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PMDA

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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3 6 9 12 18 24 36
FC 2010008 25 80% 92% 93% 91% 93% 92% 91% 91% 93%
60%RH 95.0-105.0 100.5% 100.0% 101.0% 100.5% 100.9% 100.5% 100.4% 100.1%
0.3% 0.06% 0.06% 0.06% 0.06% 0.05% 0.06% 0.07% 0.06%
(HPLO) 0.9% 0.11% 0.10% 0.11% 0.10% 0.09% 0.09% 0.10% 0.09%
0.2% 0.05% 0.05% 0.05% 0.05% 0.06% 0.06% 0.05% 0.07%
1.2% 0.35% 0.35% 0.35% 0.37% 0.37% 0.34% 0.35% 0.38%
FC 2011022 25 80% 95% 95% 93% 94% 92% 92% 94%
60%RH 95.0-105.0 100.9% 100.0% 99.8% 100.2% 100.1% 100.0% 100.4%
0.3% 0.08% 0.08% 0.09% 0.08% 0.07% 0.07% 0.09%
(HPLC) 0.9% 0.09% 0.09% 0.10% 0.10% 0.10% 0.09% 0.10%
0.2% 0.06% 0.06% 0.05% 0.07% 0.05% 0.07% 0.07%
1.2% 0.39% 0.35% 0.35% 0.33% 0.36% 0.35% 0.40%
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60%RH 95.0-105.0 100.5% 99.9% 100.0% 100.0% 100.9%
0.3% 0.09% 0.09% 0.08% 0.09% 0.07%
(HPLO) 0.9% 0.07% 0.09% 0.07% 0.08% 0.09%
0.2% 0.07% 0.07% 0.06% 0.06% 0.06%
1.2% 0.33% 0.35% 0.30% 0.34% 0.35%
FC 2012033 25 80% N/A 96% 92% 93% 93%
60%RH 95.0-105.0 N/A 99.9% 100.0% 100.0% 100.9%
FC2012032 0.3% N/A 0.09% 0.08% 0.09% 0.07%
(HPLO) 0.9% N/A 0.09% 0.07% 0.08% 0.09%
0.2% N/A 0.07% 0.06% 0.06% 0.06%
1.2% N/A 0.35% 0.30% 0.34% 0.35%
FC2013022 25 80% 96% 93%
60%RH 95.0-105.0 100.5% 100.0%
0.3% 0.09% 0.09%
(HPLC) 0.9% 0.07% 0.08%
0.2% 0.07% 0.08%

14




1.2% 0.33% 0.30%
FC 2013052 25 80% 96% 95% 95%
60%RH 95.0-105.0 100.5% 100.0% 100.3%
0.3% 0.09% 0.09% 0.10%
(HPLO) 0.9% 0.07% 0.08% 0.07%
0.2% 0.07% 0.08% 0.07%
1.2% 0.33% 0.30% 0.32%
FC2012047 40 80% 90% 93% 91%
75%RH 95.0-105.0 99.9% 100.0% 100.0%
3 0.3% 0.12% 0.09% 0.09%
(HPLC) 0.9% 0.10% 0.07% 0.07%
0.2% 0.09% 0.07% 0.07%
1.2% 0.36% 0.30% 0.31%
30 80% 93% 93%
65%RH 95.0-105.0 99.9% 100.0%
0.3% 0.06% 0.09%
(HPLC) 0.9% 0.08% 0.09%
0.2% 0.06% 0.07%
1.2% 0.34% 0.33%
25 80% 94% 92% 93%
60%RH 95.0-105.0 100.4% 100.0% 100.2%
0.3% 0.11% 0.10% 0.10%
(HPLO) 0.9% 0.09% 0.09% 0.10%
0.2% 0.08% 0.07% 0.07%
1.2% 0.35% 0.33% 0.35%
FC2013054 40 80% 93% 94% 93%
75%RH 95.0-105.0 101.2% 100.0% 100.0%
0.3% 0.05% 0.05% 0.06%
(HPLO) 0.9% 0.07% 0.06% 0.06%
0.2% 0.07% 0.07% 0.06%
1.2% 0.38% 0.38% 0.37%
25 80% 95% 95% 95%
60%RH 95.0-105.0 101.2% 100.0% 100.5%
0.3% 0.05% 0.05% 0.06%
(HPLC) 0.9% 0.07% 0.07% 0.07%
0.2% 0.07% 0.06% 0.06%
1.2% 0.38% 0.38% 0.38%
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12 24 36
FC2013022 25 95.0-105.0 100.5%
60%RH 0.3% 0.09%
(HPLO) 0.9% 0.07%
0.2% 0.07%
1.2% 0.33%
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8.2

CAPA
2012006 100 CAPA N/A 2013-R
RC-001
2013
-RIV-001
Rapid alert system
CAPA
2013-D-005 C | NA 20
APA 201 130-CPL-001
FC2013017 2013-D-005 3-C-010 011
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C2013018 013017

17




30
31
32
33
34

35
36

8.3

PTP CAPA N/A
2013-CPL-002
N/A
2013-CPL-003
CAPA
CAPA
FC2012032
30 2013-RCN-101
XXX 104
30 1 2013-RCR-101
103
FC2012015 K K2
FC2012016
FC2012017 K 2013 2013-RCN-201
FC2012018 209
FC2012019
FC2012020
2013-RCR-201
207
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37
38
39
40
41
42
43
44
45

46

47
48
49
50
51
52
53
54
55

56

2012-D-005
2012-C-004
2013-V-018
5mg A 5mg B
GMP
Sumire Tab. 5 mg C EP
GMP
A 5mg A 2010 5 2013 5 10
GQP#AA AAAAA
XXX
2012 1
XXX
2011 12 GMP
XXX
B 5mg B 2010 5 2013 5 10
GQP#BB BBBBB
XXX
2012 1
XXX
2011 12 GMP
XXX
EMA C Sumire Tab. 5 mg | 2012 12 EP N/A
CTR#CC C EP
CCCCC
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57
58
59
60
61
62
63
64

65
66
67
68
69
70

71

CCC
COA
Sumire Tab. 5 mg | N/A N/A N/A
MFDS CTR#DD D
DDDDD
DDD
Health Sumire Tab. 5 mg | N/A N/A N/A
Canada E
EEEEE
EEE
11.1
9
MEQ-A20005
PTP MEQ-A20006
N/A
MEQ-A20001
MEQ-A20002 201
3-C-002
0 N/A N/A N/A
MEQ-A20003
N/A N/A N/A
MEQ-A20004 an
9 XXX
10 FC2013018
MEQ-A20003 100 200
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(12)
MEQ-A20005 201
3-C-005
N/A N/A N/A N/A
MEQ-A20005-2 (13)
1Q
0oQ
PQ
PTP s N/A N/A N/A
MEQ-A20006
N/A N/A N/A
MEQ-A20007
N/A N/A N/A
AEQ-QC0001
HPLC N/A N/A
AEQ-QC0002
11.2
11.2.1
12 MEQ-A20005
13 1Q R2013 IQ-MEQ-A20005-2 0Q R2013
0Q-MEQ-A20005-2 PQ R2013 PQ-MEQ-A20005-2
14 PTP 10
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90

91
92

93
94
95
96

A2 1 1 (5 X a3 N/A
A2-1-HO001
A2 1 2 X N/A
A2-1-H002
A2 2 1 X N/A
A2-2-H001
A2 2 2 X N/A
A2-2-H002
11.2.2
27
TOC
TOC
A2 N/A
10 UV
A2-PW001 12
11.2.3
15 HEPA 2009 A2-1-H001 2013
1,000
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97
98

99
100
101
102
103
104
105
106

107

108
109

110

N/A

N/A

BB

N/A
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130
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133
134

60

50

40

30

20

10

50

0.5

0.3,

0.1

2012

“— —

%

(OP0.3 )

Cpk
97.5 101.5% 97.0 103.0% 95.0 105.0% 1.8
N/A
uv Uv N/A
60 80N 40N N/A 8.0
12 14 NMT15 N/A 0.8
0.02 0.1% 0.2% NMTO0.3% 5.0
5.0 7.0% 10.0% 15.0% 4.0
90 100% 85% 30 80% 3.0
0.1 0.3 NMT 0.4% NMT 0.5% 2.0
100 cfu/g 1,000 cfu/g N/A N/A
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100
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CpK 1.3
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166
167
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172
173

174

175
176

177
178
179
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Shewhart

2.50

2.00

1.50 ~

1.00

0.50

UCL

0.00

0.6

0.5

0.4

TOC mg/L

0.3

UCL

0.2

0.1

2014

1

TOC
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181
182
183
184
185
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188

Shewhart
1 1 30
2 9
3 6
4 14
5 3 2 20
6 5 4 1o
7 15 1o
8 8 1o
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