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INTRODUCTION

The monographs in this volume of the FAO JECFA Monographs on the residues of,
statements on, or other parameters of the veterinary drugs on the agenda were prepared by the
invited experts for the sixty-sixth meeting of the Joint FAO/WHO Expert Committee on Food
Additives (JECFA) held in Rome, Italy, 22-28 February, 2006. This was the seventeenth
meeting of JECFA convened specifically to consider residues of veterinary drugs in food
animals. The Committee has evaluated residues of veterinary drugs in food animals at the
12", 26", 27", 32", 34", 36", 38", 40", 42", 43", 45", 47", 48", 50", 52" 54" 58" 60,
and 62" meetings (Ref. 1-15 and 19-22, respectively). The tasks for the Committee were to
further elaborate principles for evaluating the safety of residues of veterinary drugs in food
and for establishing acceptable daily intakes (ADIs) and recommend maximum residue limits
(MRLs) for substances on the agenda when they are administered to food producing animals
in accordance with good veterinary practice in the use of veterinary drugs. The enclosed
monographs provided the scientific basis for the recommendations of MRLs.

There are two significant items in this volume of the FAO JECFA Monographs to bring to the
attention of readers. First, this volume is the first in a new format for the presentation of
monographs from meetings of the Committee. Second, this was the first meeting of JECFA
subsequent to the completion of the workshop to update the principles and methods of risk
assessment for MRLs for pesticides and veterinary drugs, held jointly by FAO/RIVM/WHO,
in Bilthoven, The Netherlands, 7 - 11 November, 2005. Specifically, the Committee decided
to implement one of the more significant recommendations in the workshop report — the
concept of using median residue values to estimate daily intakes of residues of veterinary
drugs in food for chronic exposure intake estimates (Ref. 24).

Background

In response to the growing use of veterinary medicines in food animal production systems
internationally and the potential implications for human health and fair trading practices, a
Joint FAO/WHO Expert Consultation on Residues of Veterinary Drugs was convened in
Rome, November 1984 (Ref. 16). Among the major recommendations of this consultation
were the establishment of the Codex Committee on Residues of Veterinary Drugs in Foods
(CCRVDF) and the periodic convening of an appropriate expert body to provide independent
scientific advice to this Committee and to member countries of FAO and WHO. At its first
session in Washington, DC in November 1986, the CCRVDF reaffirmed the need for such a
scientific body and made a number of recommendations and suggestions to be considered by
JECFA (Ref. 17). In response to these recommendations, the 32" JECFA meeting was
devoted entirely to the evaluation of residues of veterinary drugs in food — a new
responsibility to the Joint FAO/WHO Expert Committee on Food Additives. Sixteen such
meetings of JECFA have been held prior to this meeting of JECFA.

66" Meeting of JECFA

This present volume in its new format contains monographs of the residue data on six of the
nine substances originally scheduled for the meeting. No data were provided for two
substances and one substance was for review of toxicological data only and no residue
monograph was prepared. The monographs are prepared in a uniform format consistent with
the data provided and the specific request for risk assessment by CCRVDF. The format
includes identity of substance, residues in food and their evaluation, metabolism studies,
tissue residue depletion studies, methods of residue analysis, a final appraisal of the study
results, and if appropriate, recommendations on MRLs. There is one unique report in this



particular volume. It was noted in the editing of the monograph for melengestrol acetate at the
62" JECFA that an inconsistency in the approach to recommend MRLs using appropriate
biological activity of the pertinent metabolites was detected that could not be fully corrected.
To address the unresolved issues, the corrected accounting of the biologically active residues
was completed in this monograph without any additional data provided to JECFA. A
summary of the recommendations on compounds on the agenda and further information
required is included in Annex 1. In addition, a summary of JECFA evaluations of residues of
veterinary drugs in foods from the 32" meeting to the present 66" meeting is found in Annex
2. The monographs and general considerations on risk assessment principles of this
volume must be considered in context of the full report of the meting, which will be
published in the WHO Technical Report Series No. 939.

On-line edition of Residues of some veterinary drugs in animals and foods (FAO Food and
Nutrition paper Number 41)

The monographs and statements that have been published in the FAO Food and Nutrition
Paper 41  (sixteen  volumes since  1988) are  available online at
www.fao.org/es/esn/jecfa/archive_en.stm. The search interface is available in five languages
(Arabic, Chinese, English, French and Spanish) and follows searching for compounds,
functional classes, ADI and MRL status. For each veterinary drug assessed by JECFA an
excerpt is available that summarizes the opinion of JECFA with respect to the ADI and
MRLs. The on-line edition will be updated to include the monographs contained in this
volume.

Contact and Feedback
More information on the work of the Committee is available from the FAO homepage of

JECFA at www.fao.org/ag/agn /jecfa/index_en.stm. Readers are invited to address comments
and questions on this publication and other topics related to the work of JECFA to:

jecfa@fao.org
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