ZENITH PV

PATIENT SAFETY FIRST

PV & RA Conference Day - Draft Agenda

Topic
PV Conference May 25t , 2026
Keynote - PV/RA Updates

Time

8:50am - 9:10am

Literature Monitoring Automation and Al integration - The Future of
Compliance

9:10am - 10:30am

Networking Break

10:30am - 11:00am

Unlocking CVD Case Handling & ATI Requests - Today’s Reality

11:00am - 12:30pm

Lunch Break

12:30pm - 1:00pm

ICSR Handling and Expectedness Assessment — Establishing Compliance
for Accurate Signals

1:00pm - 2:00pm

Networking Break

2:00pm - 2:30pm

NFA Assessment - From HA & Business Partner Reporting to Impact on
PSURs

2:30pm - 3:30pm

Day Highlights
- Safety Database & Signal Management - Technology vs Compliance
- Overreporting AEs from PSPs - Quality vs Quantity

- Vendor and Partner Compliance - PV vs Operations

3:30pm - 5:00pm

Cocktail Reception

5:00pm - 7:00pm
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ZENITH PV

PATIENT SAFETY FIRST

RA Conference May 26, 2026

Keynote - PV/RA Updates 8:50am-09:00am
Label Updates and Compliance Requirements for Low-Risk Products 9:00am-10:00am
Coffee break 10:00am-10:15am
Comprehensive CMC & CPID Preparation - Successful Submission 10:15am-11:30am
RA and PV Synergy - from Safety Signals to PM Updates 11:30am-12:30pm
Lunch Break 12:30pm-1:00pm
Xml PM - The Path to Fulfilling Regulatory Requirement with Technical 1:00pm-1:50pm
Considerations

Closeout 1:50pm-2:00pm
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