Agenda

20" Meeting

German CDISC User Network

Date:

3. March 2015

Host and Location: pAREXEL International GmbH

Discussion

[=]Am Bahnhof Westend 11 Building 11
D-14059 Berlin Room 55-56
Time Topic Who
9:15 Registration All
10:00 Welcome and introduction from PAREXEL International GmbH Julius Kusserow
Kurt Hellstern

10:15 Traceability of data — from eDC to TLFs Silke Hochstadter
how data are mapped and modified from collection over SDTM and Stefan Bordasch
ADaM to TLF outputs

11:10 Break (Coffee Service @Room)

11:30 OpenCDISC Community 2.0: Coordination:
OpenCDISC Forum http://www.opencdisc.org/forums/sdtm Jozef Aerts
OpenCDISC and FDA Monika Kawohl
OpenCDISC Webinars

12:30 Lunch and Get-Together (Catering Area)

13:30 Mapping Cases from our daily life All
e SUPPQUAL? (aus IG V3.3. Batch 2) Stefan Bordasch
e CT Batch 20: neue Terms in EGTESTCD Marion Friebel
e New domains for IG 3.3 from Batch 1 and 2

Review Batch 1:
AG (Procedure Agents) Jana Wree
CV (Cardiovascular Physiology) Manolya Ezgimen
FT (Functional Tests) Steffanie Sturm
RE (Respiratory System Findings Antje Simon
Review Batch 2:
SM und TM (subject / Trial disease milestones)..................... Petra Rein
CC (Clinical classifications).............ccooiiiiiiii e Susanne Pangritz
NV (nervous systems findings) nn
OE (Ophthalmic examinations) Susanne Pangritz
TU,TR,RS (Tumor...) nn
e Any other topic
15:00 Break (Coffee Service @Room)
15:30 FDA Final Binding Guidance on Standards Kurt Hellstern

Version 17.2.2015



http://www.opencdisc.org/forums/sdtm

Agenda German CDISC User Network
20" Meeting

16:00 Wie behalte ich die Ubersicht? Moderation:
Was genau finde ich wo? Elke Sennewald
Open discussion

16:45 CDISC User Group Discussion All
e CDISC News

e Topics of interest

e Next meeting / Meeting / Closing remarks

17:00 Meeting end
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PAREXEL.

Right where you need us-

PAREXEL
International GmbH
Am Bahnhof Westend 15 3
14059 Berlin
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Hotels in der Nahe

Achtung:wegen einer Messe kdnnten die Zimmerpreise pldtzlich und drastisch ansteigen und von dieser
Ubersicht abweichen!

Kontingente hat es im:

Indigo Berlin West 10 Zimmer, reserviert bis 19. Januar, "CDISC PAREXEL"
Seehof Berlin 15 Zimmer, reserviert bis 9. Februar, "CDISC-German Speaking User Group"

Das Angebot gilt auch, wenn jemand die Gelegenheit packt und schon ein verlangertes Wochenende in
Berlin verbringen will.

HOTEL ADDRESS CITY

Hampton by Hilton Berlin City West
1 Germany Uhlandstrasse 188-189  Berlin  86.00 €
2 Hotel Indigo Berlin West Hardenbergstrasse 15 Berlin 199.00 €
3 Ringhotel Seehof Berlin Lietzensee Ufer 11 Berlin  79.00 €
4 Ku'Damm 101 Hotel Kurfurstendamm 101 Berlin 68.00 €
5 Leonardo Hotel Berlin Wilmersdorfer Str 32 Berlin  69.00 €
6 NH Berlin City West Bundesallee 36-37 Berlin  75.00 €
7 Schlosspark Hotel Heubnerweg 2a Berlin 83.00 €
8 Crowne Plaza Berlin Nuernberger Strasse 65 Berlin  99.00 €
9 Goodmans Living Wilmersdorfer Strasse 36 Berlin  68.00 €

Holiday Inn Berlin International
10 Airport Hans Grade Allee 5 Berlin 85.00 €



