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Counterfeit / Illegal Medicines and the Influence on Globa Supply
Chains during Shortages /

Wednesday October 9, 2013
Morning Session Chair; Basanti Ghosh, Health Canada
08:00-08:30 Seminar Registration

08:30-08:45 Welcome Address; Robin Chiponski, Director General,
Health Products and Food Branch Inspectorate, Health
Canada

08:45 - 09:00 Opening Comments; Helena Baido, PIC/S Chairperson

09:00-09:30 Understanding the Issue: Patient Impacts Associated with
Supply Chain Disruptions; Jeff Morrison, Canadian Pharmacists
Association

09:30-10:00 Understanding the Issue: A Review of Global Supply
Chains; Paul Hargreaves, United Kingdom's Medicines and
Healthcare Products Regulatory Agency (MHRA)

10:30 — 10:50 Case Study Presentation on GMP Deficiencies and the
Subsequent Remedial Actions that Impacted on the
Global Supply Chain; Reza Salehzadeh-Asl, Health Canada

10:50 — 11:10 Case Study Presentation on GMP Deficiencies and the
Subsequent Remedial Actions that Impacted on the
Global Supply Chain; Paul Sexton, Irish Medicines Board
(IMB)

11:10-11:30 Case Study Presentation on GMP Deficiencies and the
Subsequent Remedial Actions that Impacted on the Global
Supply Chains; Carmelo Rosa, United States Food and Drug
Administration (US FDA)



11:30-12:00

GMP Deficiency Case Study Panel Discussion and Q&A

Afternoon Session Chair; Louise Kane, Health Canada

13:00-13:30

13:30-14:00

14:00 - 14:20

14:20-15:00

15:30-16:15

16:15-17:00

Identification and Resolution of GMP Compliance
Problems through Inspection before Matters Become Out of
Control; Mark Birse, United Kingdoms’ Medicines and
Healthcare Products Regulatory Agency (MHRA)

Counterfeit/Illegal Medicines and the Influence on
Global Supply Chains during Shortages; Anton Norder,
Australian Therapeutic Goods Administration (TGA)

Programme to rationalise international GMP
inspections of Active Pharmaceutical
Ingredients/Active Substances Manufacturers; Piotr
Krauze, European Medicines Agency (EMA)

Considerations for Stability Study Designs to Support
Global Products - A Collaborative Perspective:

Pre-Authorisation Stability Requirements for Global
Dossiers - ICH, Health Canada, and Other Jurisdictions; Gary
Condran, Health Canada

Field Review of Stability Requirements - A
Pre-approval Manager Perspective; Karen D'Orazio,
United States Food and Drug Administration (US
FDA)

Industry Perspective: Risk mitigations strategies to
minimize supply chain interruptions; Sharie Reece and
Nick Thersidis, Astrazeneca

Regulatory Perspective: Mitigation and Management of
Supply Chain Interruptions through GMP Inspections;
Jacques Morenas, French National Drug and Health Products

Safety Agency (ANSM)

Thursday October 10, 2013

08:30-10:00

Workshop Breakout Sessions

Workshop B - GMP/GDP Inspection Counterfeits and



Diversion

Workshop C - Counterfeit Detection through Analytical
Testing

Workshop E - Storage Condition Excursions and
Storage/Shipping Validation Assessments during GMP

Inspections.
Workshop F - Assessment of API Supply Chain Integrity
during GMP Inspection

10:30 - 12:00 Workshop Breakout Sessions

Workshop A -Regulatory Oversight of Imported Medicines
Workshop C - Counterfeit Detection through Analytical Testing
Workshop D —Regulatory Oversight of Imported Medicines
Workshop E - Storage Condition Excursions and
Storage/Shipping Validation Assessments during GMP
Inspections.

13:00 - 14:30 Workshop Breakout Sessions

Workshop A - Regulatory Oversight of Imported Medicines
Workshop B ~GMP/GDP Inspection-Counterfeits and Diversion
Workshop D - Regulatory Oversight of Imported Medicines
Workshop F — Assessment of API Supply Chain Integrity
during GMP Inspection

15:00 - 16:30 Workshop Breakout Sessions

Workshop A - Regulatory Oversight of Imported Medicines
Workshop B —-GMP/GDP Inspection-Counterfeits and Diversion
Workshop D - Regulatory Oversight of Imported Medicines
Workshop F — Assessment of API Supply Chain Integrity
during GMP Inspection



Friday October 11, 2013
Morning Session Chair, Anne Hayes, Irish Medicines Agency

08:45 - 09:00 Report on Workshop A: Managing GMP Compliance while Minimizing
Supply Interruptions

09:00 — 09:15 Report on Workshop B: GMP/GDP Inspection - Counterfeits and Diversion
09:15-09:30 Report on Workshop D: Regulatory Oversight of Imported Medicines
09:30 —09:45 Report on Workshop E: Storage Condition Excursions and Storage/Shipping

Validation Assessments during GMP Inspections.

09:45 - 10:00 Report on Workshop F: Assessment of API Supply Chain Integrity
during GMP Inspection

10:30-11:30 Packaging/Shipping Solutions for Global Product Distribution; Linda Evans

O'Connor, Teva Pharmaceuticals

11:30-11:45 Invitation to the 2014 PIC/S Seminar; Jacques Morenas, French National
Drug and Health Products Safety Agency (ANSM)

11:45-12:00 PIC/S Seminar Closing; Paul Gustafson and Stephanie De Silva, Health Canada
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Case Study 1 Presentation on GMP Deficiencies and Subsequent Remedial Actions that
Impacted on the Global Supply Chain (Health Canada Reza Salehzadeh-As])
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Case Study 2 Presentation on GMP Deficiencies and Subsequent Remedial Actions that
Impacted on the Global Supply Chain (Irish Medicines Board Paul Sexton)
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Case Study 3 Presentation on GMP Deficiencies and Subsequent Remedial Actions that
Impacted on the Global Supply Chain (US FDA Carmero Rosa
Health Canada )
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Identification and Resolution of GMP Compliance Problems through Inspection before Matters
Become Out of Control (UK MHRA Mark Birse)
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Counterfeit / Illegal Medicines and the Influence on Global Supply Chains during Shortages:
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Workshop A Managing GMP Compliance while Minimizing Supply Interruptions(IMB  Anne
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