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Regulatory submission
Accelerator

THE SITUATION

Submission prep is months of assembling, Al drafts, cross-references, and validates
cross-referencing and reformatting documentsthat  submissions against FDA and EMA requirements,
already exist somewhere. Your most qualified compressing months of document prep into weeks.
reviewers spend that time checking formatting Qualifiedreviewers approve; the Al does the heavy
instead of judging science, and every delay moves lifting, with traceability throughout.

the filing date.

HOW CRFT WORKS

Validate the core workflowinashort  Build the production-grade, owned  Hand off source, credentials, docs,
prototype sprint system end-to-end and a 90-dayroadmap

WHY IT MATTERS

Months of prep compressed to weeks Validated against FDA/EMA requirements

Full traceability forinspection readiness Reviewers approve; Al does the drafting

CRFT engineers the document intelligence pipeline from ingestion to submission-ready
output.



awsmlabs.

FOUR WAYS TO BUILD AN Al SYSTEM — AND HOW THEY COMPARE

BUILD IN-HOUSE DEV SHOP Al SAAS TOOL CONSULTING

Time to first value @ O . @

How long ore it changes anumber,
ROl guarantee

Who carries the risk if it underperforms
On-the-groundintegration
Gets smarter with use

Tells you where to start

Change management

You ownit outright

fasterregulatory filing timelines at highest-value Al use cases mapped target ROl within 90 days
leading pharma perfunction

Explore this for Life Sciences.

Ashort scoping conversation, then a costed plan with the ROl stated up front
—not aproposal deck.
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