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International Pharmacovigilance Day ABOUT

Official language: English

PHARMACOVIGILANCE
WITHIN AND WITHOUT BORDERS

Yesterday, today and in the future: “Safety first”!
Are you ready to enter the transformed landscape in Pharmacovigilance?

Pharmacovigilance is at the center of the health ecosystem, made up of alliances, partnerships and business cross-con-
taminations. Therefore, our focus during this conference will be on the importance of collaboration and communication at

local, regional and international levels, to ensure pharmacovigilance delivers its full benefits.

The world of medicines and device safety is rapidly changing. The role of patients is more important than ever but how
do we bring patient insight into drug safety? How can we make safety information more accessible? How will the device
regulation be implemented in the face of recent crises? How digital tools will change the face of PV? What new skills are
needed to grow and become the Pharmacovigilance professionals of the future? Also, new global PV legislation is being
issued at a fast rate from emerging markets, bringing new harmonization challenges and more regulatory authority in-

spections from brand new inspectorates. |s industry prepared?

The International Pharmacovigilance Day conference brings together senior leaders and technical experts to discuss
the hot topics of today and tomorrow, share learnings and explore solutions. It promises to be a lively exchange of ideas,

learning and concepts during a one day and a half, where the topics to be treated, among many others, include:

e How can Patient Support Programs and Risk Management become more patient centered?

e What could be Risk minimization measures and how to be compliant with the quality requirements?
e What opportunities and challenges does the EU Electronic health record bring to PV?

e Preparing for regulatory inspections with new global inspectorates and in post-Brexit?

e Digital Pharmacovigilance: What is hype and what is hot?

e EudraVigilance - new approaches and new challenges

e How are companies expected to fulfil their requirements towards new regulations?

e How the future will look like, and what could be new skills for a new PV future?

e These are some of the questions that will make the future of PV, but how to be ready to embrace it?

We warmly welcome you to join us for this event of the future. Event managed by

www.pharmacovigilanceday.com
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Scientific Board

Jabeen Ahmad Marco Anelli

Regional Pharmacovigilance Director, Eastern Head of “Data, Information,

Europe, Middle East & Africa (EEMEA] Knowledge & Intelligence” Platform
at AbbVie - PLG (Product Life Group)
Raffaele Di Marzo Dr. Leonardo Ebeling

EU QPPV Managing Director

at Kedrion at Dr. Ebeling & Assoc. GmbH
Martin Holm-Petersen Betina @stergaard Eriksen
CEO Vice President, Safety Surveillance
at Insife at Novo Nordisk

Dr Solange Corriol-Rohou

Sr. Director Regulatory Affairs & Policy, Europe
at AstraZeneca

Who should attend?

This conference is designed to benefit functional/technical professionals working in the pharmaceutical

and health care area dealing with the Pharmacovigilance system, such as:

www.pharmacovigilanceday.com

Safety and Pharmacovigilance dept.

Clinical operation dept.

Statistic dept.

Medical Affairs dept.

Medical Information dept.

Regulatory Affairs dept.

Quality & Compliance dept.

Legal dept.

Software Developing dept.

Medical Devices Manifacuring Companies

University Faculties scientists who are related to clinical and medical research

(Senior, Associate and Assistant Professors, Research Scholars, Phd students).

Also, Directors/Seniors Directors/Executive Directors and Vice Presidents /Senior Vice Presidents/Exe
cutive Vice Presidents and Heads/Leaders/Partners of: CROs and CMOs, Clinical Research Sites, Pharma,

Biotech and Medical Devices Industries.

ABOUT

Official language: English
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AGENDA | International Pharmacovigilance Day

PHARMACOVIGILANCE WITHIN AND WITHOUT BORDERS

12 June 2019 Day 1
from 13.15to 17.50 Official Language: English

13:15 - 13:45 Registration and Welcome coffee

13:45 - 14:00 Setting the scene with the new Regulations: CT Regulation

Dr Solange Corriol-Rohou - Sr. Director Regulatory Affairs & Policy, Europe at AstraZeneca

14:00 - 14:40 The New MDR: Safety By Design And By Vigilance

Jan Bart Hak - Head Medical Device Team at ProPharma Group

14:40 - 15:20 Structured Signal Management process as a tool to ensure patients’ safety in clinical trials

Mircea Ciuca - Global Head Medical & Clinical Drug Safety at Vifor Pharma

15:20 - 15:50 Coffee break

Signal Management USING EVD AS ... e

15:50 - 16:10 The EViSiMa® Project

Claudia Nowak - Pharmacovigilance Advisor at Dr. Ebeling & Assoc. GmbH

16:10 - 16:30 A company’s experience

Cathrine Lange - Safety Surveillance Principal Specialist at Novo Nordisk A/S

16:30-17:10 Safety in clinical trials and postmarketing in Europe: Major challenges
Elena Prokofyeva - Head of Drug Safety Unit, Department of Research & Development, DG PRE at Federal Agency

for Medicines and Health Products (FAMHP), Belgium

17:10 - 17:45 Panel Discussion | Case processing in EU: special topics for EV cases availability

CHAIR: Dr. Leonardo Ebeling - Managing Director at Dr. Ebeling & Assoc. GmbH

17:45 - 17:50 Concluding remarks Day One

Event managed by

www.pharmacovigilanceday.com




13 June 2019 Day 2
from 09.00 to 17.00 Official Language: English

09:00 - 09:10 Start Day Two

Global Pharmacovigilance Session
CHAIR: Jabeen Ahmad - Regional Pharmacovigilance Director, Eastern Europe, Middle East & Africa [EEMEA] at AbbVie .............ccocoiiiiiiiiin.. .

09:10 - 09:30 Pharmacovigilance in Pakistan, Challenges and Opportunities

Farrukh Malik - Drug Safety & Regulatory Consultant at SYNTOF, France

09:30 - 09:50 Chinese FDA: Implementation of the ICSR guidelines and local language issue
Jabeen Ahmad - Regional Pharmacovigilance Director, Eastern Europe, Middle East & Africa (EEMEA) at AbbVie

09:50 - 10:10 Pharmacovigilance in India - A Success Story

Dr J Vijay Venkatraman - Managing Director & CEOQ at Oviya MedSafe Pvt Ltd

10:10 - 10:30 Pharmacovigilance in Latin America: challenges and synergistic partnerships between regulators, industry
associations and marketing authorization holders towards a harmonized and robust PV system in the region

Renata Yoshida Shihomatsu - Head of International Pharmacovigilance for Latin America at Roche (Hoffman-La Roche

10:30 - 10:50 Q&A session
10:50 - 11:20 Coffee break
11:20 - 12:00 Pharmacovigilance Inspections what's new?

Dr Ernesto Vera-Sanchez - Head of GCP and PHV Inspectorate at AEMPS - Spanish Medicines and Medical Devices Agency
12:00 - 12:40 Risk Minimisation Measures (RMM): How do we ensure that these measures are effective? Can real-world data help?

Paola Nasuti - Associate Principal at IQVIA

12:40 - 13:40 Networking lunch

13:40 - 14:20 Al and Machine Learning literature monitoring: improve quality and save time!

Mark Drinkwater - Co-founder of Pi2 Solutions at ProQuest

14:20 - 15:00 Electronic Product Information: How to change our communication with the patients?

Dr Riidiger Faust - Regulatory Strategy & Intelligence Lead, Innovation Unit Devices & Technologies at Griinenthal GmbH

15:00 - 15:30 Coffee break

15:30 - 16:10 WEB-RADR: App and Patient Support Programs experience
Jabeen Ahmad - Regional Pharmacovigilance Director, Eastern Europe, Middle East & Africa (EEMEA] at AbbVie

Phil Tregunno - Vigilance, Intelligence and Research Group Manager at MHRA

16:10 - 16:40 Al in PV: lesson learned in case studies

Phil Tregunno - Vigilance, Intelligence and Research Group Manager at MHRA

16:40 - 17:00 Digital Media: A Pharmacovigilance Challenge
Sonia Lépez - Qualified Person Responsible for Pharmacovigilance at Asphalion

Nuria Cabello - Senior Drug Safety Officer at Asphalion

17:00 Concluding remarks



HOW TO REACH THE CONFERENCE VENUE

H10 Marina Barcelona
Avinguda del Bogatell, 64-68 - Barcelona, Spain

By taxi

A taxi from the airport should take about 25 minutes.

By train
The RENFE train leaves the airport every half an hour and will take you to Passeig de
Gracia station, in about 25 minutes. Then you have to change at Passeig de Gracia for

the Yellow Metro for Bogatell and your hotel is 3 minute walk from the metro stop.

By bus

The Aerobus will also take you from the Airport to Catalunya station. The journey time
is around 30 minutes. From Catalunya you need to change for the Green line Metro
to Passeig de Gracia; at Passeig de Gracia you need to change again for the for the

Yellow Metro for Bogatell and your hotel is 3 minute walk from the metro stop.

By tube

The closer metro station is Bogatell.

SPONSORSHIP

OPPORTUNITIES

Sponsor the event and take

the chance to network with all attendees!

Exclusive benefits and high impact branding

before, during and after the conference.

Download the Events Summary 2019

For further information

Event managed by

Please visit the conference website or contact the organisational offices:

Ilaria Butta Phone: +39 (0)35.41235%94 | ilaria.butta@!sacademy.com

www.pharmacovigilanceday.com


http://easy-b.it/documents/Events_summary_2019.pdf
https://internationalpharmacovigilanceday2019.lsacademyevents.it/

International Pharmacovigilance Day

SPONSOR

/\ Adis Pharmacovigilance

Your partner in regulatory literature monitoring

Our literature monitoring services include:

Annual
Reports

Aggregated
Reports

Periodic
Safety Update
Reports

LocallLiterature
Monitoring

ICSR
Monitoring

Special
Situations
ICSRs

Ongoing Safety
Monitoring

Customized
Source
Coverage

Signal
Monitoring

Adis Pharmacovigilance are experts in structured literature
monitoring and assessment. By working in partnership with us,
you can free up your time and have peace of mind that your
processes will continue to run smoothly.

» Proven experience in E2B(R3) creation:
We support various pharmaceutical companies
for their E2BR3 submissions.
« Proven experience for audits and inspections:
We have years of experience delivering “actual” support
for audits and inspections.
« Chosen for quality and value:
We provide customers with deep industry experience
& expert solutions.
« Personalized support every step of the way:
Our services are flexible to meet customers’various needs.

Take the first step towards a better way of working and get in touch
Email pharmacovigilance@adis.com
or visit adis.com/pharmacovigilance for further details.

SPRINGERNATURE

AUTOMATE SUSAR
DISTRIBUTION

A controlled document distribution process,

in which getting the right information to the
intended recipients within a desired, or required,
timeframe and being able to track delivery status
and confirm receipt, is a challenge for

regulated industries.

SAFETY DOCUMENT DISTRIBUTION

Difficult to track progress
with no clear audit trail

‘ PHARMASOL

enabling excellence

PSIXCHANGE OFFERS A BETTER WAY

psiXchange then You have an
automatically overview of
sends out alerts all deliveries
torecipients at together with
compliance status
for each study,
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sites, IRBs, EC,
with full tracking.

TIM.BILLINGTON@PHARMASOL.DE



International Pharmacovigilance Day SPONSOR

More Than

s e Qure ‘ Xri?elii

Safety, Quality and Regulatory Services
PHARMACOVIGILANCE

for Life Sciences

seQure Life Sciences provides customers with a complete portfolio of drug safety and risk management services for the collection,
monitoring, assessment and analysis of drug safety information and the detection of new adverse events. Using our network of
resources, we can provide cost efficient data entry and case collection as well as expert quality control consultancy and reporting

to the appropriate authorities.

Literature Screening, Signal
Detection & Risk Management Plan

Case processing Periodic reporting

Safety system and Quality & Compliance

PPV & Deput
g PELY database implementation for Pharmacovigilance

www.sequrelifesciences.com




Two ways to register

Online

please register here

https://internationalpharmacovigilanceday2019.lsacademyevents.it/orders/new

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

By email o fax

please fill the registration form below for each attendee and send it
by email : ilaria.butta@lsacademy.com or by fax : +39(0)35.4501262

In this case, you can pay by bank transfer.

O € 1090,00 Early Bird fee extended until May 31st, 2019

O €1250,00 Ordinary fee (after May 31st, 2019)

O €890,00* Patronage members fee (Association

O € 630,00*% Academy, Public Administration, Freelance

O € 300,00* Asphalion reserved fee

The fee includes: seat at the conference, copy of presentations of Speakers who allow the distribution,
informative literature for the day, welcome coffee, networking lunch, coffee break, organisational office

assistance, certificate of attendance. *For Italian companies: + 22% VAT

For any additional information, please contact:

Ilaria Butta | Ilaria.butta@LSacademy.com Phone: +39 (0)35.41235%4

Surname

Payment by bank transfer

The full amount must be paid on registration to
EasyB S.r.l by bank transfer. If you pay by bank
transfer, please attach proof of payment to the
registration form.

Bank transfer payable to:

EasyB S.r.l.

Via Roma, 20 - 24022 Alzano Lombardo (Bergamo)
VAT: 1T03633040161

BANCO BMP - Filiale di Carobbio degli Angeli
IBAN: IT81 F 05034 53960 000000003450

SWIFT Code: BAPPIT21AY5

Company

Address

City

Phone

E-mail

Special Dietary Requests

| wish that my data (name, surname, job position and company) are inserted in the list of attendees distributed the day of the event [ Yes O No

Invoicing details

Company name

Address

Mail address (If different]

City

VAT number

Invoice recipient code

Terms & Conditions

Terms of payment Payment should be made online by credit card) or by bank transfer, at the time of registration. Confirmation of event admission will be given on receipt of payment. Invoice will be sent following
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. Tran-

sfer 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 Inaccordance with the Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016, we inform you that EasyB S.r.L. through the

lsacademy.com website (with headquarter in Via Roma 20, Alzano Lombardo, Bergamo, Italy, VAT number IT03633040161) will use your personal data voluntarily provided by you only with the consent

and in compliance with the principles dictated by the European Regulations on the protection of personal data for sending newsletters, for marketing purposes (sending advertising material, market

research and commercial communication) and for communication of the same data to third parties (companies that sponsor the event, scientific board, speakers), also for marketing goals. You can

read the complete information, including your rights and the procedures for the exercise of the same, following this link.

Date Signature

www.pharmacovigilanceday.com
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