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Conference Location: London, UK  

Industry professionals networking at an ACI event  

A presentation being given at an ACI event 
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Wednesday 7th March

08:00

09:00

09:15

▪ The effect of Brexit on pharmacovigilance 

 
▪ MHRA business plan for post-Brexit drug and

medical device regulation in the UK

▪ Staying ahead for regulatory guidelines:

Practical use of EU documents in

pharmacovigilance

▪ Achieving greater collaboration with medicines

regulators across Europe and ensure smoother

launch of new products 

▪ Determining the best strategy to secure drug

safety approval

10:30

11:00 SESSION TWO

Evolving PV Audit Strategies

▪ Life cycle of the audit

▪ Lessons learned from audits/inspections

12:00

Case Study on Effective Partnership with

Service Provider to Enhance Drug Safety

Activities and the Oversight Model Needed to

Make this Model a Benefit for a Company

▪ The case study wil be presented both from 

Global and from involved Affiliate perspective, 

showing advantages for both sides

12:30

12:50

DAY 1

REGISTRATION & COFFEE

CHAIRMAN'S OPENING REMARKS

Meeting Safety Requirements

MORNING REFRESHMENTS

LUNCH

Evolving PV Strategies for the Future

SESSION ONE

Panel Q&A

Panel Q&A

Lisa Stagi
Drug Safety & Quality Head

Roche S.p.A 

Monica F. Buchberger (Rusu)
Director PV Governance & QPPV
Global Pharmacovigilance Innovation & 

Development

Abbott Laboratories GmbH

Uwe Gudat
Safety Head

Fresenius - Kabi

Elizabeth Ursell 
Director, Pharmocovigilance

Mapi Group 

Manni Kuthiala
PV Affiliate - Strategic Alliance 

Roche S.p.A 

13:50

14:35

▪ Establishing effective collaboration between

pharmaceutical companies and service

providers  

15:05

▪ The pharmaceutical industry has increasingly

outsourced its activities, including the 

▪ In order to avoid failures, both clients and

service providers should understand and openly 

▪ Clients should ensure the outsourced project is

adequately resourced in terms of time allocated 

▪ Clients should always have in house someone

who has a good knowledge of 

15:35

15:50

16:20

▪ Importance of effective delegation in 

pharmacovigilance practice

▪ Role of QPPV in establishing and maintaining a 

pharmacovigilance system

▪ Role pf QPPV as contact point for

audits/inspections

16:40

17:10

17:40

SESSION THREE

Good Pharmacovigilance Outsourcing 

Practice

CLOSE OF DAY ONE

Development of Qualified Person

Responsible for Pharmacovigilance (QPPV)

and the Importance of Effective Delegations

Presentation TBC

Panel Q&A

AFTENOON REFRESHMENTS

Audits and Inspections

Proposals for Good Outsourcing Practices

SESSION FOUR

CONFERENCE PRESENTATION 

Ricarda Tiemeyer
Head of Drug Safety& PoC 

Medical Information

Roche Pharma (Schweiz) AG

VIcki Edwards
QPPV Head Affiliate Vigilance 

Excellence
AbbVie

Monica F. Buchberger (Rusu)
Director PV Governance & QPPV

Global Pharmacovigilance Innovation & 
Development

Abbott Laboratories GmbH

Monika Manske
Associate Director, Global Pharmacovigilance 

Governance, Head Pharmacovigilance

Mylan Healthcare GmbH 



  

 

European Drug Safety Summit 
London, UK 

17th & 18th 

October 

2018 
 

LEADERS IN CONFERENCE 

PLANNING & PRODUCTION 

www.wplgroup.com/aci 

 

Thursday 8th March 2018

08:30

09:00

09:10

▪ Effective risk minimisation measurements  of 

adverse reactions by using evidence form 

clinical trials and epidemiology 

▪

management  

09:40

10:10

10:25

10:55

WEB-RADR and led the EFPIA response to the

GVP IX Module covering Signal

Management
▪ Analysis of the procedure: Signal detection

activity on EudraVigilance data  

▪ New aspect of signal management across the 

EEA.

11:25

Using Big Data to detect safety

signals earlier and more effectively

11:55 Panel Q&A

12:10

REGISTRATION & COFFEE

CHAIRMAN'S OPENING REMARKS

SESSION FIVE

Ensure Drug Safety & Risk Minimisation

Measures

How to manage a pharmacovigilance crisis in 

the XXI century?

MORNING REFRESHMENTS

Panel Q&A

DAY 2

SESSION SIX

Latest Development and Approach in Signal

Management 

LUNCH

Saad Shakir
Director

Drug Safety Research  Unit

David  Lewis 
Senior Adviser Pharmacovigilance

Novartis

Mircea Ciuca
Head of Medical & Clinical Drug Safety

Vifor Pharma

Ramon Lopez

Clinical Research Manager

Thrombotargers Europe S.L

13:10

▪ Management of safety data from Patient

Support Programmes (PSPs) and Market

Research Programmes( MRPs) 

▪ Challenges in effective safety data handling

▪ Sensible use of Big Data 

14:10

▪ Pharmacovigilance System in the Rare Disease 

Setting against New PV Requirements

14:40

15:10

15:25

15:40

Preclinical safety assessment of cell-based 

therapies 

Panel Q&A

Pharmacovigilance for advanced therapies

CHAIRMAN'S CLOSING REMARKS

END OF CONFERENCE & AFTERNOON 

REFRESHMENTS

SESSION SEVEN

PANEL DISCUSSION 

Effective Data Management and Quality

Assurance 

Lucy Hampshire
Director, Medicines Quality Organisation -

Europe

Eli Lilly and Company Limited

Marco Sardella
Chief Pharmacovigilance Officer EU-QPPV

ADIENNE Pharma & Biotech

Dominic Bowers
Head of Clinical Operations

Cell and Gene Therapy Catapult

Paolo Boscani
Deputy EU QPPV & PV Physician

ADIENNE Pharma & Biotech
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