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[F"ANNEX I
CHEMICAL, PHARMACEUTICAL AND ANALYTICAL STANDARDS,

SAFETY AND RESIDUE TESTS, PRE-CLINICAL AND CLINICAL TRIALS
IN RESPECT OF TESTING OF VETERINARY MEDICINAL PRODUCTS

Textual Amendments
F1  Substituted by Commission Directive 2009/9/EC of 10 February 2009 amending Directive 2001/82/EC
of the European Parliament and of the Council on the Community code relating to medicinal products
for veterinary use (Text with EEA relevance).

TITLE II
REQUIREMENTS FOR IMMUNOLOGICAL
VETERINARY MEDICINAL PRODUCTS
PART 4:

EFFICACY TESTS

CHAPTERPerformance of trials

I

All efficacy trials shall be conducted in accordance with a fully considered detailed
protocol, which shall be recorded in writing prior to commencement of the trial. The
welfare of the trial animals shall be subject to veterinary supervision and shall be taken
fully into consideration during the elaboration of any trial protocol and throughout the
conduct of the trial.

Pre-established systematic written procedures for the organisation, conduct, data
collection, documentation and verification of efficacy trials shall be required.

Field trials shall be conducted in accordance with established principles of good
clinical practice, unless otherwise justified.

Before the commencement of any field trial, the informed consent of the owner of
the animals to be used in the trial shall be obtained and documented. In particular, the
animal owner shall be informed in writing of the consequences of participation in the
trial for the subsequent disposal of treated animals or for the taking of foodstuffs from
treated animals. A copy of this notification, countersigned and dated by the animal
owner, shall be included in the trial documentation.

Unless the field trial is conducted with a blind design, the provisions of Articles 55,
56 and 57 shall apply by analogy to the labelling of formulations intended for use in
veterinary field trials. In all cases, the words ‘for veterinary field trial use only’ shall
appear prominently and indelibly upon the labelling.]
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