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Risk Management / 
FMEA Auditing - Best 

Practices

What Auditors Miss in 
an AI and Data-Driven 

World: 25 Things to 
Check

GxP for Supplier and 
Internal Audits

Risk is the Compass™
A Process Approach 

Auditing Model Using 
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Vulnerability Assessments 

Participant Course

Angelo Scangas Rai Chowdhary Jim Shore Denis Devos Cathleen Howick
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12:00p - 1:00p
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Reading, Writing, and 
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Accreditation Scopes, 
Service Requests, and 
Calibration Certificates

What Auditors Miss in 
an AI and Data-Driven 

World: 25 Things to 
Check

GxP for Supplier and 
Internal Audits

Risk is the Compass™
A Process Approach 

Auditing Model Using 
Risks and Control

FSPCA IA Conducting 
Vulnerability Assessments 

Participant Course

Heather Wade Rai Chowdhary Jim Shore Denis Devos Cathleen Howick

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

3:00p - 3:15p

The 3Rs of Calibration; 
Reading, Writing, and 

Reviewing 
Accreditation Scopes, 
Service Requests, and 
Calibration Certificates

What Auditors Miss in 
an AI and Data-Driven 

World: 25 Things to 
Check

GxP for Supplier and 
Internal Audits

Risk is the Compass™
A Process Approach 

Auditing Model Using 
Risks and Control

FSPCA IA Conducting 
Vulnerability Assessments 

Participant Course

Heather Wade Rai Chowdhary Jim Shore Denis Devos Cathleen Howick

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

5:00p - 6:30p
6:30p - 8:30p

7:30a - 8:00a
8:00a - 8:10a
8:10a - 8:15a
8:15a - 9:00a
9:00a - 9:15a
9:15a - 9:40a

FDC Track
A1: The Current 

Realities and Future 
Potential for AI in 

Auditing

B1: Unsung Heroes of 
Audit - Role of Support 

Team

C1: Is AI Putting My 
Organization At Risk?

D1: Auditing Medical 
Device Quality 
Systems - Risk 
Management

E1: Future-Proofing Your 
Auditing Career

Balazs Bozsik Aditya Desai Joy Toney Edwin Bills Rosemarie Christopher

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

10:30a - 10:50a
FDC Track

A2: Giving Engaging 
Presentations and 
Avoiding Death By 

PowerPoint

B2: Change 
Management 

Strategies for AI 
Integration

C2: Reviewing Auditees' 
Corrective Action 

Responses to Findings

D2: Is ISO 9001 Still 
Relevant?

E2: Cosmetic Auditing 
under MoCRA

Heather Wade Rachel Ryll Christy Furlan Danielle Hestermann Steve Ault

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

11:40a - 12:00p
12:00p - 12:10p
12:10p - 12:15p
12:15p - 1:00p
1:00p - 1:10p
1:10p - 1:30p

FDC Track

A3: Leveraging AI in 
Auditing: Step-by-Step  

Prompt Generation

B3: AI-Driven Change 
Management

C3: Auditor Cookbook: A 
Recipe for a Delicious 

Nonconformity

D3: An Introduction to 
the Cost of Quality

E3: Medical Auditing 
Masterclass

Attrayee Chakraborty Rachel Ryll Paul Russell Denis Devos Balazs Bozsik

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

2:20p - 2:40p
FDC Track

A4: ISO 9001 vs. 
ISO/IEC 17025

B4: The Four-Step 
Process of Quality 

Auditing

C4: Recent Audit 
Standard Updates of US 

TAG 302 (part 1)

D4: Preparing for the 
Upcoming New FDA 

QMSR

E4: NSF: 2024: Dietary 
Supplement GMP Nonc 

Report Overview

Heather Wade Tony George
Sheronda Jeffries &

BJ Johnson
Edwin Bills Sarah Collins

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

3:30p - 3:50p
FDC Track

A5: Building 
Organizational 

Familiarity as an 
External Auditor

B5: GMP 
Manufacturing 

through an Auditor's 
Eye

C5: Recent Audit 
Standard Updates of US 

TAG 302 (part 2)

D5: AI in Action: 
Enhancing Risk-Based 

Audit Planning

E5: What You May Really 
See At a Food Plant

Colleen McGuigan Aditya Desai
Sheronda Jeffries &

BJ Johnson
Laura Halleck Bob Ferguson

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

4:40p - 6:30p
6:30p - 10:00p

7:30a - 8:00a
8:00a - 8:10a
8:10a - 8:15a
8:15a - 9:00a
9:00a - 9:15a
9:15a - 9:40a

FDC Track

F1: AI in Quality Audits

G1: How Auditing Best 
Practices Secure a 
Successful Initial 

Launch

H1: Using Generative AI 
to Conduct Smarter, Safer 

Audits

I1: APQP Rev 3 & 
Control Plan Rev. 1 

Overview

J1: Common GMP Audit 
Findings

Kellen Ilse Kristen Wagner Justin Mitchell Angelo Scangas Jon Gawlak

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

10:30a - 10:50a
FDC Track

F2: How I Have 
Streamlined my Audit 
Documentation with 

Microsoft 365 Copilot

G2: New and 
Advanced Methods 
and Logic using AI to 

Make our Most Critical 
Quality Decisions

H2: Optimizing Supplier 
and Internal Audits with 

AI

I2: Evolving 
Cybeersecurity Audits 

for Medical Device 
Risk Management in 

the AI Era

J2: Changes to Food Safety 
Auditing

Tatiana Miranda George Kwiecinski Jim Shore Srividya Narayanan Robert Thrash

Naples 1 Naples 2 Naples 3 Naples 4 Naples 5

11:40a - 12:00p
12:00p - 12:15p
12:15p - 1:30p
1:30p - 1:45p
1:45p - 3:00p
3:00p - 4:00p

Day 0, Tuesday, September 9, 2025
Schedule at a Glance

Sponsor-Funded Networking Reception - Terrace Lounge

Pre-Conference Tutorials - AM

10:15a - 12:00p

Pre-Conference Tutorials - AM continued

Break - Snacks

3:15p - 5:00p

Pre-Conference Tutorials - PM continued

No programming

Lunch

Break - Snacks

Pre-Conference Tutorials - PM

8:00a - 10:00a

1:00p - 3:00p

Day 1, Wednesday, September 10, 2025
Coffee

Opening Announcements - Capri Ballroom
Keynote Intro - Capri Ballroom

Keynote Speaker - Rai Chowdhary - Capri Ballroom
Pre-Conference Announcements, Housekeeping Items - Capri Ballroom

Break, Snacks, Sponsor Bingo - Naples 6 & 7

9:40a - 10:30a

50-minute concurrent sessions - Main

Break

10:50a - 11:40a

50-minute concurrent sessions - Main

Break, Sponsor Bingo - Naples 6 & 7
Midday Announcements: Lunch Starts - Capri Ballroom

Keynote Intro - Capri Ballroom
Keynote Speaker - Lisa El-Shall - Capri Ballroom

Announcements, Housekeeping Items - Capri Ballroom
Break, Sponsor Bingo - Naples 6 & 7

1:30p - 2:20p

50-minute concurrent sessions - Main

Break

2:40p - 3:30p

50-minute concurrent sessions - Main

Break, Snacks - Naples 6 & 7

3:50p - 4:40p

50-minute concurrent sessions - Main

No Programming
Gala (music starts at 7:00p) - Capri Ballroom

Day 2, Thursday, September 11, 2025
Coffee

Morning Announcements, Moment of Silence - Capri Ballroom

10:50a - 11:40a

50-minute concurrent sessions - Main

Break - Naples 6 & 7
Announcements, Bingo Prizes, Lunch Starts - Capri Ballroom

Keynote Intro - Capri Ballroom
Keynote Speaker - Denis Devos - Capri Ballroom

Announcements, Housekeeping Items - Capri Ballroom
Break, Snacks, Sponsor Bingo - Naples 6 & 7

9:40a - 10:30a

50-minute concurrent sessions - Main

Lunch continues
End-of-Conference Announcements, Thank You's - Capri Ballroom

No Programming
Annual Audit Division Business Meeting - Naples TBD

Break 
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