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Establishing claims on foods: 
implications of recent legislation



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.g. lactic acid bacteria, 
bifidobacteria

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

 Science in constant development  



 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

GUT HEALTH IMMUNITY

Contributes to reducing the presence 
of pathogenic micoorganisms or their 

toxins in the gut 

Modulation of  immune function 

Contributes to the defence against 
gastrointestinal pathogens 

Maintaining the normal skin immune 
function after UV‐exposure 

Defence against pathogens by 
stimulating immunologic responses

Reducing risk factors of e.g. allergic 
rhinitis

Contributes to reducing the risk factors 
of gastrointestinal infections 



“Defence against upper 
respiratory tract viruses” 

Lactobacillus Rhamnosus GG

“Resistance to airborne 
allergens”

Lactobacillus  Paracasei
LP‐33®

“Intestinal mobility”
Bifidobacterium breve

BR03 

“Improves intestinal transit”
combination of Bifidobacterium
longum LA 101, Lactobacillus

helveticus LA 102, Lactobacullus
lactis LA 103, Streptococcus 

thermophillus
LA 104

““Balancing intestinal 
flora, improves skin, scalp 

and hair health” 
Lactobacillus Rhamnosus

LR04

“Strengthens the body’s 
natural defences”



 The cutting edge of food sector innovation
 Sector is 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 



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)

Objectives
• Enhance consumer protection
• Ensure functioning of internal market
• Promote competition 
• Encourage innovation

Adopted 20 December 2006



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

Submitted 4 637 48 268

Withdrawn 331 13 103

EFSA adopted 
opinions 

‐ 222 positive
‐more than 1600 
negative

27 75

Source: EFSA website 
http://www.efsa.europa.eu/en/topics/topic/article13.htm



Published 26 April 2011 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



Published 26 April 2011 Scope
Presents examples from ongoing or evaluations 
already carried out on health claims related to 
the gastro‐intestinal tract and immune system 

to illustrate NDA Panel’s approach

Key elements 
Which claimed effects are beneficial 

physiological effects?

Which studies/outcome measures are 
appropriate for the substantiation of function 
claims and disease risk reduction claims?

Analysis of the guidance
• Inconsistent with EFSA’s case by case approach;
• Published two years after the deadline for submission of 

Article 13.1 claims‐dossiers;
• Biomarkers for probiotic validation are not recognised;
• Requirements for study protocol and clarification of 
“healthy subject” make it difficult to prepare a dossier.



http://www.efsa.europa.eu/en/efsajournal/doc/2135.pdf

How the EFSA NDA Panel scientifically evaluates a claim 



Health Claim 
submission 

(company – Art. 13.5/14  
claims or MS – Art. 13.1 

claims )

EFSA
scientific evaluation

(NDA Panel) 

NDA scientific  
opinion

European 
Commission draft 

decision
Following the vote in the 
Standing Committee 
(Member States)

European 
Parliament + 

Council
Scrutiny (3 months)

Final EC decision
Claim

approved/rejected

Publication in OJ

EU Register of nutrition 
and health claims

European 
Commission  EFSA

Mandate for  
scientific evaluation

EC REG 1924/2006



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

Submitted* around 250 15 44

Withdrawn* 5 32

EFSA opinion provided* 150  evaluated
74 re‐submitted

7 (negative) 11 (negative)

Ongoing* 3 1

* Estimates based on the latest available data



 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
 EFSA’s first guidance published too late

=> Probiotics are one of most negatively affected foods



“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 I‐1572 and decreasing
potentially pathogenic gastro‐intestinal
microorganisms.” (Lactobacillus casei DG CNCM I
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)

“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)





 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



 Recognition of category / authorisation of claims by:
 WHO/FAO
 Canada
 Japan
 Brazil
 Russia
 China
 South Korea
 Turkey



 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



The Global Alliance for Probiotics
 Unincorporated association of 7companies representing probiotics

industry
 Manufacturers of probiotics - Chr Hansen, DuPont, Lallemand and 

Probi
 Manufacturers 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



 Since end-2011, GAP has:

Met European 
Commission:
• DG Sanco
• DG RTD 
• DG ENTR

Held meeting 
with EFSA 
Secretariat

Met numerous 
MEPs

GAP position on 
need for 
enhanced 
dialogue



Launched GAP 
website: 
www.gap‐

probiotics.org

Organising
Workshop in 
European 

Parliament –
02/2013

Commissioned 
Public Health 

study on Impact 
of Probiotics



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. 

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

framework

GAP seeks to work constructively with key 
stakeholders to find viable solution

The probiotics sector needs certainty 
regarding scientific assessment and the 

regulatory environment 



 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 common effects also possibleStrain A

Strain B

Strain C

23



 GAP will continue call for enhanced dialogue between 
industry 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?



 Industry 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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