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The Standard of Excellence

AutoPIF™ is an Al-powered solution for Product

WHAT IS AutoPIF™?

Information Files (PIFs) preparation and

verification, using human-in-the-loop validation

Fine-tuned models
developed by subject
matter experts (SMEs) and
scientists with hands-on
experience, reviewing over
500 products over the last
11 years.
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Combines pre-trained
large language models
(LLMs), a requlatory rules
engine, and smart
document structuring to
create draft PIFs.

PERFORMANCE ANALYSIS

WITHOUTAWtoPIF™  WITHAutoPIF™

Increased PIF compilation time due to
disparate data sources in multiple formats

Manual effort for 100 PIFs: ~5,100 hours*

e Exposure and Margin of Safety
(MoS]) is calculated manually

e Review teams must manually cross-check
multiple documents to extract the
required information before authoring

e Manual process of gap identification
and data extraction increases the risk
of human error

* The estimate assumes each product includes 30 ingredients

Significant reduction in effort by
auto-population of key fields using
intelligent document parsing

~2,000 hours** >> 60% efficiency gain

Machine-based calculations of
exposure and MoS

Intelligent flagging of non-compliant
cosmetic ingredients or failed MoS

Checklist-driven inline review with
human-in-the-loop editing

Continuous learning from human quality
review improves PIF authoring accuracy

**AutoPIF™ hours include document verification, gap identification, and human review of machine-generated content
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ClinChoice provides full-service PIF preparation using AutoPIF™

AutoPIF™ Process Flow: ClinChoice Responsibilities
Analyzes input documents e Hosting and maintaining a secure,
section by section pre-validated AutoPIF™ system
* Human-in-the-loop: Conducts gap e Performing feature upgrades and
analysis machine learning model updates
Extracts, maps, and formats o Testing against the latest requlatory
data (text, tables, images); requirements and Al model versions
calculates MoS e Integrating with regulatory databases
Generates the complete PIF such as Coslng

¢ Human-in-the-loop: Conducts final
quality review and compliance
validation

AutoPIF™ HAS DEMONSTRATED OVER 95% ACCURACY IN
STRUCTURED CONTENT GENERATION, BASED ON INTERNAL TESTING

AND SPONSOR PILOT STUDIES (2024).

ABOUT ClinChoice

ClinChoice is a global full-and functional service CRO providing
exceptional product development and lifecycle management
capabilities for pharmaceutical, biotechnology, medical device,
and consumer health companies. We have three decades of
proven expert service delivery and noteworthy results across all
our services. With a strong presence in more than 20 countries
across the Americas, Europe, and Asia-Pacific, we are strategically
positioned to fulfil our clients' business requirements locally and
globally. We offer high-quality, full-service clinical development
and post-marketing solutions. For our clients, it means a reliable

partner and quality results. info@clinchoice.com



