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09:30

10:00

10:15

Registration and Welcome Coffee

Welcome Address and Opening Remarks

Plenary Session

Session Co-Chairs:

Monika M. Pietrek, Managing Director, Pietrek Associates GmbH,
Germany

Fergus Sweeney, Head of Sector, Compliance and Inspection,
European Medicines Agency, EU

Helena van den Dungen, Global Head, Quality Assurance Drug
Safety and Epidemiology, Novartis Pharma AG, Switzerland,
Representing EFGCP Audit Working Party

PV Inspection Processes and Systems

» Fergus Sweeney, Head of Sector, Compliance and Inspection,
European Medicines Agency, European Union

* Margaret Walters, Director, EU Pharmacovigilance Merck Sharp &
Dohme Ltd., UK

Changes in EU regulations, in particular in 2004, and the global nature
of Pharmacovigilance, and the systems implemented by the Industry,
have seen an increase in the number and depth of PV inspections
conducted by EU inspectorates. Inspection processes and approaches
have developed and become more comprehensive. This has been a
clear impact on how companies address inspections, especially as the
PV system is global and involves all countries where the MAH's
products are marketed. This session will look at the links between the
PV inspections and the global PV processes and systems of the MAH.

PV Quality Management: Processes and Systems of the

MAH

* Jacqueline Mills, Head, Global Policies, Processes & Verification,
Novartis Pharma AG, Switzerland

« Karen Pattenden, Senior Director Drug Safety & Public Health/EEA
QPPYV, Gilead Sciences International Limited, UK

The need for complete, timely and accurate benefit risk evaluation for
medicines and the increasing number of adverse reaction reports
collected from all parts of the world emphasise the need to build
quality into the PV systems right from the start. Implementing
properly designed systems ensures that quality requirements are in
place, standards are set and met and appropriate quality metrics used
to demonstrate not only compliance but also proactive identification
of potential issues before they threaten patient safety. The
presentations during this session will discuss state of the art for the
quality systems supporting Pharmacovigilance in MAHs of different
size.

Learning from PV Audit and Inspection Findings

« Philippe Van der Auwera, Global Head of Safety Risk Management
(PDS) & EU-QPPYV, F. Hoffmann-La Roche Ltd., Switzerland

* Nele Matthijs, Federal Agency for Medicines and Health Products
FAGG, Belgium

A lot of effort is put into the conduct and follow up of audits and
inspections. There is a clear need to learn, effectively, from findings
derived from both processes. The findings, and the corrective and
preventive action process, should be used to evaluate for other similar
potential situations. This should lead to improved quality systems that
enhance the benefit risk evaluation of medicines. Sharing such
findings and learning from them within a MAH is probably common,
however, patient safety and solutions to PV system problems would
benefit greatly from sharing PV findings and solutions with a larger
public. In this session, information and learning processes will be
addressed by industry and authority speakers.

12:00

13:00

How to Overcome Inconsistencies of PV Audit and Inspection
Findings?
Panel discussion with session speakers

Registrants have the opportunity to submit questions for the panel
discussion to Michael.Hediger@diaeurope.org. The deadline for
submitting questions is 17 September 2010.

Lunch

Four Parallel Break-Out Groups:

Each break-out session will be led by two facilitators (one agency and
one industry representative), one of them acting as rapporteur. During
a second plenary session in the afternoon, each rapporteur will
present the findings to the entire audience before closure of the
workshop.

Registrants have the opportunity to choose between one of the
following six topics when registering for the workshop.

Participants will be notified two weeks prior to the workshop which
four topics have been selected.

Topic 1:
COMMUNICATION AND INTERACTION BEFORE, DURING AND
AFTER PV AUDIT AND INSPECTION

Good communication is the basis for a productive audit/inspection.
Misunderstandings or lack of understanding may create a negative
climate for the audit or inspection upfront, which makes it
impossible to build mutual trust for a successful collaboration.

« Uncertainties in communication may already start with the audit/
inspection schedule, for example when and how to negotiate
conflicting dates?

« Similar challenges may occur during the preparation and conduct
of the audit or inspection. When and how to object to a request?
How to deal with discrepancies between findings from close-out
meeting and report?

Topic 2:
PHARMACOVIGILANCE SYSTEM

The structure and documentation may differ a lot among marketing

authorisation holders, depending on company characteristics, for

example:

« Size or location

* Who is headquartered in Europe and what about those outside of
Europe?

* When are updates of the Detailed Description of
Pharmacovigilance Systems (DDPS) required?

* What are major / minor changes?

« At which frequency are DDPS updates expected?

* What are the costs involved, and expectations on timelines for
implementation?

Topic 3:
OVERSIGHT OF PV QUALITY AND SAFETY PROCESSES

* What are the reporting lines of PV and QA?

* How important is a Safety Governance Model?

* What are regulators’ expectations regarding the executive
management and the functional management?

* What is the role of the European Qualified Person for
Pharmacovigilance (EU QPPV) in the PV quality system, for
example how much oversight does an EU QPPV have in an US
headquartered company?

* How to deal with cross-functional quality aspects related to drug
safety?

* How to ensure appropriate Knowledge Management, learning from
audit findings and inspections and how to improve weak processes
with respect to critical findings in a timely manner



Topic 4:

PV RELATED QUALITY ASSURANCE IN PATIENT SUPPORT

PROGRAMMES, PRODUCT SUPPORT PROGRAMMES, REGISTRIES

AND POST MARKETING PATIENT/PRODUCT ORIENTATED
ACTIVITIES INCLUDING RMP COMMITMENTS

* How much quality management is needed?
* How much do auditors and inspectors expect?

Topic 5:

RESPONSE TO PV AUDIT AND INSPECTION FINDINGS

» How to response/integrate inspection and audit findings?
» How to integrate audit /inspection findings in the PV quality

system?

* How to deal with inspection findings that differ between inspection

teams/health authorities (see topic 1)
* How to optimally work with CAPAs and non-conformities?

Topic 6:

DRUG SAFETY METRICS AND KEY PERFOMANCE INDICATORS
(KPIS): HOW DO YOU MEASURE PERFORMANCE?

* Which Metrics and KPIs are meaningful and how should they be
collected from the PV system/process owners?

* Who reviews KPIs and when?

* What role do metrics and KPIs play in audits and inspections?

14:30 Coffee Break

15:00

16:30

Summary and Findings from Break-out Groups

End of Workshop and wrap up

Upcoming DIA events in Europe

Workshop on Statistical Methodology in
Clinical R&D
27-29 September 2010 | Vienna, Austria

Children’s Medicines Working Party 6th
Annual Conference and DIA 4th
Paediatric Forum

Current and Future Medical Child Care:
Visions, Daily Challenges, Ways Forward
28-29 September 2010 | London, UK

Joint DIA/EFGCP Pharmacovigilance
Audit and Inspection Workshop -
Opportunities for Patient Safety

1 October 2010 | London, UK

4th Annual Clinical Forum and Exhibition
Navigating the Future
11-13 October 2010 | Lisbon, Portugal

4th European Cardiac Safety Conference
and Exhibition
25-26 October 2010 | Nice, France

Future Direction for Orphan Drugs in
Europe
3 November 2010 | Paris, France

2nd Health Technology Assessment
Conference

Building a new system to get effective
treatment to European patients

4-5 November 2010 | Paris, France

Combination Products - Finding the
Right Regulatory Strategy
9 November 2010 | Zurich, Switzerland

Joint DIA/EMA/CMD(h) Variations
Conference
23 November 2010 | London, UK

2nd Joint DIA/European Medicines
Agency Innovation Forum: Is the EU
Regulatory Framework Ready?
29-30 November 2010 | London, UK

11th Conference and Exhibition on
European Electronic Document
Management - The New Frontiers
1-3 December 2010 | Nice, France

9th Middle East Regulatory Conference
MERC 2011
1-2 February 2011 | Amman, Jordan

DIA/IFAH Global Animal Health
Conference
March 2011 | London, UK

23rd Annual EuroMeeting
28-30 March 2011 | Geneva, Switzerland

WORKSHOP LOCATION

DE VERE Canary Wharf

1 Westferry Circus,
London E14 4HA, UK

Tel. +44 (0)844 980 2327
Fax. +44 (0)20 7353 9291
www.devere.co.uk

The De Vere venue in Canary Wharf is located in one of London’s premier
business areas. With fast links to central London by Westferry DLR station
and the Jubilee Underground line is just a five-minute walk away.

For more details on the DLR go to:
http://www.tfl.gov.uk/assets/downloads/dIr-route-map.pdf

HOTEL INFORMATION

The DIA has blocked a number of rooms at the following two Hotels:

De Vere Venue Devonport House
King William Walk

Greenwich

London

SE10 9JW

Tel: 020 8269 5400

Fax: 020 8269 5422
www.deverevenues.co.uk

at the rate of:
£ 149.00 inclusive of breakfast, exclusive of VAT

Please book your room at the Devonport House directly by contacting
Eileen Murnane at murnane@deverevenues.co.uk or by phone

+44 020 8269 5443 and quote the reservation no. 50278906.

Rooms are available on a first-come first-serve base.

Travel information

The Devenport House is situated on the World Heritage Site in Greenwich
and Greenwich station is only a short walk away with easy access to London
city by tubes and trains. Travel time is approx. 20 minutes.

Unless otherwise disclosed, DIA acknowledges that the statements made by
speakers are their own opinion and not necessarily that of the organisation
they represent, or that of the Drug Information Association.

Speakers and agenda are subject to change without notice.
Recording of any DIA tutorial/workshop information in any type of media,
is prohibited without prior written consent from DIA.





