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Thank you for your feedback!                                                 
Your comments are greatly appreciated 

 

22
nd

 German CDISC User Network Meeting 
15th March 2016, Aachen 
 

The most useful session of the meeting was…. 
 
All sessions 
Receiving outsourced SDTMs 
Automatization of SDTM CT 
SV, SUPPSV 
Define.xml 2.0 (NCI codes) 
SDTM mapping 
Submission Readiness 
Handling of Multiple IC Forms in SDTM 
 
because…. 
Very informative 
Interactive exchange 
Presenters very good prepared 
Different way of solving of the same problems 
 
 

The most useful discussion of the meeting was… 
 
All discussions 
Handling of SV 
Receiving outsourced SDTMs 
Submission Readiness 
Problems with QS Code 
Feedback from FDA (testsubmission, checks) 
 
because… 
up to data and relevant 
view of sponsors and CROs 
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Which topics would you like to propose for the next meeting in the autumn of 2016? 
 

1) eCTD compliance 

2) TS mapping 

3) FDA submission (Details on blocking criterias for FDA submissions 

4) Mapping questions 

5) CDASH 2.0 

6) IG 3.3 

7) Experience with SDSP 

8) Traceability SDTM-ADAM 

9) CM, ingredients 

10) ATC 

11) ADaM topics (experience, status, open CDISC, define.xml 2.0) 

12) SDTM experience 

13) Gibt es schon Standards für die Daten, die bei clintrial.gov etc. veröffentlicht werden 

können/sollen? 

14) Coding: CMDECOD mapping - preferred term, generic name, drug name? 

 
 

What could be improved by the host company for the next meeting? 
 
Perfect 
Very well organised 
Nothing to improve 
Excellent service throughout the meeting 
GRT sets a high quality level for the next facilitator 
To continue the social get-together on the previous day 
 

If you were describing to a colleague or friend, the benefits of your experience today,  
what would these be? 
 
Fruitful discussions 
Very good 
Helpful 
Inspiring 
Exchange within the community 
To know all companies are struggling with SDTM implementation 
Update of new topics 
F2F instead of TC 
Lots of business related topics 
Learning  
 

 


