments mainly reflect the negative ratings given to the closed items, but some respondents pointed out
the needforthe legislation. They trusted that the legislation, inlongterm, proves to be beneficial to all actors.
Even the negative comments are not so much about the regulation as such, but about the mannerin whichit has
beenimplemented, especially in relation to the evidence required to substantiate the claims. The strongest
agreementinthe survey when asked about the claim application was with the item related toneedinga
multidisciplinary team to fulfil the requirements of an application dossier.

Impact of Nutrition and Health Claim Regulation. Findings from this survey support the earlier qualitative
findings from interviews with industry experts both onthe role of NHCRin making decisions about new product
developmentandinterestintaking partinresearch projects (see Deliverablereport3.2and 4.3). In this study, the
responsesto NHCR were negative or neutral atthe best when respondents assessed whetherthe claim regulation
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has achieved its objectives or has had an impact on interestin multidisciplinary research onfood and health area.
In general, NHCR was mainly seen as a barrierto innovation and development of new food products that are
science-based and have high novelty value, whichisin accordance with earlier findings on studies that have
exploredthe impact of generichealth claims. However, in our study we can elaborate this picture and see that
perceptions differbetween different types of claims and most concerns related to claim application process
requiredfor13.5 and 14.1a claims. Incomparisontothese 13.5 and 14.1a claims generic13.1 claims were
regarded as the easy options for marketing. Furthermore, the responses differed between respondents based on
whatis theirrelationship to NHCR, bothin relation to how well they report to know the NHCR and whetherthey
workin food and/oringredient companies orinresearch, especially in relation toinnovation -related impacts.

The interesting pointisthatthose who claimed to know the regulation well were more negative aboutitsimpact
on innovation and participationin collaborative research projects. Similarly, food industry oringredient industry
saw the impact on innovation and research in much more negative mannerthanthose workingon research
institutes orin universities. Equal difference could be found between those who worked with major novelty and
those who did not with the latter being more positive about the impact onresearch funding coming from public
or private sources. These results are concerning since the better knowledge or higherstake inthe claims seemsto
resultin more negative responses: those who are not using the claims seem to be more positive which suggests
that experience with the claim regulation does not create enthusiasm. Surprisingly, there were no significant
differences between respondents from large organisations and SMEs in these ratings, although the high
investment was regarded one of the main barriersin the claim applications and being especially hard for the
SMEs totackle. Respondents from large organisations did not perceive the legislation more positively, although
they agreedthatthe NHCRrequirements favourlarge organisations.

The best-achieved objective of the regulation was consumer protection, which received neutral responses as a
mean. Unlike the responses oninnovation promotion, there were no differences between respondent groups
based on the knowledge on NHCR or type of background organisation. Furthermore, the claims were rated rather
positively as marketingtools, and giving credibility and higher profit margins to the companies. Thus, the claims
were regarded valuable from the company’s point of view, evenif the NHCR legislation does not encourage
innovation. The perceived high marketing value and innovation barrier creates anincongruity inrelation to the
objectives of the legislation. Whereas marketing value encourages company to use health claimsin their
products, attaining health claims based on new knowledge was assessed to demand heavy investments and large
resources, whileachieving a positiveresult being unsure. In orderto solve this conflict, the generic health claims
(Article 13.1 claims) become very tempting: claims can be used without separate application and heavy
investment. Thus, industry’s worry about legislation becoming abarrierratherthan a facilitator for the research -
basedinnovationisthe likely outcome.

This study reveals the dilemmaindustryinfacingin relation to the NHCR. Health claims offeran opportunity to
differentiate products and create positive marketing messages, but the processes related to applying for claims
that would allow companies to create the innovative products based on new knowledge are resource demanding
and take a long time with no certainty of outcome. The perceived benefit of claims as marketing tools and the
demandssetfor13.5 and 14.1a claims push companiesto using 13.1 claims that are freely available and require
only minorinvestmentsin product development. Fromthe new product development point of view these
products are likely to be vitamin and other nutrient enriched products, which have two majoradvantages
compared to products based on new knowledge orrisk reduction claims:in addition to low investment costs, they
are familiarto the consumers and thereby claims are likely to be more appealingto consumers. Whether these
products offerreal benefits to consumers can be questioned, as most European citizens have adequate intake of
most nutrients. Alternatively, companies can devalue the importance of health in their products and put their
marketing efforts into other consumer benefits, e.g. hedonicattributes, sustainability, or use cues thatimply
healthiness to consumers without needing a substantiation such as naturalness.

NHCR does not necessarily discourage companies to use health claims, butit may direct the use of health claims
more to the direction of generichealth claims that do not require special acce ptance process, whereas the claims
based on new knowledge remainrare. Those food and ingredient companies who have good research networks,
stronginternal expertise on food and health withininnovation teams, and long-termresearch focusin their
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innovation activities have an advantage in utilising the claims based on new knowledge or disease risk reduction
claims (Article 13.5 or 14.1a claims). Forthese companies, NHCR can offer special opportunities, but for the
majority of food and food ingredientindustry the more likely road to take is to apply the existing claims that offer
an easieraccess to the market.

WP4: Ascertaining the interaction between legislation and the claim substantiation
process

Task 4.1 compared NHCR with that in other developed countries (USA, Canada, Australia, NewZealand (NZ)),
focusing on advantages and disadvantages of different solutions from an RandD perspective. Inall selected
jurisdictions, RDR claims need to be pre-approved before being used on the market. Food businesses have the
possibility to apply forauthorization of new RDR claims and procedures are well defined. Applicants are fully
responsible for preparation of application dossiers. The process of evaluation of the submitted proposals and
authorization of new health claimsis notsubjecttofees, howeveritislikely thatfees will be implementedin
Australiaand NZ. Typical description of the strength of scientificevidence needed for approval of such health
claimsis “generally accepted scientificevidence of be neficial physiological effectin humans”in the EU,
“significantscientificagreement” inthe USand Canada, and “established food-health relationship based onthe
totality and weight of evidence” in Australiaand NZ.

The following recommendations were identified in the REDICLAIM project to support the preparation of
applications fornew health claimsinthe EU:

Considerthe EFSA’s extensive guidance documents on the submission and substantiation of health claims. The
guidance documents can be occasionally considerably revised, taking the experience gained in previous
evaluationsintoaccount, and thereforethe EFSA’s webpage!isan excellent starting pointforanyone interested
in new health claims.

A secondrevision of the Scientificand technical guidance for the preparation and presentation of a health claim
application was published in 2017, with many more detail of whatis required when presenting unpublished data.
While this guidance provides all the details on how a health claim application should be compiled, including the
requisite forms, the general scientific principles used by the EFSA in the evaluation of health claims are provided
inthe General scientific guidance for stakeholders on health claim applications.In addition, aseries of documents
provides specificguidance on the scientificrequirements for health claims related to antioxidants, oxidative
damage and cardiovascular health, appetite ratings, weight management, and blood glucose concentrations,
bone, joints, skin, and oral health, physical performance functions of the nervous system, including psychological
functions, and the immune system, the gastrointestinal tract and defense against pathogenic microorganisms.
The latter guidance was revisedin 2016, and others will be revised in the future.

Consider previous EFSA’s Opinions, particularly those published since the last revision of a specificguidance
concerning the health outcome in question. All health claim applications are publicly listed in the EFSA’s Register
of Questions (EFSA, 2017a), while the Opinions are published in the open-access EFSA Journal. These Opinions
provide important comments on study designs and (in)appropriate biomarkers for certain health outcomes. Itis
necessary to focus on Opinions with afavourable outcome and on Opinions with an unfavourable outcome, as
wellason those referring to otherfood constituents.

Considerthe novelty of the food (constituent) and the novelty of the science providing the evidence. With
novelty, the claim application process will require considerable resources and careful consideration of the
strength of the evidence linking the consumption of the food constituentand the health outcome. When the
applicationis based on new claimed health effect, no previous evaluations are availablefor use as a reference
point.

1 https://www.efsa.europa.eu/en/applications/nutrition/regulationsandguidance
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Considerthe results of key EU-funded research projects dealing with health claims. All funded projects are listed
at the CORDIS portal. Very useful guidance documents are available, forexample the Guidance forthe design and
implementation of human dietary intervention studies for health claim submissions, produced within the
BACCHUS project (the toolkitis available at the EuroFIR website: www.eurofir.org).

Evaluation time can be shortened considerably if the health claim application (dossier) contains details of all
pertinentdata. For unpublished data, full study reports are needed; the submission of abstracts or incomplete
data will resultinadelay —eitherbefore the evaluation process, oras ‘stop-the-clock’ procedure during the
evaluation. Inthe case of new function claims, applicants only have 15days to provide cl arifications or additional
data, while with disease risk reduction claims the clock-stop time can be negotiated with the EFSA depending on
the type and amount of the additional information requested.

Data protection is possible when the scientific substantiation is primarily based on companies’ own data. When
the substantiation of a health claimis based on (unpublished) proprietary dataand the health claim cannot be
substantiated without such data, the applicant can request 5 years of protectionforthe data. Such a request
needstobeincludedinthe health claim application.

In the process of scientific evaluation of a health claim, the safety of a food (constituent) is not systematically
assessed. If afood (constituent) is notauthorized forsale inthe EU market, its safety needstobe clearedina
separate process forauthorizinga novel food (ingredient). The submission of anew health claim applicationfora
non-authorized (novel)food (constituent) could resultin ascenario where the officially authorized heath claim
cannot be usedin practice because the product cannot be put on the market.

Assure that the food (constituent) can be sufficiently characterized. A precondition forany health claimisthat
the evidence should be provided forawell-characterized food (constituent), and that food authorities will be able
to control the use of the authorized claimin practice (where applicable, appropriate laboratory methods should
be provided). When the proposed health claim refers to a combination of food constituents, all active
constituents should be sufficientlycharacterized. The EFSA has published recommendations for characterizing
plant products and microorganismsin guidance documents.

A health claim’s wording must reflect the scientific evidence and should be comparable with already authorized
claims (where applicable). If the proposed wording of ahealth claim is not comparable with a similarauthorized
claim (if applicable, forexamplein case where asimilarclaim has already been authorized for anotherfood
constituent) itisvery likely that the wording will be changed during the process of the authorization process. All
authorized health claims are listed in the EU Register of nutrition and health claims made on foods (EC, 2017b).
Unless oneisseekinga propriety claim, the use of brand names should be avoided. Asseeninthe EURegister, the
wording of authorized health claims mostly refers to the genericname of the food (constituent) for which the
evidence was providedin the authorization process.

The claimed effectshould be clearly defined and relevant for human health. A number of effects have already
been consideredas notrelevant(e.g., anincrease inthe number of bifidobacteriain the gut, a reduction of the
waist circumference).

For all claims otherthan those based on the essentiality of nutrients, the substantiation of a health claim
should primarily be based on good quality human efficacy studies. Randomized controlled trials (RCT) are
considered as a gold standard. Non-blinded RCTs are acceptable in cases where blindingis not possible. In
weighing of the evidence, all aspects of the design and quality of the studies are considered (includinginrelation
to the risk of bias). Tools for assessing study quality are available.

The proposed conditions of use should reflect the conditions in which the studies used for substantiating the
claim were conducted. The target population should reflect the population used for the claim’s substantiation.
Alternatively, the specificstudy group in which the evidence was obtained should enable the results to be
extrapolatedtothe proposed target population. Attentionis called forstudies not conducted on a healthy
population. Itisalsoimportantto ensure thatthe consumer can reasonably consume enough food (constituent)
to obtain the claimed effect as part of a balanced diet.
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The application should provide the totality of the available scientificdata. Applications mustalsoinclude
unpublished results and studies that show no or opposing effects. Results of unpublished studies should be
delivered with full study reports. Reporting should be inline with the International Conference on Harmonization
(ICH) guideline E3 on the structure and content of clinical study reports, adapted for the purpose of health claim
substantiation. Appropriate standards should also be used in proprietary studies. Consider Good Clinical Practice
and take care of all safety and ethical aspects, including appropriate informed consents. A study should be
registeredinanon-line clinicaltrials registry before the first subjectis recruited. Use one of the registersincluded
inthe WHO International Clinical Trials Registry Platform (ICTRP).

The successful scientific substantiation of a health claim does not ensure its authorization. Based onthe
ScientificOpinion, the EC prepares a draft decision for submission to the Standing Committee onth e Food Chain
and Animal Health (SCFCAH). After this Committee votesinits favour, the European Parliament and the Council
have the right of scrutiny overthe proposed decision. If there isno objection, the ECadopts the decision. There
are examples of scientifically substantiated health claims which have not been authorised due to publichealth
concerns (i.e. safetyissues; classification of the food constituent as a medicine in most Member States; claims not
inline with current dietary recommendations in most countries).

In conclusion, the key recommendations outlined above were identified to support applicants in preparing
successful applications for new health claimsin the European Union. The outcome of this process provides key
references and highlights the issues needing to be properly addressed in all phases of the authorization of new
claims—from deciding whetherto apply at all for a new heath claim and the formulation of its wording,
establishing and collecting the supporting evidence, through to the post-evaluation process, when the final
specification of the health claimis formally incorporated into the Annex of the regulation. The recommendations
should be seenasa starting point for researchersinthe area of nutrition and food technology, and forthose
dealing with 256 functional foods, including the food industry.

WP5: Nutrition economic models for food constituents associated with 'reduction of
disease risk' claims

In Task 5.1, based on a review of the relevant literature, a decision making model has been built and parameters
assembled to appraise the cost-effectiveness of the plant sterol/stanols for the management of people with
hypercholesterolemiaatincreased risk of coronary heart diseases. We are using the model to produce estimates
that will enable an evaluation of the cost-effectiveness of plant sterols/stanols incorporated in dairy
products/margarine spreads when compared to anormal diet.

Raised total or low-density-lipoprotein cholesterol (LDL-c) is amajor risk factor predisposing anindividualto
cardiovasculardisease (CVD) which can be modified by various prevention programmes, such as changesindiet.
Plantsterols and stanols (asaturated subgroup of sterols), hereafterreferred to collectively as plant sterols, are
plant equivalents of cholesterolwith avery similar molecular structure. They are found naturally in fruit,
vegetables, nuts, seeds, grains and legumes and prevent the absorption of cholesterol into th e bloodstream, but
are unlikely to be consumed in sufficient quantities to reduce cholesterol levels.

Research has shown that adding plant sterolsinto the daily diet can substantially enhance the cholesterol-
lowering effects of diet change, and that functional foods enriched with plant sterols, (including margarine -type
spreads, mayonnaise and salad dressing, and dairy products - milk, yogurt, cheese) have abeneficial effecton the
serum lipid profile of the consumer. Hence, anincreasing number of experts and health organisations recommend
consumingplant sterolstoreduce CVDrisks, including the American and British Heart Associations. Moreover, the
European Commission has acknowledged the value of sterol-enriched foods for cholesterol lowering through
approval of health claims on some products.

Althoughthe effectiveness of plant sterolsinreducing LDL-c has beenverifiedinanumber of studies, evidence on
whether use of plantsterolsis a cost-effective preventive strategy for reducing CVDrisksis limited. In Task 5.2 we
used a modellingapproach to explore the effectiveness and cost-effectiveness of the ‘reduction in diseaserisk’
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claimrelatedto plant sterols. This modelling used the consumption of plant sterol-enriched margarine-type
spreads forthe prevention of CVDin people hypercholesterolemiain England, when comparedtoa normal diet,
as the case study (Yang et al, accepted for publication).

A nested Markov model was employed using the perspective of the British NHS. Effectiveness outcomes were the
10-year CVDrisk for individuals with mild (4 to 6 mmol/l) and high (above 6mmol/l) cholesterol (NHS Choices,
2016) by genderand age groups (45-54, 55-64, 65-74, 75-85 years); CVD events avoided; quality-adjusted lifeyear
(QALY) gains over 20 years. Cost effectiveness was evaluated against the NICE threshold of £20,000 - £30,000 per
QALY gained.

Using a deterministicapproach, the results showed that daily consumption of enriched spread reduces CVDrisks
more for men than women, and forolderage groups more than youngerones. Assuming 50% compliance, 69 CVD
events (59 non-fatal, 10fatal) per 10,000 men and 40 CVD events (33 non-fatal, 7 fatal) per 10,000 women would
be saved over20 years; at 100% compliance level, the figures are 141 CVD events per 10,000 men and 80 CVD
eventsforwomen.

QALY gainsrise with compliance level and age, and are also higher for men than women. The ICERs (costs per
QALY gained) are higherformildly elevated cholesterol than forthe high cholesterolgroup. Hence subsidising
sterol-enriched spread is more cost effective at higher cholesterol levels. In both the 50% and 100% compliance
models, the cost per QALY gained is below the £20,000 NICE threshold for cost-effectiveness for men over 64
yearsand women over 74 years; itis below the £30,000 threshold formen over54 and women over64. If
consumers bearthe full cost of enriched spread, NHS savings arise from reduced CVD events, although ultimately
the impact depends on compliancelevels.

To date, only three otherstudies have evaluated the cost-effectiveness of plant sterols, but these have notused a
decision economicmodelling approach. A cost-benefit analysis of plant sterol-enriched low-fat margarine for
cholesterol reduction based on the German population found that the 10-year CVD risk and associated costs were
significantly lowerforthe plant sterol group compared with the normal diet group. A projection at the level of the
German populationledtoa reduction of 117,000 CVD cases over 10 years for the whole German populationand a
cost saving of €1.3 billion. Similarresults were demonstrated in Canada, where it was estimated that significant
savings could be made annually forthe publicly funded healthcare system if plant sterol -enriched food was
approvedforsale. Ithas also been suggested that plant sterol-enriched spreads are potentially cost-effective in
the prevention of CVDrisksinadultmenandin olderwomeninFinland.

A guidance document providing an overview of the principles and application of decision economic modellingin
the health care arenahas been produced. It seekstoillustrate some of the additional challenges that arise when
nutritional interventions are considered. The challenges of nutrition economic modelling are described.

Strategic impact

The European Regulation on Nutrition and Health Claims of 2006 providesacommon regulation, allowing health
claimsto be made on foodsina uniform mannerthroughout the memberstates of the European Union. When
introduced, the European Commission stated that the main objectives of the proposal were to:

e achieve ahighlevel of consumer protection by providing furthervoluntary information, beyond the
mandatory information foreseen by EU legislation;

e improve the free movement of goods within the internal market;
increase legal security for economicoperators;

e ensure faircompetitionin the area of foods; and

e promote and protect innovationinthe area of foods.

This action aimed to analyse whethertheseset goals have been achieved orwhetherthey are regarded as
achievable by stakeholders based on theiropinions on how the legislation has beenimplemented. The action
concentrated mainlyin risk reduction claims which represent a type of claim that can give well -specified benefits
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to the consumers and provide a possibilitytofood industry to create products that can be differentiated from
competitors.

High level of consumer protection has been one of the central aims in health claim legislation by requiring that all
health claims are based on scientific substantiation and approved beforehand, thereby creating a positivelist on
claimsthat can be usedinthe European market. However, the impact of the legislation depends on how the
legislationisimplemented and regulated in different EUmember states. REDICLAIMidentified regulatory gaps
and developed guidelines forthe effective regulation of health claims which enable and enhance innovation while
meetingthe consumerand ethical perspectives.

Differencesin legislation related to providing health-related information have varied widely before the common
EU legislation on claims. Forfood industry this has acted notonly as barrier against free movement of goodsand
faircompetition, butalso asalowerinterestininvestingin health-related research to produce products that have
specifichealth outcomes, including those with contributing to risk re duction. In REDICLAIMwe explored whether
the legislation has promoted food industry’sinterestin producing more innovative, science -based products that
would respond to the needs of European citizens. REDICLAIMidentified regulatory factors that encourage and
hamperinnovationin European food industry and come out with propositions that can promote more radical
innovationsin Europeanfoodindustry whichinthe longrun will contribute to the competitiveness of the food
industry.

Further details

For more information, please referto the project website at: www.rediclaim.eu

Alternativelyyou can contact the project coordinator; ~ Postal address: Food, Consumer Behaviourand
Health Research Centre; University of

Surrey; Guildford; GU2 7XH; United

Kingdom
Email: m.raats@surrey.ac.uk
Tel: (+44) 01483 689431
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