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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. Identify 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





Why use simulated models?
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Where does simulation fit?

BASIC 
RESEARCH

DRUG DISCOVERY
DISEASE PAIRING

PRECLINICAL 
DEVELOPMENT

ANIMAL TESTING

PHASE 1 
PHASE 2
PHASE 3

4-5 Years 6-9 Years



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/eVlX5lLrF2B/1/m
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