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Strain identification by phenotypic and genotypic methods (Detailed in
Section 3.1)

®Genus, species, strain

*Deposit strain in international culture collection

!

Safety assessment (Detailed in
Section 3.3)

Functional characterization
(Detailed in Section 3.2)

® In vitro tests ® In vitro and/or animal

* Animal studies *Phase 1 human study

l

Double blind, randomized, placebo-controlled
(DBPC) phase 2 human trial or other appropriate
design with sample size >
and primary outcome appropriate to determine
if strain/product is efficacious
(Detailed in Section 3.4)

Phase 3, effectiveness l
trial is appropriate to
compare probiotics with
standard treatment of a
specific condition

Preferably second
independent DBPC
study to confirm
results

Probiotic Food

l

Labeling (Detailed in Section 3.5)

*Contents — genus, species. strain designation
*Minimum numbers of viable bacteria at end of shelf-life
®Proper storage conditions

®Corporate contact details for consumer information.

1\ BEBEREERS (FAO/WHO) G ERPRER 2 XL
(Joint FAO/WHO Working Group Report, 2002)

Taxonomy No
adequately defined

Familiarity
Yes No

Is the proposed use similar to No
traditional use?

Yes l

Will the intended use involve
direct exposure to humans/animals?

lNo

Yes
Are there known Is there any carry over of potentially
pathogenic variants? harmful (undesirable) metabolites?
ve /o e N\ No
Can the . Any other Can the toxicity be - Any other
pathogenicity be |——p| COBEEMmS? (2. excluded or eliminated or | concems? (e

excluded? enyronment, are the levels of exposure environment.

il resistance) ionifi > resistance)

Xes DA |
efinable?
Ne Definable? No No N res No
PS

Not suitable
for QPS

Not suitable
for QPS

Not suitable No Yes
for QPS

(within the
application)
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