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8:15am - 9:00am

HE

9:00am-9:30am Opening Session-Welcome from US FDA, Host Country
Rick Friedman, FDA/CDER; Alonza Cruse FDA/ORA
9:30am-9:50am Opening Session - Introductory Remarks

Kevin O" Donnell, Ireland (Chair of Expert Circle)

9:50am-10:20am

Ian Thrussell, WHO

Plenary Presentation-How QRM is a lifecycle enabler within an
ICH Q10 Pharmaceutical Quality System

10:20am - 10:3

FEIRE

Sam

10:35am-11:35am

Rick Friedman, US FDA

Interactive Presentation-How Mature Quality Systems use QRM to
Assure Lifecycle Process and Facility Improvement

11:35am-12:20pm

Case Study: QRM and the Supply Chain
Edit Szécs, Hungary (Prepared by Steve Wolfgang, US FDA)

12:20pm-1:10pm

H

1:10pm - 2:10pm

Plenary Presentation: Methods

Jim Vesper, LearningPlus

for Risk Identification & Risk

Communication-Issues for Inspectors to Consider

2:10pm-3:00pm

Karmin Saadat, Austria

Plenary Presentation — Understanding HACCP and its
applications in the GMP Environment

3:00pm-3:15pm

FERE

3:15pm-4:00pm

Common Ways that QRM Can
Gregg Claycamp, US FDA

Plenary Presentation - Overview of Various QRM Tools and

Go Wrong

4:00pm-5:15pm

Karen Takahashi, US FDA

Interactive Plenary: Data Integrity - Identify and Manage Risks

b

FEK o 104FE10H6H > BHIZ (5r4HE R
5] F—H 554
8:45am- Identifying Risks When Walking Use of Risk Assessment to support
10:00am Through a Facility: a PAT Change Control

Interactive Session on Inspector
Techniques

Virgilio Pacio, US  FDA
Katherine Jacobitz, US FDA

Kevin O Donnell, Ireland
Susanne Richardson, US FDA

10:00am-10:15am

FIHIRE

10:15am-
11:15am

Use of QRM to evaluate CAPA
proposals following a Product
Recall

Kevin O° Donnell, Ireland

Understanding the Problems of
Subjectivity & Uncertainty in
QRM - Issues to Consider
Emma Ramnarine, Genentech

11:15am-11:30pm

PR E




11:30pm- Inspecting Risk Assessments Oil Ingress 1ssue with an API
12:45pm involving Multiple Root Centrifuge-Exploring the use of
Causes-Media Fill Failure Formal vs. Informal QRM
Edit Szécs, Hungary Kevin O" Donnell, Ireland
12:45pm-1:30pm &
1:30pm- Identifying Risks When Walking Use of Risk Assessment to support
2:45pm Through a Facility: a PAT Change Control
Interactive Session on Inspector Kevin O Donnell, Ireland
TechniquesVirgilio Susanne Richardson,US FDA
Pacio, US FDA
Katherine Jacobitz, US FDA
2:45pm-3:00pm HHEg IR R
3:00pm- Use of QRM to evaluate CAPA Understanding HACCP and its
4:00pm proposals following a Product applications in the GMP
Recall Environment
Kevin O° Donnell, Ireland Karmin Saadat, Austria
4:00pm-4:05pm HhEg IR R
4:05pm- Inspecting Risk Assessments Oil Ingress 1ssue with an API
5:20pm involving Multiple Root Centrifuge-Exploring the use of
Causes-Media Fill Failure Formal vs. Informal QRM
Edit Szécs, Hungary Kevin O Donnell, Ireland
F=K1044F 10 H 7 H > BH= GRZHERS
iS3E] EANAE
8:45am-9:30am OPEN FLOOR DISCUSSION-Have Your Say!

This session will discuss any QRM topics not covered in the first
two days (Topics to be suggested during Days 1 & 2)
Facilitators: Ian Thrussell (WHO) and Susanne Richardson (US FDA)

9:30am-10:40am

using the tool in Ireland

Plenary Presentation: Overview of the PIC/S Risk-based GMP
Inspection Planning tool and results of a 12 month Pilot Exercise

Karmin Saadat, Austria, & Kevin O° Donnell, Ireland

10:40am - 11:00am

FIHIRE

11:00am-11:30pm

Karmin Saadat, Austria

Plenary Presentation: Customising the PIC/S Risk-based GMP
Inspection Planning tool-Austria’ s Experience

11:30pm-12:30pm

FDA Experience

Reza Kazemi-Tabriz, US FDA

Plenary Presentation: Risk-based GMP Inspection Planning-US

12:30pm-1:30pm

S

1:30pm-1:45pm

[rena Piwowarek, Poland

Plenary Presentation: Introductions to the Interactive Workshop on
Risk-based GMP Inspection Planning

1:45pm-3:00pm

Interactive Workshop-Risk-based GMP Inspection Planning




‘ Irena Piwowarek, Poland, & Karmin Saadat, Austria

3:00pm-3:15pm

PR E

3:15pm-3:45pm

Interactive Workshop: Results of the Various Case Studies on

Risk-based GMP Inspection Planning
Irena Piwowarek, Poland, & Karmin Saadat, Austria

3:50pm-4:10pm Round table Open Discussion: All Attendees

e Recommendations for the next QRM training session
e Improving the PIC/S Risk-based GMP Inspection Planning tool
Co-moderated by Edit Szocs, Hungary, and Reza Kazemi-Tabriz

4:10pm-4:30pm Closing Session-Closing Remarks

Alonza Cruse or Acting Los Angeles District Director, US FDA
Richard Friedman, US FDA
Kevin O' Donnell, Chair of Expert Circle
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