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ANNEX

PART A

CHEMICAL ACTIVE SUBSTANCES

SECTION 6

Residues in or on treated products, food and feed

6.4. Feeding studies

The objective of feeding studies shall be to determine residues in products of animal origin
which result from residues in feed.

The results from a feeding study conducted with laying hens shall be extrapolated to all food
producing poultry. The results from a feeding study with lactating cows and, where necessary,
with pigs shall be extrapolated to all food producing mammals.
Circumstances in which required

Feeding studies shall be provided where metabolism studies indicate that residues at levels of
above 0,01 mg/kg may occur in edible animal tissue, milk, eggs or fish, taking into account the
residue levels in potential feeding stuffs, obtained at the 1 × dose rate, calculated on the dry
weight basis.

Feeding studies shall not be required where intake is below 0,004 mg/kg bw/day, except in cases
where the residue, that is to say the active substance, its metabolites or breakdown products, as
defined in the residue definition for risk assessment, tends to accumulate.

6.4.1. Poultry

Poultry feeding studies shall be carried out in laying hens. For each treatment regime chosen a
minimum of nine chickens should be treated.

In general, the feed shall be administered in three dosages (first dose = expected residue level).
The animals shall be dosed for a minimum of 28 days or until plateau level is reached in eggs.

6.4.2. Ruminants

Ruminant feeding studies shall be carried out in lactating cows. For each treatment regime
chosen, a minimum of three dairy cows shall be treated.

In general, the feed shall be administered in three dosages (first dose = expected residue level).
The animals shall be dosed for a minimum of 28 days or until plateau level is reached in milk.

6.4.3. Pigs

Where it appears from the metabolism studies that metabolic pathways differ significantly in
pigs as compared to ruminants, a pig feeding study may be conducted. For each treatment regime
chosen a minimum of three pigs shall be treated.

In general, the feed shall be administered in three dosages (first dose = expected residue level).
The animals shall be dosed for at least the same time as ruminants.

6.4.4. Fish
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A fish feeding study may be required where residues at levels above 0,01 mg/kg may be
reasonably expected in edible tissues, based on the findings of the fish metabolism study and
the estimated maximum residues which might occur in fish feed. Particular attention should be
laid on lipophilic substances with an intrinsic tendency for accumulation.
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