Target Species and efficacy

Views from Industrial
stakeholders



Background

e Balancing the needs from the different
stakeholders

* Ensuring fair, transparent and predictable
regulatory framework



e Update of the Regulation No
429/2008

* Clarification of end-points for the
different functional groups

e Taking into account mode of
actions



Examples of end points

Functional group End points (indicative list)

Improved production of silage
Inhibition of undesirable microorganisms
Silage additives Reduction of effluent
Improved aerobic stability
Reduction of silage pH
Colourant (food) Colour of the food at point of sale
Vitamins Comparison of effect with existing reference vitamin
Digestibility of minerals (phosphorus; trace element)
Protein digestibility

Digestibility Starch digestibility

enhancer
Energy digestibility

Fiber digestibility



Target Species — General Approach

e (Categories based on

— Physiological stages
* Growing
e Reproductive
— Digestive systems
 Ruminants, poultry, fish, etc...
— Metabolism
e Qvines vs other ruminants
— Market size
* Horses, Crustaceans
— Consolidated to minimize number of trials due to animal
welfare reasons (tolerance trials, discards of animals when

testing non authorised additives) and economic reasons
(SMEs)



Farm mammals - General

Birth Slaughter / Slaughter / Slaughter
Weaning Reproduction

Plant based feeds

Carcass / Muscle / Fat development Milk / New born




Pigs — Production system

Plant based feeds

Same Digestive System

Same Metabolism

Same Physiology Same Physiology

Growing Pigs Reproductive Pigs



Target Species - Example



Target Species — Differentiated approach

Is the additive intended for all animal species?

Is the additive intended for all categories
within a group of species at once?

Are the end-points
similar for all species?

Are the end-points (or conditions of use)
similar for a given reproductive stage?
All species or
categories within
an animal family

Test per breeding purpose
(e.g. growing or
reproductive) within a

Species category tested based on species

specific end-points and/or mode
of action.
Authorisations for the species Additional categories can be added later using Tier 1
tested only and/or Tier 2 and by referring to specific categories’ trials




Efficacy evaluation

_ Different end points Similar end points

4 trials
Growing Poultry

2 with poultry for fattening

2 with poultry for
laying/breeding

Layer / Reproductive (1 of each in turkeys and
Poultry chickens)

10



