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This report contains recommendations and sug-

gestions for the use of anumicrobials, competi-
tive exclusion (CE) products and vaccines as man-
agement tools to aid in reducing the incidence of
Salmonella in poultry flocks, and in particular
S. enteritidis and S. typhimurium (invasive
serotypes).

5.2 Competitive exclusion (CE)

The use of normal gut flora for prophylactic pur-
poses is only applicable at day 1 in the hatchery.
CE should be administered by spraying the eggs
at hatching, Ideally, CE should be given on day 1
and day 3 in the hatchery machines (days 19 and
21 of incubation). If treatment within the hatch-
ery is not allowed, then CE may be sprayed in
the containers used for transport. CE 1s most ef-
fective in hatcheries where the parent flocks are
__ free from salmonellae, but it may be partially ef-

fective in the presence of a low level of infection.
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6. QUALITY ASSURANCE, SAFETY AND
LEGAL ASPECTS

Since exclusion flora preparations cannot be de-
fined in the same manner as either a vaccine or a
veterinary medicinal product, WHO should rec-
ommend that the authorities create a special prod-
uct category called “NORMAL GUT FLORA”.

In relauon to the avian intestinal tract, “normal
t flora” is an undefined preparation of live ob-
igate and facultatively anaerobic bacteria origi-
nating from normal, healthy, adult individuals of

anavian spec:es, whu:h is free from speafic patho-

he purpose of sucha preparanon 1s to compen-
sate for any deficiencies in the composition of the
normal intestinal microbiota that relate to the
natural control of undesirable micro-organisms
and arise from modern systems of poultry pro-
duction.

“Normal gut flora”, as defined above, should be
distinguished from live “probiotics” which are
preparations of only one or a few strains of mi-

cro-organisms, the primary purpose of which is
to improve animal performance.
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Competitive Exclusion* - ein Verfahren zur Prophylaxe der
Salmonella-Infektion beim Geflugel
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Legal status of Broilact

One Member State representative asked for clarification on the legal status of the oral
use of Broilact, a product typically containing hundred(s) of different bacteria 1solated
from the caecum of healthy chicken. It had been mentioned that an application as a
feed additive had already been rejected and that 1t 1s used in salmonella eradication

measures in combination with vaccination. The outcome of the discussion was that the
product 1s not an authorised feed additive and, considering its mode of action, cannot
be considered a feed application.




A.03

Legal situation of the so-called ‘competitive exclusion products’ designed to be
ingested via oral route

The presence on the market of so-called ‘competitive exclusion products’, used for the
establishment and development of a ‘normal’ gut flora in some animal species, was
brought to the attention of the Commission. Preliminary information on the nature,
characterisation, route of administration, intended effect, etc. of such products was

collected. The Commission is currently examining the legal situation of those so-called
‘competitive exclusion products’ that are designed to be ingested via oral route
(including via spraying the product on the animals and/or their environment with a view
to ensuring its subsequent ingestion), in particular vis-a-vis Regulation (EC) No
1831/2003 on feed additives.




Are CE products animal feed ? Sad ual

Used on food producing animals: 178/2002 (General Food Law) applies

Are CE products feed additives?
— Excluded from micro-organism definition (cf. Directive 95/11)

— Not included when 1831/2003 and 429/2008 were discussed and adopted
— Not covered by EFSA feed additive guidance (and not by draft MO guidance!)

Definition of a feed additive

—‘feed additives’: substances, micro-organisms or preparations (not feed
material/ premixtures, added to feed or water for one or more of the functions
mentioned in Article 5(3)

—‘micro-organism’ means: colony-forming micro-organisms

Decision in accordance with Article 2 (3) needed ?

— Committee procedure to determine whether a substance, micro- organism or
preparation is a feed additive
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Policy & procedure Sad ual

* |s “appear to be compatible with the definition of feed additives” a safe
legal basis for classification as feed additive? For applicants, for EFSA?

* Level playing field: how to assure that data generation and submission is
performed by applicants on an equal level?

 Stepwise approach — further consultations with EFSA before progressing
from characterization to efficacy/safety before final submission

 Develop guidance jointly rather than post-submission ?
* Allocation to what functional group?
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Characterization Sad ual

What is the active agent, are the active agents? The microbial
community with its variability? Representative species? Marker?

Characterization of the product as such vs its constituents

Complex composition of broad range of bacteria:
— How to develop specifications based on active agent(s)
— Use representative species (colony forming units)?

— Representative species could also be used to document the
product variability and process manufacturing

Challenge test against Salmonella as an alternative
characterisation approach (requires animal testing)
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Characterization Sad ual

 Bacteria have not been isolated and defined, many not

culturable — characterization at species/strain level difficult | ;,,,.m e
— Phenotypic characterisation between difficult and impossible “°== ..
— Antimicrobial production by a MO community different than u:'::' =9
by isolated strains T e o

— Toxigenicity, pathogenicity relevant? ,_M & f:;'

* Deposition not possible for the additive itself, for representative m- ’ s

species? What, how many? What is the purpose? =TT | < s i

 Whole genome sequencing ? Shotgun metagenomics not W —
standardized: sufficiently reliable for regulatory purposes, many Aizpurua et al 2024
open questions
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