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VISITHNUM VYSTESTCD V5SS TRESH V5SS TBASE VSSTCHG

D IABP 90 90
HEIGHT 180 180
PULSE 5 5
SYSBP 170 170
HEIGHT 30 30
D IABP 90 90
PULSE 74 5
SYSBP 170 170
D I1ABP 81 30
PULSE 82 5
SYSBP 149 170
D IABP 4 90
PULSE 73 5
SYSBP 123 170
D IABP 79 90
PULSE [k 5
SYSBP 146 170
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“right” number of analysis datas
ubmit. Define all analysis
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Implementation
- asucces!

umentation and implementation guide
SDTM & ADaM

Ainstorming/discussion with colleagues

near strategy:
Data - Ferring-SDTM - Ferring-/

In parallel
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Implementation
- Types of standardization

IIy defined for (almost) all trial designs and

filnes most common variables which are al
2sent in the domains. Most variables are de
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Implementation
- Types of standardization

quwed) variables defined up front.
DEX, ADEF/ADEFN)

re trial specific analysis datasets
t specified, only a description of how to de
se datasets.



'FERRING| Implementation

- ADSL (Subject Level)

alns

uding screening failures (ADSLSF)
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Implementation
- TRTXP (ADEX)
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PHARMACEUTICALS - ADEX example
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Implementation
- Traceability

ded in Ferring-SDTM

ITNUM Is used to support tracee

»Meaningful variable, which reflects
protocol and trial design

>EXxpected/required variable in a
submission



'FERRING| Discrepancies
- What to do?

Al » J

9. Study day variable VISITDAY (contains

on variables --DU = (“ref. date”- ADEX.E
agment --DUR Is a reserved name in SDT

OCH < EPOCH

HG = LBSTRESN — LBSTBASE

om baseline=standard result - standard baseline result)
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Jardization of trial specific variables/datase
metadata
alysis value level metadata (Code/Descrip
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m: Submission ready

1 programs

on Ferring-SDTM and Ferring-ADaM
0?
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