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Mr. Jaimish has 10+ years of experience in preclinical safety studies at JRF, specializing 

in inhalation toxicity and large animal models. He is currently focused on alternatives to 

non-rodent species in line with evolving ethical and regulatory standards.
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The ICH M3(R2) guidelines acknowledge the use of minipigs as a viable non-rodent species for general toxicology 

assessments.

The EMA has published reflection papers discussing the advantages of minipigs, particularly in dermal and 

gastrointestinal studies.

FDA has historically favored dogs and primates. Recent scientific discussions suggest a more flexible approach to 

species selection, recognizing minipigs as a valid alternative when scientifically justified.

Minipigs face challenges like the requirement of highly trained personnel, higher costs, and limited historical data, 

but advancements in husbandry, genetics, and data standardisation are expected to overcome these issues.

Looking forward, the integration of minipigs in safety assessment studies will likely expand as researchers and 

regulatory agencies continue to prioritise ethical, reliable, and human-relevant models. Combined with innovations 

in in-vitro and computational methods, minipigs will play a crucial role in the future of preclinical testing.
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