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German Pharmacovigilance Day ABOUT

SIGNAL MANAGEMENT AND EVDAS/EUDAMED - Official language: German
WHAT, WHEN, WHY AND HOW?

This conference will deal with the legal, regulatory and scientific requirements of Signal Management including updates
of Safety Relevant Information with and without respect to EVDAS. Different approaches to fulfil the obligations and to
substantially increase patient s safety will be presented and discussed. Associated topics like SDEAs and GDPR in Signal

Management are also covered.

Dr. Leonardo Ebeling
Managing Director at Dr. Ebeling & Assoc. GmbH

Who should attend?

This one-day conference is designed to benefit functional/technical professionals working in the pharmaceutical and he-

alth care system dealing with the Pharmacovigilance system, such as:

. Safety and Pharmacovigilance dept.
. Clinical operation dept.

. Statistic dept.

. Medical Affairs dept.

. Regulatory Affairs dept.

. Quality & Compliance dept.

. Legal dept.
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AGENDA

German Pharmacovigilance Day

SIGNAL MANAGEMENT AND EVDAS/EUDAMED -
WHAT, WHEN, WHY AND HOW?

09:00 - 09:30

09:30 - 09:35

09:35-10:10

10:10 - 10:55

10:55 - 11:25

11:25 - 12:00

12:00 - 12:35

12:35 - 13:35

13:35 - 14:05

14:05 - 14:40

14:40 - 15:10

15:10 - 15:40

15:40 - 16:10

16:10 - 16:40

16:40 - 16:45

www.pharmacovigilanceday.com

Registration and welcome coffee

Welcome from the Chairman: Why Signal Management is key today?

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

What are the fundamentals of Signal Management for Medical Devices with and without EUDAMED?

Dr. Jasmin Lindner - Medical Science and Affairs / Vigilance and Pharmacovigilance at Dr. Ebeling & Assoc. GmbH

What are the fundamentals of Signal Management for Medicinal Products with and without EVDAS?

Dr. Andrej Miotk - Manager Drug Safety and Product Labelling at InfectoPharm Arzneimittel und Consilium GmbH

Coffee break

Do MAHs/PUs have to monitor EVDAS in order to detect signals and update the product information
as soon as possible - independent from the pilot phase?

Herbert Wartensleben - Rechtsanwalt at Anwaltskanzlei Wartensleben

The EV-case reports on ADRs and Signal management:
Can/Should we avoid to download NCA- or ‘other MAH’-cases - how and when?

Dr. Uwe Schulz - Head of Pharmacovigilance and Regulatory Affairs at Recordati Pharma GmbH
Networking Lunch

How PV inspectors will address the Signal Management compliance?

Dr. Axel Thiele - Senior Expert Pharmacovigilance at Bonn

The EViSiMa®-Project - How to survive EVDAS with generics and WEU drugs?
Dr. Nadine Epp - Quality Management Representative at Dr. Ebeling & Assoc. GmbH

Coffee break

How to deal with safety-related actions as a consequence of the Signal Management by
the EU-QPPV and the GPO (Stufenplanbeauftragter) - Who is responsible for what?

Dr. Enno Burk - Rechtsanwalt at Gleiss Lutz Hootz Hirsch PartmbB Rechtsanwalte

The Data Protection rules in the EU with respect to Signal assessments - Does the
system allow for appropriate investigations?

Dr. Marc Zittartz - Chief Quality Officer at pharmaSOL

Al and Machine Learning literature monitoring
Mark Drinkwater - Co-founder of Pi2 Solutions at ProQuest

* this presentation will be in english

Conclusions

Dr. Leonardo Ebeling - Managing Director at Dr. Ebeling & Assoc. GmbH
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Please visit the conference website or contact the organisational offices:

Federica Bertoli Phone: +39 (0)35.4123594 | federica.bertoli@lsacademy.com

HOW TO REACH THE CONFERENCE VENUE

Zeppelin-Museum Zeppelinheim

Kapitan-Lehmann-Str. 2 - 63263 Neu-Isenburg

(Zeppelinheim) - Frankfurt am Main, Germany

The venue of the conference is located just:

e 20 minutes from Frankfurt Central Station by “S-Bahn” line 7

¢ 7 minutes from Frankfurt Airport (FRA) by Taxy

For all participants the chance to take a tour of the museum.

The Zeppilin Museum Zeppelinheim is a tribute to the iconic airship “LZ 10”. It is located near
Frankfurt Airport (FRA), easily accessible by road or by public transport. The building concept is
based on the design of Zeppelin airship “LZ 10”. The round roof-structure, which corresponds to

a quarter section of the Zeppelin, impressively gives an idea of the size of the “giants of the sky”.

Directions

by car:

Driving on the Autobahn A5 take exit 23 “Zeppelinheim” and follow the direction Neu-lsenburg /
Zeppelinheim / Dreieich. At the first traffic light turn left into the street “Flughafenstrafie”. Fol-
low the signs “Zeppelinmuseum”. Driving on the Autobahn A3 take exit 51 “Walldorf” and drive
through the roundabout/rotary intersection, taking the national road B44, following direction
Grof-Gerau / Walldorf / Neu-Isenburg . Then take the second exit to Zeppelinheim. Follow the

street until it ends at another road. Turn right and follow the signs “Zeppelinmuseum”.

by train and bus:

From Neu-Isenburg via bus line OF 51 to stop “Ludwig-Dirr-StraBe”. Use the pedestrian walk
way near to the bus stop heading to the street “Kapitdan-Lehmann-Strale” and you will see
the museum on the left side, easily recognizable by the impressive round roof structure. From
Frankfurt or GroB3-Gerau by “S-Bahn” linie S 7 to Zeppelinheim. Walk on the street “Flugha-
fenstraBe” in the direction of the town center. turn left into “Mathilde-Rdsch-Strafle” and
afterwards turn right into “Kapitdn-Lehmann-StrafBe”. Just follow the street for approx. 400m.
The museum will appear on the right side, easily recognizable by the impressive round roof

structure as an extension to the community center “Biirgerhaus Zeppelinheim”.

by plane The Frankfurt Airport (FRA) is:

e just 7 minutes by Taxi

e 30 minutes by public transport

For further information

LIFE SCIENCE
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https://germanpharmacovigilanceday2019.lsacademyevents.it/

Two ways to register

¢ Online

please register here

https://germanpharmacovigilanceday2019.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
byemail:federica.bertoli@lsacademy.comorbyfax:+39(0)35.4501262

In this case, you can pay by bank transfer.

O € 655,00 Early Bird fee extended until May 22, 2019

O €765,00Ordinary fee (after May 22, 2019)

O €570,00 Patronage members fee (Association )

O € 430,00 Academy, Public Administration, Freelance

(please, specify ]

O €550,00 Past edition delegates (until May 09, 2019)

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.

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

| For any additional information, please contact: ~ Federica Bertoli | federica.bertoli@LSacademy.it Phone: +39 (0)35.4123594

Surname Name
Company Job title
Address

City Post code
Phone Fax.
E-mail

Special Dietary Requests

I wish that my data (name, surname, job position and company) are inserted in the list of attendees distributed the day of the event OYes [ONo

Invoicing details

Company name

Address

Mail address (If different] Post code

City

VAT number

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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