FACT Quality Boot Camp

Using a Risk Management Framework to Design Effective
Validation Plans, Audits, and Corrective and Preventive Actions

February 2,2026
pu-} TANDEM MEETINGS 8:00 AM - 5:00 PM

Grand Ballroom | Hilton Salt Lake City Center
255 South West Temple | Salt Lake City, UT 84101

Agenda
m Check-in will begin at 7:30 AM. Breakfast is not provided.
Early badge pickup is available Sunday, February 1 from 4:00-5:00 pm

at the Registration Room, across from the Grand Ballroom.
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12:00 PM - 12:45 PM (45 MIN)

INTERNAL AUDIT PLANNING AND EXECUTION,
A RISK-BASED APPROACH

O

This session reviews the required elements of audit plans and reports
under FACT standards and introduces the principles of risk-based
internal auditing. Participants will learn to develop risk-informed audit
schedules that prioritize activities based on risk, historical data, and
process criticality to support QMS integrity and compliance.

12:45 PM - 1:45 PM (60 MIN)
ROUNDTABLE #2 + SHARING DISCUSSION

1:45 PM - 2:00 PM (15 MIN)
BREAK

2:00 PM - 2:45 PM (45 MIN)

MANAGEMENT AND CONTROL OF RISK BY
QUALIFICATION AND VALIDATION

This session examines how risk-based thinking guides qualification
and validation activities, influencing scope, depth, and frequency.
Participants will apply risk assessment tools to design validation

plans and protocols that prioritize high-impact systems, processes,

and equipment.

2:45 PM - 3:45 PM (60 MIN)
ROUNDTABLE #3 + SHARING DISCUSSION

3:45 PM - 4:25 PM (40 MIN)

INTEGRATION OF RISK ASSESSMENT
IN YOUR QUALITY MANAGEMENT PROGRAM
FOR CONTINUOUS IMPROVEMENT

This session focuses on integrating risk-based thinking into quality
planning and decision-making to support continuous improvement
and regulatory compliance. Participants will learn to establish
frameworks for monitoring risk trends and evaluating the
effectiveness of improvement actions.
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