Examples for use of Non-Pharmaceutical-Grade Substances
Below are examples of situations in which it would be reasonable for the IACUC to review and approve the use of non-pharmaceutical-grade substances. IACUCs may use these examples as the basis for developing their own criteria. 

It would be reasonable for the IACUC to review and approve the use of non-pharmaceutical-grade substances in the following situations: 

1. If no equivalent veterinary or human drug is available for experimental use, then the highest-grade equivalent chemical reagent should be used and formulated aseptically and with a non-toxic vehicle as appropriate for the route of administration.

2. Although an equivalent veterinary or human drug is available for experimental use, the chemical-grade reagent is required to replicate methods from previous studies because results are directly compared to those of replicated studies. 

3. Although an equivalent veterinary or human drug is available, dilution or change in formulation is required. 

· If adulteration by dilution, addition, or other change in formulation is required, there may be no additional advantage to be gained by using the USP formulation. 

· Use of the highest-grade reagent may have the advantage of single-stage formulation and also result in purity that is equal to or higher than the human or veterinary drug.

· Professional judgment should be used to determine the appropriate test material and to ensure use of an agent with the least likelihood for causing adverse effects. 
4. The available human or veterinary drug is not concentrated enough to meet experimental requirements. 

5. The available human or veterinary drug does not meet the non-toxic vehicle requirements for the specified route of injection. 

