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73 GMP/GDP
(73" Meeting of GMP/GDP Inspectors Working Group)
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27 February 2014 (09:00 — 16:00), room 3A

: Mr. David Cockburn, EMA
European Medicines Agency

3 EU EU GMP

Falsified Medicines Directive FMD Directive
EU
EU
GMP
GMP
EU GMP
2 GMP
IWG

Agenda of GMP/GDP IWG Meeting
Draft Agenda for 73rd GMP/GDP IWG Meeting For Adoption

Conflicts of interest with respect to items on the agenda

Summary Records of GMP/GDP IWG Meeting

Draft Summary Record of the 72nd GMP/GDP IWG Meeting
72 GMP/GDP IWG

Summary Record of the 71st GMP/GDP IWG Meeting



3.
3.1(5.1.1)

3.2 (6.3)

3.3 (7.2)
3.4 (7.5)

3.5 (8.3)

4.1

5.1

5.2

521
5211

5.3

Matters arising from the previous meeting

TTIP: Lines to take
MRA

Revision of Annex 15 Annex 15
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Q&As on Annex 19 Annex 19 Q&A
Manufacture of Adjuvants: BWP input

Update to Rapid Alert format (manufacturer details)

Work Plan
Rolling Work Plan
Legislation
Update from European Commission
GDP 12 23 Q&A
EU ATMP GMP
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GMP EU
Written Confirmation
Excipients GMP,GDP

Implementation of the Falsified Medicines Directive

Work plan for deliverables

Principles of GDP for Active Substances GDP
GMP Q7A
EudraGMDP

3
EEA MRA PIC/S
Write Access GMP Certs

Write Access
agreement

EU

Eudra

Commission

Written Confirmation EU

Non EMA/EEA



5.4

6.2

6.3

6.4

6.5

6.6

6.7

EMA GMP

EDQM EP
GMP 2
FDA Warning Letter EEA
EEA GMP FDA
Invoicing from Third Country
EU EU

GMP and GDP Guidance GMP GDP
Part Il of EU GMP: Need to revise text referring to scope? EU GMP

Part 11 Annex 1

Revision of GMP chapters 3 & 5 GMP 3 5

EU GMP Annex 16 QP

Legal Obligation

Revision of GMP Chapter 8: Complaints and Recalls GMP
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QP Annex16

QP QP
Revision of Annex 16 GMP Annex16
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Revision of Annex 17 GMP Annex17
Biofilms reflection paper reflection paper

Batch number and expiry date on extra label
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Problem statement For Discussion

OK

GMP Partl 2.5
Harmonisation of Inspections in the EEA EEA
Joint Audit Programme JAP IWG

HMA
Community Procedure Maintenance program Annual
Report Compliance
FDA FDA

PIC/S member
Inspection of irradiation facilities
GMP 3

PIC/S Q&A INF20-11 Q1 GMP
1 GMP

Temporary withdrawal of GMP certificates GMP
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EDQM inspection report format EDQM
EDQM EU
EDQM IMB EU CAPA

Restricted access to inspectors
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Community Procedures
Flexibility on written confirmation for atypical actives: Need for harmonisation
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Product Defects and Inspections under the Centralised System or Referrals

Update on inspections requested by CxMP CxMP
Product defects update
Presentation on QD, Recalls and Rapid Alerts at French Vet Agency 2000 - 2013 For

Information 2000 2013
Root Cause
Heparin
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FDA EU EU
Implementation of risk-based inspection planning by EMA EMA
6 1 EU A model for risk based planning for

inspection of pharmaceutical manufacturing Annex 1

EU Joint inspection

MRAs and other agreements on GMP GMP MRA
MRA General MRA
MRA
Japan
EMA MRA
Canada
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Switzerland
Australia
New Zealand
Israel
Other international collaborations on GMP GMP
Active substance inspections

EudraGMP

Pilot project with FDA on dosage forms FDA
Liaison with other groups

Update from PIC/S PIC/S
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6 25 IMB new inspector
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Toxicilogy Classification of API 3rd Country API
11.5.1 ICH Q7 IWG
Q7 Q&A FDA EMA
11.5.2 ICH IQDG
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11.6.1 Working Group of Enforcement Officers
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EDQM
2011 6 IWG Problem statement
2011 5 2012 2013
2013 OMCL

Breakout sessions

GMP Compliance Group Meeting
Annex 16 Stakeholder Workshop
Any Other Business



