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Remarks on regulatory discussions and current status
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WHO (1994)
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Regulatory status in the European Union

• No appropriate general category for competitive exclusion 
(CE) products, specifically when applied via spraying on 
animals

• Subject to national legislation
• National authorities may therefore tolerate such products 

under feed, accept it as a veterinary product, or in another 
category such as competitive exclusion product

• Some EU member states refused to authorize CE products
• 2001 review: CE products accepted for use in poultry in 

Finland, Denmark, Sweden. Norway, Ireland, the 
Netherlands, France, Spain and UK

• Currently authorized/tolerated in various EU member 
states
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Standing Committee (21/22.09.2011)
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Standing Committee (04/05.07.2024)
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Are CE products animal feed ?

• 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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CE products as feed additives

• Risk assessment and risk management framework for feed additives did 
not consider/include CE preparations

• If feed additive, CE preparations should be evaluated and authorized 
considering their specific nature, properties and uses and not be 
«pressed» into the mould of other feed additive categories

• Adaption of framework necessary to accommodate to specifics of CE 
products
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Challenges and limitations in the preparation of 
technical dossiers for competitive exclusion products 
as feed additives identified by the stakeholders 
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Policy & procedure

• Is “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

• 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

• Bacteria have not been isolated and defined, many not 
culturable – characterization at species/strain level difficult
– Phenotypic characterisation between difficult and impossible
– Antimicrobial production by a MO community different than 

by isolated strains
– Toxigenicity, pathogenicity relevant?

• Deposition not possible for the additive itself, for representative 
species? What, how many? What is the purpose?

• Whole genome sequencing ? Shotgun metagenomics not 
standardized: sufficiently reliable for regulatory purposes, many 
open questions
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Characterization

• Draft guidance (21.11.2024) revises data requirement for microoganisms
– Data generation should be based on this document once adopted?

• How to discuss questions not addressed in this guidance? 
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Analytics & official control

• Product identification as the feed additive
– Depends on agreed specifications

• Not used in compound feed
• Solution for spraying on chicks (1-time)
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Safety

• Target animals: spraying application – what protocol to assess safety?
• Consumer safety: flora derived from chicken, specific assessment 

needed?
• Environmental safety: flora derived from chicken, occurring in the 

environment, not needed
• User safety: same as probiotics?
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Efficacy

• Spray application, once after hatching: efficacy studies with this route of 
application – no protocols available, guidance focuses on feed/water 
inclusion

• Establishment of normal gut flora (support in …) – how to measure?
• Salmonella reduction/exclusion as an in vivo endpoint acceptable ?
• Challenge studies with microbes needed/acceptable?
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