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REP21/RVOF-Appendix I a3

APPENDIX Il

AMENDMENT TO THE PROCEDURAL MANUAL:
RISK ANALYSIS PRINCIPLES APPLIED BY THE CODEX COMMITTEE ON RESIDUES OF VETERINARY DRUGS IN FOODS
(For adoption)
PartA

ANNEX C: APPROACH FOR THE EXTRAPOLATION OF MAXIMUM RESIDUE LIMITS OF VETERINARY DRUGS TO ONE OR
MORE SPECIES

General criterla for extrapolation:

8 Extrapolation should take place only between the same tissues/food commodities in the reference and
concerned specles (e.g. muscle to muscle, fat to fat etc).

2 Extrapolation of reference species MRLS to a concerned species on a one to one basls should be considered only
if all of the following are satisfied:

(i) the reference and concerned species are related (see “A note on terminology” below),
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base the uss.umpmn that mnboﬂsm does not vary significantiy wn.hrn rhe group af rehtedspedes—d.e
that the M:T established for the reference species con be appifed to the concerned species.

(If) Where identical M:T values have been used in JECFA calculations for two related species but the MRALs
recommended (by JECFA) differ, the most conservative set of Codex MRLs (Le. the MRLs from the species
associated with the lowest consumer exposure estimate) can be extrapolated to other related spedes (e.g.
where different MFRL values have been established for cattle and sheep and extrapolation is considerad to
[goats, the lowest set of MALs should be used for extrapolation).

Explanatory note: The foct that JECFA considered it appropriate to use identicol M:T values in two reloted
species prowides grounds upon which fo bose the assumption that metabolism does not vary significantly
within the group of related specles—Le. that the M:T established for the reference species con be opplied
to the concerned specles.

(i) Where the M:T established by JECFA |s L in all tissues In a single reference species, the same Codex MALs can
be extrapolated to related species.

Explanatory note: The fact that the M:T is I in all tissues/food commodities indicates that the marker
residue Includes oll the ¢ of concern. It is ¢ to assume that this would olso
be the cose in the concemned specles.
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