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Hot Topics in Pharmacovigilance 2016

The new pharmacovigilance legislation was enforced in the European Union as early as July 2012
and there has been no dearth of Hot Topics in Pharmacovigilance for discussion. Specifically, 2016
is expected to be an intriguing year for professionals dealing with the safety of drugs, biologics and
medical devices. With increasing regulatory expectations and innovative initiatives in place, the
pharmacovigilance space in the EU is being watched by the whole world. At such a time, it beco-
mes imperative to collate the thoughts of all stakeholders of pharmacovigilance on the same
platform. UK Pharmacovigilance Day 2016 conference looks forward to accomplishing this daun-

ting task with a great deal of passion and commitment.

During the conference, expert speakers from the industry, regulatory agencies, research bodies,
academia and healthcare delivery centres will take you through the new trends in the discipline
and deliberate on the challenges they face in 2016, with the topics of focus ranging from Medical
Literature Monitoring (MLM) service of EMA, Social Media screening in Pharmacovigilance,

Inspections/Audit Findings, Risk Minimization to name a few.

Chair
Dr ) Vijay Venkatraman, Managing Director & CEO at Oviya MedSafe
Dr Seema Jaitly, Managing Director at Essjay Solutions Ltd

Official language: English

Who should attend the conference?

The seminar is ideally suited for employees of small-, middle- and large-sized companies in
the pharmaceutical sector especially concerned with the implementation and/or maintenan-
ce of Pharmacovigilance/Vigilance Systems, with its critical processes and quality system.
Participants may come from various departments involved in fulfilling Pharmacovigilance/Vi-

gilance requirements as legal Medical Affairs and Regulatory Affairs.
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Official language: English

START OF THE REGISTRATION: 8:45 AM
START OF THE CONFERENCE: 9:15 AM
END OF THE CONFERENCE: 4:30 PM

Agenda
08:45 - 09:15 Registration and welcome coffee
09:15 - 09:25 Welcome from the Chairs
Dr J Vijay Venkatraman, Managing Director & CEO at Oviya MedSafe
Dr Seema Jaitly, Managing Director at Essjay Solutions Ltd
09:25 - 10:00 Challenges in the implementation of PV in the NHS
Dr Balu Pitchiah - Consultant Psychiatrist at NHS
10:00 - 10:35 Challenges in design of PASS- a researchers perspective
Dr Deborah Layton - Principal Research Fellow at Drug Safety Research Unit
10:35- 11:00 Coffee break
11:00- 11:35 The Medical Literature Monitoring (MLM) system — the current status?
Mr Alistair Coates - Director at EudraVigilance Consultants Ltd
11:35-12:10 Independent inspections of Pharmacovigilance Service Providers — Where do we stand today? (TBC)
Dr. Pipasha Biswas - Vice President, Pharmacovigilance/Pharmacoepidemiology & Late Phase RWE at
Symogen Ltd
12:10 - 13:05 Networking lunch
13:05-13:40 Risk management Life cycle approach — KEY POINTS
Mr Essam Ghanem - Head of Drug Safety and Pharmacovigilance (DSPV) at Keyrus Biopharma Belgium
13:40 - 14:15 Overview of European Requirements for Pharmacovigilance of Veterinary Medicines
Dr Andrew Hewitt - Project Manager Pharmaceuticals Regulatory Affairs at Triveritas
14:15 - 14:40 Coffee break
14:40 - 15:15 Promoting Data Collection Scope and Efficiency in Pharmacovigilance
Mr Nic Pillinger - Director of Pharmacovigilance Products at Ennov
15:15 - 15:50 The potential Impact of Brexit on the EU QPPV in the UK
Ms Miranda Dollen - Vice President, Pharmacovigilance at Mapi Group
15:50 - 16:25 PV as a Value Addition to the Pharmaceutical Industry
Dr J Vijay Venkatraman - Managing Director & CEO at Oviya MedSafe
16:25 - 16:30 Conclusions

How to reach the Park Plaza Victoria London

For further information, please visit the conference
website:
http://ukpharmacovigilanceday2016.eventify.it/location
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TWO WAYS TO REGISTER:

- Online: please register here http://ukpharmacovigilanceday2016.eventify.it/orders/new

In this case, you can choose to pay by credit card or by bank transfer.

- By email or fax: please fill the registration form below for each attendee and send it by email:
events@phvday.com or by fax: +39(0)35.4501262

In this case, you can pay by bank transfer.

. . Payment by bank transfer
€ 515,00 Early Bird fee until October 4th, 2016

€ 640,00 ordinary fee (after October 4th, 2016) The full amount must be paid on registration
€ 460,00 Patronage members fee (association ) to EasyB s.r. by bank transfer. If paying by bank
transfer please attach proof of payment to the

€ 370,00 for Academy, Public Administration and Freelancer registration form.

(please specify ) Bank transfer payable to:

€ 420,00 for Essjay Solutions blog readers

(please specify the code ) EasyB S.rl.

. Via Roma, 20 - 24022 Alzano Lombardo (BG)

The fee includes: seat at the conference, copy of presen- VAT: IT03633040161
tations of Speakers who allow the distribution, informative Banco Popolare Societa Cooperativa- Filiale
literature for the day, welcome coffee, networking lunch, di Carobbio degli Angeli
coffee break, organisational office assistance, certificate IBAN: IT81 F 05034 53960 000000003450
of attendance. SWIFT Code: BAPPIT21AY5

For further information, please contact:
Stefania Sarga

events@phvday.com

Phone: +39(0)35.515684 - Fax: +39(0)35.4501262

Name Surname
Company Name Job title
Address

City Post Code
Tel. Fax.
E-mail

Special dietary requests

INVOICING DETAILS:

Company name

Address _

Mail address (if different) Postal Code
City

VAT Number

Date Signature

Terms of payment

The registration fee must be paid at the time of registration. Confirmation of event admission will be given on receipt of payment. EasyB reserves the right to refuse late
registrations or additional registrations above the maximum accepted number of participants or registrations of roles that are not included in the target of the event.

Cancellation

Please note that refunds (70% refund of the registration fee) will only be given if cancellation is received at least one week before the event date. Cancellations will only
be valid if made in writing (by email). Transfer of registrations (or name changes) are allowed and should be made in writing within 7 days prior to the event. EasyB reserves
the right to postpone or cancel an event, to change the location of an event or to alter the advertised speakers for an event. EasyB is not responsible for any loss or damage
as a result of substitution, alteration, postponement or cancellation of an event due to causes beyond its control including without limitation, acts of God, natural disasters,
sabotage, accident, trade of industrial disputes, terrorism, or hostilities.

Information collection and use

Participants information is collected and utilised by EasyB S.r.l. and sponsor companies in accordance with Italian Legislative Decree 196/2003. Data collected will be used
and communicated to third parties for the purposes of event organisation and may be used to communicate future similar initiatives. Participants may at any time verify
the accuracy of the information and request changes or deletion.
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