IPA Europe guidelines to qualify a microorganism to be termed as ‘probiotic’ in foods,
beverages and supplements in commercial communications

In 2001, in a period that marked a rise in interest in probiotics for the clinical and scientific communities,
experts convened by the FAO/WHO provided a scientific opinion on "probiotics" 1 and agreed on the
following definition (later amended by an expert consensus group): "live microorganisms that, when
administered in adequate amounts, confer a health benefit on the host"2,3.
This report was followed by the "Guidelines for the Evaluation of Probiotics in Food"4 where the FAO/WHO
experts made several recommendations. One of these was to officially adopt the definition as well as more
specific criteria as a prerequisite to qualify a microbial strain as a "probiotic".
While the definition of probiotics has been widely acknowledged by the scientific community and key
players in the field of probiotics, the FAO/WHO guidelines have not been implemented. In Europe, there is
neither regulatory status nor guidelines defining the probiotics category, nor a commonly acknowledged
list of individual probiotic strains and/or species5.
Therefore, it is essential that the industry clarifies specifications for probiotics in foods, in order to ensure
the proper use of the term without contradicting national requirements or health claim provisions.
Scope of the IPA Europe guidelines
In accordance with the FAO/WHO guidelines, the scope of this document is limited to the use of probiotics
in food, including food supplements (Chapter 31).
Drug applications and animal feeds are excluded from the scope of these guidelines.
Probiotic criteria
There have traditionally been many products available in the marketplace carrying the label 'probiotic'.
However, there are currently no defined guidelines accepted within Europe on what constitutes a
'probiotic' microorganism.
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IPA Europe recommends that, with respect to commercial communications, the term ‘probiotic’ should
only be used to describe microorganisms when a certain combination of requirements is met. No specific
authorisation would be required as long as no reference to any specific health effect is made. In
accordance with Italian6 and Canadian7 guidelines, IPA Europe considers that microorganisms described
as ‘probiotic’ should, for example, facilitate a beneficial balance of the intestinal microbiota and/or
support desirable gastrointestinal function.
Probiotic strains:
1. Must be taxonomically characterized at species level and identifiable at strain level
- Probiotics are specific strains that need to be well identified at strain level, by using the most
current, valid and internationally accepted techniques. This would require using a combination of
the most appropriate molecular techniques, according to the LPSN list (List of prokaryotic names
with standing in nomenclature http://www.bacterio.net/) 6 or the International Committee on
Systematics of Prokaryotes (http://icsp.org/).
- Probiotics are classified, as per reference nomenclature, at species level (family, genus and species).
IPA Europe recommends that probiotic strains are indicated in the ingredients list with their strain
ID.
- IPA Europe recommends that probiotic strains are deposited in an internationally recognised
culture collection (http://wfcc.info/collections).
2. Must be safe for the intended use (i.e. for the targeted consumer and in the conditions of
recommended use)
- Species that are safe for human consumption are listed in the "Qualified Presumption of Safety"
(QPS) EFSA reference documents 7 . The EFSA has taken responsibility to launch this European
initiative,8 which aims to allow strains with an established history and safety status to enter the
market without extensive testing requirements. The QPS concept is a fast track approach for
species for which there is a sufficient body of knowledge, so that all strains within a species are
presumed to be safe for human consumption.
- Safety assessment of strains of QPS-listed species can be limited to aspects that are relevant for the
organism in question.
3. Must be alive when consumed
- Probiotic strains must be alive (including in freeze-dried form) in the product throughout shelf life
and hence, when consumed.
- On the basis of available literature, it can be assumed that the sufficient amount is at least 10 9
live cells per daily portion9 to ensure an effect. A different daily dose or quantity per strain may
be accepted if substantiated by specific studies that have shown the effects.
- Enforcement is under the responsibility of the national authorities.
- Statements with regard to survival of the probiotic through the gastrointestinal tract should be
demonstrated by human studies.
When using probiotics, the industry must ensure appropriate consumer information.
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