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PRIORITY AREA: SECTION 5 (2B)



Section 5: Harness Diverse Data through Information
Sciences to Improve Health Outcomes: Strategic Plan for

Regulatory Science

2. Develop and apply simulation models for product life cycles, risk
assessment, and other regulatory science uses:

a. ldentify opportunities and develop computer simulation and
modeling to streamline data analysis and model biological
systems and their responses to agents of concerns, such as
toxins, pathogens, electromagnetic energy, and biomaterials;

b. Promote novel clinical trial design using simulation, new
statistical models, and novel animal models/animal model

alternatives.




What is simulation?

Imitation of situation or a process

In Silico-Computational model

https://www.youtube.com/watch?v=dn8e1ffWAYg




THE CONVERSATION

Why computer simulations should
replace animal testing for heart drugs
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Safety 1s imperative before new medicines are given to patients — which
is why drugs are tested on millions of animals worldwide each year to
detect possible risks and side effects. But research shows computer
simulations of the heart have the potential to improve drug development

for patients and reduce the need for animal testing.

Animal testing has, to date, been the most accurate and reliable strategy

for checking new drugs, but it is expensive, time consuming and — for

some — highly controversial.
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Why use simulated models?
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Where does simulation fit?

PRECLINICAL
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What would this entail?

* Proposing a centralized database that allows for data sharing of trials
already using simulation. Database will include a space for clinical
trails registration number, simulation upload and study info.

* https://www.powtoon.com/c/eVIXglLrF2B/1/m
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