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INTRODUCTION TO PROBIOTICS o

Probiotics are

Safe and friendly live microorganisms that deliver
beneficial effects

Consumed as part of fermented foods and other food
products and dietary supplements

WHO/FAO definition: “live microorganisms which when
administered in adequate amounts confer a health
benefit on the host”, e.qg. lactic acid bacteria,
bifidobacteria

In the last 20 years: > 7,500 papers publlshed and
listed on PubMed A

Science in constant development
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BENEFITS OF PROBIOTICS SBorcs

GUT HEALTH

Contributes to reducing the presence
of pathogenic micoorganisms or their
toxins in the gut

IMMUNITY

Modulation of immune function

Maintaining the normal skin immune
function after UV-exposure

Contributes to the defence against
gastrointestinal pathogens Defence against pathogens by

stimulating immunologic responses

Contributes to reducing the risk factors Reducing risk factors of e.g. allergic

of gastrointestinal infections rhinitis

® Research into role of microbes in helping reduce the risk of certain
metabolic disorders — e.g. diabetes, insulin resistance and obesity

® Key role in preventative health — economic savings, at a time when
health budgets are squeezed
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PROBIOTICS CLAIMS ON PRODUCTES Shorics

“Resistance to airborne
allergens” “Intestinal mobility”
Lactobacillus Paracasei Bifidobacterium breve
LP-33 ® BRO3

“Improves intestinal transit”
combination of Bifidobacterium
longum LA 101, Lactobacillus
helveticus LA 102, Lactobacullus “Strengthens the body’s
lactis LA 103, Streptococcus natural defences”
thermophillus
LA 104

““Balancing intestinal
flora, improves skin, scalp
and hair health”
Lactobacillus Rhamnosus
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PROBIOTICS IN EUROPE i o

® The cutting edge of food sector innovation

® Sectoris growing by around 6% each year

® 2008 retail value of EU probiotic supplements was €380m
(26% of global total)

® For probiotic yoghurts, this figure was €5bn (32% of global
total)

® The EU itself has invested more than €70m into research in
this area

® 60% of consumers know that these “good bacteria” have a
positive impact on their health
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NUTRITION & HEALTH CLAIMS KEIGHESNNRON R

Adopted 20 December 2006

206R 1924 — EN— . {

REGULATION (ECy MNo 1924208 OF THE EUROPEAN
PARLIAMENT AND OF THE COUMNCIL

of 20 Decemder 20HM
on mutriton and health daims made on foods

THE EUROPEAN PARLIAMENT AND THE OOUNCI. OF THE
ELTROPEAMN LINIOM,

Having regard to dee Treaty estmblishing the Buropean Commumity, and
in particular Amicle 95 thereof,

Having regard i the proposal from the Commission,

Having regand i the Opinion of ile Beropean Ecomomic and S aecial
Comamnities {1,

Acting in accordance with the procedure laid down in Asticlke 251 of the
Treaty { <),

Wheere =

[4N] An incressing mumber of foods labelled and advertised in dhe
Commumnity bear nutrition and health claims. In order o ensune
a high level of protection for consumers and to cilitate their
chaoice, products put on the market, incloding impored peodocis,
should be safe snd adequately labelled. A wvaried and balanced
diet is a prereguizite for good health and single producs have a
relative impormnce in the context of the woml diet.

2y Drif ferences between national provisions melating o sweh clhims
may imgeede the free movemen of foods and creaste wmegusal
conditions of competition. They tuas have a direct impact on
the functioning of the intemal market It & therefore oo ssaTY
i adopt Comumunity mules on the wse of nutrition and health
claims on foads.

{3 Greneeral labelling provisions are contained in Directive 20kF135
EC of the European Parliament and of the Council of 20 March
2000 on the spproximation of the laws of the hMMember Smies
relating to the labelling, presentation and advertising of food-
sffE (7). Directive 20«01 3EC generally prohibis e use of
information  that woukl misdead e purchaser or abribwie
medicinal propeerties o food This Regulation should oomglement
the meneral principles in Directive 201 3/EC and lay down
specific provisions conceming the uwse of nuartion and health
claims conceming foeods 1o be delivered as such o the comnswmer.,

(£ 1] Thizs Regulation should spply to all nurition and health claims
made in commerncial communications, nchuding imer alia generic
advertizing of food and promotions]l campaigns, swceh as thosse
suppeorted in whale or in part by public suthorites., It showld
it apply o claims which are made in non-commenc ial oomame-
nications, such as dictary guidelines or advice Bsuwed by public
health suthorities and bodies, oF non-ComrErene i © OrraeLETE 8 oS

Objectives
* Enhance consumer protection

* Ensure functioning of internal market
* Promote competition
* Encourage innovation

Nutrition and health claims may be used
only if authorised by the European
Commission (based on EFSA scientific
opinion)

The list of authorised claims to be
adopted through implementing
measures
(final decision, based on EFSA opinion,
belongs to the European Commission,
EP/Council scrutiny)
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STATUS OF HEALTH CLAIMS SUBTEESSERO SBorcs

Health Claims | Article 13.1 Article 13.5 Article 14
(incl. both DRR &
children claims)

European Food Safety Authority



EFSA GENERAL GUIDANCE

Published 26 April 2011

.ofsam

Eurapean Food Safety Authority EFSA Jourmal 2011:9(4):2135

SCIENTIFIC OFINION

General guidance for stakeholders on the evaluation of Article 13.1, 13.5
and 14 health claims'

EFSA Panel on Dietetic Producs, Nutrition and Allergies (NDA)
Enropean Food Safety Awthority (EFSA), Pamma, Taly

SUMMARY

The Europesn Food Safety Awnthority (EFSA) asked the Panel on Dietefic Products, Nuirition and
Allergies (MDA) to provide general puidance for on the ion of Article 13.1, 13.5
and 14 health claims of Regulation (EC) Mo 19242006 which harmomizes the provizions that relata to
narrition and health claims, and eswblishes milss governing the Compmmity anthorisation of health
claims made on foods. This peneral gwidance is & combined and updated wersion of two previous
briefing doouments {frequendy asked queston dooument related to the asseszment of Article 14 and
13.5 health claim spplications, and 2 briefing document for Member States and the European
Conmussion on the evaluston of Amicle 13.1 health claime). This poidance docment simmarnisas the
general principles applied by the WDA Panel in the evaluation of health clams, snd covers issues
such 25 the totality of available scienfific evidence, pertinent studies for substandation of health
claims, wording of claims, the extent to which a food needs to be characterized for the claimed effect,
claimed effects which are beneficial physiological effects, definifion of a msk factor for the
development of 8 honan disesse, compliance’elizibility issues for health claims, snd procedural
aspects. The guidance documen: (previously called briefing documens) was =ibject to public
consultaton (17 May 2010 to 1 June 20100, and was zlso discussed st a stakeholdsr meeting on
1 Tune 2010. The genersl gmidance document represents the views of the MDA Pansl basad oo the
experience gained to dae with the evaliaton of health claims and it may be fimther updated as
approprizte as additional issues are sddressed

EFEY WORDS
Health claims, scienfific requirements, Articls 13 claims, health claims applications, pereral principles.

2 Cmmquan:mmEFSA, Qoestion Mo EFSA-(-2011-00216, adopted om 25 March 2011,

* Pansl members: Carlo Agostoni, Jean-Lowis Bresson, Susan Fairasatber-Tait, Altsct Flyon, Ines Golly, Hanom Focheoen,
Pagroa Lagiorn Martimes; Lonik, Resangeh Marchalli Anbroise Marein Bovan Messley, Monika Neuhawser-Bardald,
Hildegard Preyremshal, Seppo Salminen, Yolands Same, Scan (17) Swmain, Stephsn Swobel, Ings Tetsas, Dianiel Tomss,
Elemdnk van Loversa and Ham Verhagen. Comrespoadence: gladieSasmoon on
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Scope
General principles applied by NDA Panel
in evaluation of Article 13.1, 13.5, and 14
health claims

Main issues covered:
totality of available scientific evidence
pertinent studies for substantiation of health
claims,
wording of claims
extent to which a food needs to be characterised
for the claimed effect
claimed effects which are beneficial physiological
effects,
definition of a risk factor for the development of a
human disease
compliance/eligibility issues for health claims
procedural aspects



EFSA SPECIFIC GUIDANCE oBAl

IANCE FOR

(GUT HEALTH & IMMUNE FUNCTION®D T

Published 26 April 2011

Scope
Presents examples from ongoing or evaluations
- i efsa already carried out on health claims related to
- . . .
PR it e dungeae the gastro-intestinal tract and immune system

to illustrate NDA Panel’s approach

SCIENTIFIC OPINION

Guidance on the scientific requirements for health claims related to gut and
immune function®

Key elements
Which claimed effects are beneficial
physiological effects?

EF5A Panel on Dietetic Products, Nutrition and Allergies (NDA)™*
European Food Safery Authoriry (EFSA), Parma, Iraly

SUMMARY

The Europesn Food Safery Authority (EFSA) asked the Panel on Ddetetic Products Numinen and
Allergies (MDA) to draft guidsnce on sciennific requirements for health claimes related o gut and

e i Which studies/outcome measures are
experience gained to date with the evaluaton of bealth claims in these areas. It is not intended that the A a a o
S v e i B e R appropriate for the substantiation of function
Sgpamh o Be Punt e el Mo TN I 1R ey sk ©ndontion e claims and disease risk reduction claims?

ongoing evaluatdons. A draft of this goidance document, endorsed by the WDA Pamel on
10 September 2010, was subjected to public consultation (28 September 2010 to 22 October 2010),
and was slso discussed st & technics] meeting with expers in the field on 2 December 2010 in
Amsterdam.

EEY WORDS
et T T Analysis of the guidance

* |nconsistent with EFSA’s case by case approach;
* Published two years after the deadline for submission of
Article 13.1 claims-dossiers;
'Dnnqnmt&uml’_'l'.’:.t Gmsation Wo EFSA-Q-2010-01139, adopsed co 25 Famuary 2010 . . . . . .
Funel masber: Calo Agote. o Lowi Brunon, S Fairsysar Tait, Al Fy, s Gl Hanas Eochcoan. e Biomarkers for probiotic validation are not recognised;

Pagona Lagion, Martmes Levik, Rosangel Marchalli, Amhrois Martin, Bevan Moswley, Monika Neuhdwssr-Bargold,
Hildegard Preyrambal, Seppo Salminen, Yolands Saxe, Sean (11 Smin, Stephan Seobel, Inpe Tetems, Dienial Tomss,

end rn Lo s G Vegen Comeponiencs siadsbagzinge * Requirements for study protocol and clarification of

! Acdmowiedgsment The Panal wishes to thank for the preparamsy work on this scianific opinion- The mambers of the
Wouhm&mpnclm Casio Agpstomi, Jean-Lonis Brassan, Susan Fairaather-Tait, Albert Fhan, Ings Golly, Mariz

onse T b, s L. A Mari. ot Pvusbel Sepyo Sasmioen, Yomds Samm “healthy subject” make it difficult to prepare a dossier.

Sean (7.1} Swain, Inge Tetean. Hendrk vam Loversa and Hams Varhagso. The meatbers of the Claims. Suk-Working Group
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EFSA GUIDANCE ON CLAIMS SUBNEESSHROM o

How the EFSA NDA Panel scientifically evaluates a claim

Yes Is the food/constituent 1 No
sufficiently defined and characterised? |

Yes Is the claimed effect sufficiently No
defined, and is it a
beneficial physiological effect?

e Hawve pertinent human studies been No
presented to substantiate the claim?

If the outcome of all three questions is favourable...
If the outcome of one or more of these questions is unfavourable...

k4 v w v

The NDA Panel weighs the evidence from all
the pertinent studies (i.e. studies from which A cause and effect relationship
scientific conclusions can be drawn to has not been established.
substantiate the claim) presented, including
human. animal, in vifre and mechanistic studies.

http://www.efsa.europa.eu/en/efsajournal/doc/2135.pdf
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HEALTH CLAIMS REGULATION = PiROISEE Shorics

EC REG 1924/2006

European Mandate for
Commr?ssion scientific evaluation EFSA

L 4 - - European

Health Claim EFSA Commissri)on draft
submission ientific evaluati NDA scientific b

(Company_Art 13 5/14 scientitic evaluation . deC|S|0n

claims or MS —Art..13.1 (NDA Panel) opinion Following the vote in the
claims) Standing Committee
% “ . L ¥ (Member States)
Publication in OJ European

L Final EC decision Parliament +
Claim Council

. . approved/rejected
EU Register of nutrition .
E ‘ Scrutiny (3 months)
L \

and health claims
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PROBIOTICS CLAIMSx SBorcs

Health Claims Status ART 13.1 ART 13.5 ART 14
(incl. both DRR &
children claims)

S ah

. éfsa-

European Food Safety Authority

* Estimates based on the latest available data
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SITUATION OF PROBIOTICS CLATNS SBorcs

® 14 December 2012 - no probiotic claim approved
- no longer able to use term ‘probiotic’
—> difference in implementation by MSs

® Benefits of probiotics recognised globally and by individual
EU member states

® Solid base of peer reviewed scientific publications on
probiotics

® Uncertainty of EFSA expectations
® EFSAS’ first guidance published too late

=> Probiotics are one of most negatively affected foods




UNAPPROVED CLAIMS

“In weighing the evidence, the Panel took into account
that there was no human study from which conclusions
could be drawn for an effect of LcS consumption on
upper respiratory tract infections, that one human study
did not support an effect of LcS consumption on the
immune response to influenza vaccination, and that
there was a lack of evidence for an effect of LcS
consumption on the immune system that could relate to
the defence of the upper respiratory tract against
pathogens” (Yakult, Lactobacillus casei strain Shirota,
Article 13.5, NDA opinion June 2011)

“The Panel concludes that the evidence provided is
insufficient to establish a cause and effect relationship
between the consumption of Actimel and a reduction of
the risk of C. difficile diarrhoea by reducing the presence
of C. difficile toxins” (Danone, Lactobacillus casei DN-114
001, Article 14, NDA opinion, November 2010)

“On the basis of the data presented, the Panel
concludes that a cause and effect relationship has
not been established between the consumption of
Lactobacillus casei DG CNCM 1-1572 and decreasing
potentially pathogenic gastro-intestinal
microorganisms.” (Lactobacillus casei DG CNCM |
1572, Article 13.1, NDA opinion, June 2012)

“The Panel concludes that a cause and _effect
relationship _has not been established between the

consumption of  Synbio, a combination of
Lactobacillus rhamnosus IMC 501 and Lactobacillus
paracasei IMC 502, and contribution to maintaining
and improving intestinal well-being by increasing
intestinal regularity and faecal volume.” (Synbio,
Article 13.5, NDA opinion, September 2010)

OBAL
IANCE FOR
JBIOTICS
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MEDIA REPRESENTATIONS o

Health claim of probiotics not accepted

Breaking News on £220m-a-year 'dairy shots' industry in disarray following E
ruling

HEADLINES | TOPICS | PRODUCT NEWS | HEALTH CONDITIONS | PRODUCTS | JOBS | EVENTS
BY MARTIN HICEKMAN . CONSUMER AFFAIRS CORRESPONDENT FERIDAY o= OCT

HEADLINES = REGULATION B8

Tweetm Share P

8 g 0 0 |
Subscribe to AA (= ] — News in pictures Drink this v : e | Rele

sl eCiiie, : z . S 2 i g yvogurt for a healthier stomach. Thirty
IEaen: Soh:  Coewean Wwest | Bitke | Rutt m il million shoppers have swallowed the claimsfor .
EFSA HEALTH CLAIM OPINIONS probiotics as enthusiastically as the sweet milk
= - fermented milk in the belief that "good bacteria®  War
EFSA SlamS dOOI" on prObIOtIC health will defeat "bad bacteria” in epic microscopic Dair
- - 3 I battles inside our bodies. milt
claims (again); Pr | L
News * Society  Health - But claims that probiotic ingredients improve g"'a
By Shane Starling &', 06-Jun-2012 i . | Life & Style blogs health can not be supported, according to an P"::
. . . ’ i extensive review of scientific research by a team RI

Retated tags proviotics. prunes, e, ProObiotic health claims ruled unproven BB | cfexperts from the European Union. .
Related topics: Health claims, Probiotic: ~ European Food Safety Authority says claims regarding immune e . aFE B Of 180 claims for probiotic inaredients. the s~ ¢!

health. Eye health, Gut health, Immune  system and digestive health lack sound scientific basis

Hopes that the resubmission of 74 |
Felicity Lawrence
guardian.co.uk, Tuesday 19 October 2010 16.27 BST

after the European Food Safety Aut EFSA beats off more Lactobacillus
line and unanlmnusly rEjEDtEd them - - -
probiotic claims

By Shane Starling ', 08-Aug-2012

would win a sector-first claim in the

Related tags: Lactobacillus, probiotic

Another pI‘ObiOtiC Claim getS the EFSA COld Ei?;eeg;aﬁé;sn:h%alth claims, Probiotics, Regulation, Probiotics and prebiotics, Gut health,
shoulder

The most researched group of probiotic strains — Lactobacillus
W Tweet - 0 m Share EiLk= D sHArE EYE

— has been delivered yet another blow by the EU’s central
science agency, which rejected digestive and vaginal health
s | et another probiotic claim has been rejected by the European Food Safety Authority (EFSA).  claims for nine individual strains.

Toread the rest of this article please log in below.



IMPACT ON INDUSTRY i o

Limited number of innovative product-specific claims vs.
numerous generic claims

Lack of approved claims - less investment into R&D

Probiotics will continue to be added to products, consumers
uninformed

Risk that probiotics innovation moves away from Europe



GLOBAL RECOGNITION OF BENERINRES i o

® Recognition of category / authorisation of claims by:
22 WHO/FAO

4 \\
@, South Korea

Turkey



INDUSTRY'S APPROACH

® Companies continue to submit individual probiotics
claims on their own individual strains

AND

® Industry working together to try to find a common
approach to address the current impasse (— GAP)

For both approaches, industry needs dialogue with EFSA to ensure dossier

submissions are on right track, in particular for new and emerging science




GAP'S ACTIVITIES i o

The Global Alliance for Probiotics

® Unincorporated association of 7companies representing probiotics
industry

O I\/Iart;ufacturers of probiotics - Chr Hansen, DuPont, Lallemand and
Probi

O I\/Ielmufacturers of probiotic food products - Danone, Yakult and
Valio

Objectives

® To promote understanding and awareness of probiotics and
the recognition of health benefits associated to probiotics

® To get a priobiotic cluster claim (PCC) approved
Activities
® Advocacy and communication to stakeholders &
® Scientific work - PCC

GLOBAL
] ALLIANCE FCR
PROBIOTICS

i € = E?P! D Yekuirt
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OUTREACH ACTIVITIES SBorcs

® Since end-2011, GAP has:

POSITION PAPER ON EVALUATION OF
@ i PROBIOTIC CLAIMS

PR )'\I

SUMMARY The current evaluation and authorisatio GAP position on

been problematic. Despite the foct thg
authorities in EU member states a

scientific evidence, more than 300 . neEd for

Health Claims Regulation have rece

GAP seeks to work constructively wi en ha nced
relevant parties fo find a vioble soluti .
dialogue

outstanding questions and to agree on o
In the medium term, we wish to see the establis

line with EFSA’s case-by-case approach to assessme, e
only when an applicant could not without the consultation., reasonably be expected to
understand all criteria that will be applied to evoluate a claim.

Met European
Commission:

Probiotics are at the cutting edge of food sector innovation, and the sector is a European succe:
story. The sector needs certainty regarding scientific assessment and the regulatory environmen ® DG Sa n Co
in order to maintain its growth and continue to be able to communicate the health benefits o

prabiotics to consumers. L4 DG RTD
* DG ENTR

THE CURRENT It is clear that the evaluation and authorisation of health claims on individual probiotic strains has been
FRAMEWORK FOR problematic. Maore than 300 prebiotic applications submitted under the EU Mutrition and Health Claims
THE ASSESSMENT
OF PROBIOTICS

Regulatlnn have received negative assessment b

£
Met numerous ::‘

- efsam

an Food Safety Authority

Held meeting wsuring that Europe’s food is safe

with EFSA
Secretariat
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Home 2 GAP? o About Pre

Latest news

24.10.2012

Four legal challenges lodged against the European Commission over the
health claims regulation

Four legal challenges have been filed in the last months to the European Court of Justice over the European
Commission's Nufrition and Health Claims Regulation (NHCR). The first action was brought on 2 July 2012
by the Health Food Manufacturer's Association (United Kingdom) jointly with Natuur Producten Nederland
(Netherlands), and seeks the annulment of the Commission's Regulation No 432/2012 of 16 May 2012
establishing a list of permitted health claims made on food. The second action was brought on 25 July 2012
by the German food supplement organization NEM jointly with Plantavis. This time, the legal challenge is
against both the Commission and EFSA and wanis the annulment of the prohibitions set out by the EC
Regulation No 1924/2006. The third action was filed on 3 August 2012 againstthe Commission by a Spanish
food association, Afepadi, seeking to annul certain recitals in the preamble to EC Regulation 432/2012, as
well as a declaration from the General Court regarding the interpretation of Article 13 of EC Regulation
194/2006. The last legal challenge was lodged by the Italian Mational Association of Health Products
Manufacturers, Feder Salus on 20 September 2012. The case has not yet been published in the EU's Official
Journal but it is reported that Feder Salus would like to challenge EC Regulation 432/2012 on the basis that
Article 13 is unclear, that the scientific criteria applied by the European Food Safety Authority are not suitable,
and that the EFSA evaluation process lacks transparency.

So far the European Consumer organisation, BEUC, and the Council of Ministers have confirmed that they will
support the Commission's position in the first case brought by the UK and other food groups in the

Netherlands. It remains to be seen if other paries, including the European Parliament, will take par in the
otherthree law suits.

Commissioned
Public Health
study on Impact

of Probiotics

OUTREACH ACTIVITIES II

Launched GAP
website:

About GAP

The Global Alliance for Probictics (GAP) is an
unincorporated association founded by seven
companies who are leaders in the probiotics
industry. Its members are manufacturers of
probiotics - Chr Hansen, Danisco, Lallemand
and Probi — and manufacturers of probiotic food
products - Danaone, Yakult and Valio. GAP was
formed at the end of 2011.

Read more —

Member companies

Get the Flash Player
to see the
slideshow.

OBAL
IANCE FOR
JBIOTICS

Organising
Workshop in
European
Parliament -
02/2013



GAP

POSITION

POSITION PAPER ON EVALUATION OF
PROBIOTIC CLAIMS

SUMMARY

The current evaluation and authorisation of health claims for individual probiotic strains has
been problematic, Despite the fact that the benefits of probiotics have been recognised by health
authorities in EU member states and around the world and are supported by a solid base of
scientific evidence, more than 300 probiotic applications submitted under the EU Nutrition and
Health Claims Regulation have received negative assessment by EFSA.

GAP seeks to work constructively with EFSA, the European Commission, member states and all
relevant parties to find a viable solution. GAP calls for an open dialogue with EFSA to clarify the
outstanding questions and to agree on an approach to defining the heatth benefits of probiotics.

In the medium term, we wish to see the i ofac for individual dossiers in
line with EFSA’s case-by-case approach to Such (1 should be i
only when an applicant could nof, without the is ly be to

understand all criteria that will be applied to evaluate a claim.

Probiotics are at the cutting edge of foed sector innovation, and the sector is a European success
story. The sector needs i ing scientific and the ry i

in order to maintain its growth and continue to be able to communicate the health benefits of
probiotics to consumers.

THE CURRENT
RAMEWORK FOR
THE ASSESSMENT
OF PROBIOTICS
HEALTH CLAIMS IN
THE EU HAS BEEN
PROBLEMATIC

It is clear that the evaluation and authorisation of health claims an individual probictic strains has been
problematic. More than 300 probiotic applications submitted under the EU Mutrition and Health Claims
Regulation have received negative assessment by the European Food Safety Authority [EFSA) and
thersby no app from the G This makes probiotics one of the types of foods
that have been most negatively affected by the Regulation. However, one generic claim on live yoghurt
has received a positive upinionl. but in this case it is due to the production of a single enzyme; lactase
as the commeon factor for the whole category.

The benefits of probictics have been recognised by health authorities in individual member states of
the EU a2nd around the world as there is a solid base of peer reviewed scientific publications on
probiotics (in the last 20 years, more than 7,500 papers were published and listed on PubMed).
I , the D C ission has itself ¢ i d mare than €70 million of research funding
to related topics. Clearly there is a problem that needs resclution, and GAP seeks to work
constructively with EFSA, the European Commission, member states and all relevant parties to find a
solution.

One of the reasons that applications for probiotic claims have not been accepted by EFSA is that
companies involved had insuffident information about what EFSA would reguire when they were
designing research studies. The companies submitting claims applications did o in good faith based
on what they felt was a responsible approach taking into account established scientific standards and
the best information available at the time. The industry welcomes the publication of EFSA's first
guidance note on gut and immunity claims, but notes that it was only provided in April 2011, more
than two years after the deadline for submission of Article 13.1 daims-dossiers, and also after several
daims applications had already been negatively assessed by EFSA

The guidance also leaves several important issues unaddressed such as the recognition of biomarkers
for probiotic validation, the latest requirements for study protocols and clarification of the definition of
“healthy subjects” that make it difficult to prepare a dossier meeting the standards required by EFSA.

* Scientific Opinion on the substantiation of health claims related 1o lve yoghurt cultures and improved lactose digestion (ID 1143, 2976) pursuant 1o
Articke 13(1) of Regulation (EC) No 1924/2006

B e L O R P @ vean
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GAP seeks to work constructively with key
stakeholders to find viable solution

GAP calls for an open dialogue with respect
to probiotic applications within existing
framework

In the medium term, GAP wishes to see the
establishment of a consultation for individual
dossiers in line with EFSA’s case-by-case
approach to assessment.

The probiotics sector needs certainty
regarding scientific assessment and the
regulatory environment
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PROBIOTICS CLUSTER CLAIN o

Living bacterial cells highly complex
ingredients

® Contain a huge number of biological
molecules

® Probiotics selected from narrow pool
of bacterial genera: genomic
commonalities

® Selected on the basis of common
physiologies and functions

® Strain-specific effects possible
Strain A ® Strain common effects also possible

c3



FUTURE PROSPECTS i o

® GAP will continue call for enhanced dialogue between
iIndustry and EFSA (build on meetings with European
Commission, MEPs...)

® GAP to continue scientific work on PCC claim-dossier

In future:

® Less investment into R&D?
® short-term increase but possible long-term decline

® Risk that probiotics innovation moves away from
Europe?

® Probiotics will continue to be added to products,
consumers uninformed?




FUTURE PROSPECTS II i o

® [ndustry needs legal certainty in which to
operate

® Open dialogue with EFSA is essential, and, in the
medium term, a consultation for a dossier prior to
submission would help to achieve alignment
between EFSA and applicants, and therefore
encourage further innovation in the sector
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Establishing claims on foods:
implications of recent legislation
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Global Alliance for Probiotics
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