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From Requirements to Regulatory: How AI 
Is Transforming Submission Readiness 

Embedding regulatory intelligence into requirements-
driven development



About Agent Astro

•Focused on connecting requirements, regulatory precedent, and lifecycle signals

•Surfaces FDA decisions, guidance, and post-market context to inform upstream decisions

•Designed to sit alongside requirements and QMS tools, not replace them

•Supports experienced regulatory, quality, and engineering teams with structured insight

•Used by teams globally to reduce rework, uncertainty, and late-stage surprises

Regulatory intelligence built by technologists and domain experts



Agenda

• Why submissions still feel like a scramble

• Where most development systems stop short

• Where most development systems stop short

• Regulatory intelligence as a continuous input

• How AI shifts regulatory work upstream

• Building readiness into the process

• Why Submission Readiness Is a System, Not a Phase



Why submissions still feel like a scramble

Even in well-run, requirements-driven organizations

•Requirements and design decisions are well controlled

•Regulatory expectations are often interpreted late

•Submission narratives are reconstructed under pressure

•Risk concentrates near the finish line



Where most development systems stop short

Internal traceability vs external regulatory reality

•Requirements tools manage internal truth

•Regulators evaluate external precedent and context

•Predicate decisions, guidance updates, and post-market signals evolve

•These signals rarely flow upstream in real time



Regulatory intelligence as a continuous input

Augmenting requirements systems, not replacing them

•Agent Astro sits alongside requirements and QMS tools

•It surfaces regulatory precedent and expectations early

•It helps teams test decisions against likely reviewer logic

•It supports submission readiness throughout the lifecycle



AI shifts regulatory work upstream

From reactive assembly to proactive alignment

•Earlier visibility into relevant predicate patterns

•Continuous alignment with guidance and regulatory signals

•Traceable rationale for key regulatory decisions

•Fewer late surprises during submission preparation



Building readiness into the process

Requirements discipline plus regulatory intelligence

•Jama ensures requirements integrity and traceability

•Agent Astro ensures regulatory context and precedent awareness

•Together, teams reduce rework and submission stress

•Readiness becomes continuous, not episodic



Submission Readiness Is a System, Not a Phase

Requirements discipline plus regulatory intelligence

•Strong requirements are necessary but not sufficient

•Regulatory expectations evolve outside development systems

•Readiness improves when both are addressed continuously
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Jama Software® is focused on maximizing innovation success in multidisciplinary engineering organizations. Numerous firsts for humanity in fields such as fuel cells, electrification, space, software-
defined vehicles, surgical robotics, and more all rely on Jama Connect ® requirements management software to minimize the risk of defects, rework, cost overruns, and recalls. Using Jama Connect, 
engineering organizations can now intelligently manage the development process by leveraging Live Traceability  across best-of-breed tools to measurably improve outcomes. Our rapidly growing 
customer base spans the automotive, medical device, life sciences, semiconductor, aerospace & defense, industrial manufacturing, consumer electronics, financial services, and insurance 
industries.

THANK YOU!
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