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Goals for today

Highlight Practical Use of Al Al Playbook for winning strategy

Addressing key pain points facing complex generic Decrease Risk, Increase Think Time, Submit Faster, Increase

drug development Quality, Build CRL Risk Radar

Discuss a Practical Case Call to Action

Using Al to expedite filing, reduce risk of rejection or achieve first Knowledge as Data Asset, Eliminate redundant tasks, Traceability by
round of approval, get to market faster design

Sources used in this presentation : FDA OGD activity reports, GAO on first cycle approvals, IQVIA market analyses on generic price
and launch gaps, FDA PSG and complex generics resources, RAPS coverage



Key Pain Points Facing Generic Industry

GAO found that 12 percent of the 2,030 generic drug applications reviewed by the Food and Drug
Administration (FDA) from fiscal years 2015 through 2017 were approved in the first review cycle
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Source: GAO analysis of Food and Drug Administration data, | GAO-19-565
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Key Pain Points Facing Generic Industry

More specifically Complex Generic Products
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FDA: Generic Drugs Program Monthly and Quarterly Activities Report September 2025
IQVIA: Institute Report Trends in Drug Shortages and ANDA Approvals in the U.S. July 2025




Practical Al Playbook

Increase Think Time, Reduce Risk via Intelligence

1.  What has worked with others

2. What mistakes others have done

We already model our molecules, our 3. Synthesize PSGs in seconds, Apply Cross Product
PK profiles, and our BE studies.

Now we can model our knowledge

Intelligence
4. Synthesize original approvals to innovate

3.2MM 70K+ 518

Pages of FDA SBAs Pages of Guidances Comments on recent PSG

X Traditional manual review

v Deploy Intelligent Search and GenAl tools,
measure immediate impact

Source: Vivpro Regulatory Intelligence Assistant (RIA)
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Practical Al Playbook

Increase Consistency through Automated Writing

From evidence to audit ready text, Lightning-Fast Document Creation

every time Accelerate medical writing with
Al-driven speed

Exceptional Consistency, Low QC Overhead
Seamless teamwork adhering to

regulatory standards Expert-Driven Collaboration & Compliance

Enhance reliability, minimize revisions

Expedited Regulatory Filings + More Think-time = Competitive Edge
From TFLs to Draft CSRs in <1 day

Average time from TFLs to Draft CSRs is 17 days (Range: 5 - 45 days)

Source: Vivpro Automated Writing Solution (REGAIN)



Practical Al Playbook

Process Your Application through CRL Risk Radar

CRL Risk Radar

Al-powered Complete Response Letter risk assessment for FOA submissions
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Practical Al Playbook

Example: Al First Strategy for a Complex Injectable

Streamlining pharmaceutical development from design to approval
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Stage 1: Design Selection Stage 2: Protocol Assembly Stage 3: Post-Lock Integration
# Al-Powered S =+ Al-Powered &5 & Al-Powered

Start with PSG, original approvals and precedent Assemble protocol synopsis and standard text for After study lock, generate Module 2 clinical
mining to select BE design and comparators CSR shells early; Finish your studies summary, integrate CMC comparability, align

PSG  Precedent Mining  BE Design Protocol CSRShells  Standard Text labeling, all traceable

Comparators Documentation Module2 CMC  Labeling Traceability
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@ Observed Results
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Fewer Rework Cycles Faster Internal Sign-Off Stronger Reviewer Readiness

Al-powered accuracy reduces errors and revision Consistent documentation accelerates review and Complete traceability and alignment improve
iterations approval submission quality

Al integration points throughout the workflow ensure consistency, traceability, and regulatory compliance




Call to Action

FDA Shared Al First
Transparency Learning Culture

Continue to publish aggregated Create an anonymized CRL Treat documents and data as one
CRL themes, decision rationales, clearinghouse with standard workflow, require precedent
and example fixes, with links to metadata and resolved checks, track rework reduction,
guidances, so teams plan studies actions, reducing rework and and build treiceability inic
and documents with fewer strengthening supply authoring.
surprises. resilience.

Pilot Be an
Scale Al Fixer

Start with two repeat sections, set Grow skills in input design, output

clear success metrics, then validation, data quality, and cross
standardize templates, APIs, and document consistency, since

governance to expand across blank page drafting will shrink.
products.




Thank You
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