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- Desired marketing status (level of veterinary oversight (i.e., prescription,
veterinary feed directive, over-the-counter (OTC))
Projected market share (important for supplements)
Information and data supporting how resistance determinant(s) lead to

non-wild type or clinically resistant phenotypes
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1. Codex Alimentarius Commission

+ Guidelines for Risk Analysis of Foodborne Antimicrobial Resistance (CAC/GL 77- 2011)

2. WOAH

+ Chapter 6.11 Risk Analysis for Antimicrobial Resistance Arising from the Use of
Antimicrobial Agents in Animals

3. VICH

+ VICH GL27 Guidance on Pre-approval Information for Registration of New Veterinary
Medicinal Products for Food Producing Animals with Respect to Antimicrobial Resistance

4. kEH

+ Guidance for Industry Evaluating the Safety of Antimicrobial New Animal Drugs with
Regard to their Microbiological Effects on Bacteria of Human Health Concern (2003 4F
10 A AFK)

+ Guidance for Industry Evaluating the Safety of Antimicrobial New Animal Drugs with
Regard to their Microbiological Effects on Bacteria of Human Health Concern (Draft
Guidance) (202341 H/AFR)

5. EU

+ Guideline on the Assessment of the risk to public health from antimicrobial resistance due
to the use of an antimicrobial veterinary medicinal product in food-producing animals
(Draft2)

6. F—ALNZUT

- Antibiotic resistance risk assessments (HP &)





