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eCRF based on ODM

Protocol

Event

Form

IG

Item

CodeList

ODM in plain XML:

ODM
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Schedule of Assessments and ODM

Screening Baseline Visit Visit Visit Follow-up

Months Day 1 1 3 6 7

Informed consent X confirm.

Inclusion/Exclusion criteria X confirm.

Medical history X confirm.

Previous medication X confirm.

Vital signs X X X X X X

Physical examination X X X X X X

Ophthalmic examination X X X X X X

Pregnancy test X X

Clinical Lab X X X X X X

PK Idebenone X X X X

Concomitant medication X X X X X X

Adverse events X X X X X X

Dispensing of study drug X X X X

First dose X

Compliance X X X

Event
Form

ItemGroup

Item CodeList

ODM
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Survival Kit: A Ready to Use System
ODM in plain XML:

Protocol

Event

Form

IG

Item

CodeList

ODM as a map:

ODM
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… Validated and CDISC Certified

DB
(eCRF)

ODM Import

Export

ODM
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… with a Graphical User Interface
ODM
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… and Integrated Programming
ODM
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http://www.cdisc.org/odm/index.html

Vendors are Progressing ODM



10CDISC End-to-End

LAB – Take it Easy!

1. Download Model from www.cdisc.org

2. Agree details with Sponsor and central lab
3. Run test load / adapt specifications

LAB
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LAB – the Details
LAB



12CDISC End-to-End

LAB – Loaded into the eCRF
… and amended by the investigator’s evaluation of 
results outside of the normal range

All entries protected against changes – except 
“Evaluation” in case of alerts not equal  “N”

LAB
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SDTM as Presented by CDISC

Protocol

Event

Form

IG

Item

CodeList

Domain

Variable

SDTM
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From ODM to SDTM

Protocol

Event

Form

IG

Item

CodeList

Protocol

Domain

Variable

CodeList

VISITNUM

SDTM
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Item Names to Variable Names
• No requirements in ODM

Mandatory names in SDTM

• Container for precisely defined items

Specifications by --TESTCD, etc

• In some cases, names are equal, e.g. AETERM

Think backwards – start at the end!

SDTM
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We believe in „Reverse Development“:

Preparation of eCRF

We decide where we want to go…

… then we start walking.
SDTM

ODM
(eCRF)

SDTM

SDTM
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Why Two Standards?
CDASH (ODM)

• Recommended standard for the collection of data

• … from a clinical, scientific and regulatory perspective  

SDTM

• (Mandatory?) standard for the submission of data

• …from an analysis and review perspective

overlapping

• Field/variable names and attributes if data are identical, e.g. 

RACE, AETERM, EXTRT, EXDOSE, ect.

SDTM
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CDASH SDTM
Fields Variables

AE: Apparently a 1:1 Mapping

Item in CRF Var in AE Domain Other Source

AEYN --

AETERM AETERM

AESTDAT

AESTTIM

-- AEDY derived

AESEV AESEV

AEREL AEREL

AESTDTC

ODM(CDASH) SDTM
1:1

SDTM
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… not at all!
AEYN

No Var in SDTM

AESTDAT

Start Time End Time

10:00

14:30 22:00

10:00

AETERM AESTTIM

AETERM AESTDTC

AEONGO

AEENRF

No CRF Field

AESTDY

derivedLook-up

SDTM
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VS Domain

Item in CRF Var in VS Domain Add. Source

DIASBP VSTESTCD metadata

VSTEST metadata

VSORRES

VSORRESU

VSORNRLO look-up table

VSORNOHI look-up table

VSDTC visit header: VISDAT

-- VSDY derived

SDTM
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VS Domain 1: Single Items in ODM

WEIGHT
RESP
HR
SYSBP
DIABP

3

VISITNUM

Sitting

VSPOS

20090219mmHg70DIABPDiastolic Blood 
Pressure

VSDTCVSORRESUVSORRESVSTESTCDVSTEST

derived

VISDAT

SDTM
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VS Domain 2: Table Items in ODM

VSTEST VSORRES VSORRESU VSPOS

3

VISITNUM

Sitting

VSPOS

20090219mmHg70DIABPDiastolic Blood 
Pressure

VSDTCVSORRESUVSORRESVSTESTCDVSTEST

derived

VISDATX sitting

derived

SDTM
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VS Domain 1 vs. 2: Discussion

• Do you define items like VSORRES related to 

VSTESTCD in your Data Management System or do 

you prefer to define items like SYSBP (Systolic 

blood pressure, numeric, 3.0, mmHG)?

• In both cases, there is mapping programming to be 

done.

• How do you build up your (company’s) Meta Data 

Repository?

SDTM
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How to Program the Mapping?

… validated and CDISC Certified?

1. SAS – Go the well known way
2. SAS – do it using PROC CDISC
3. Create a mapping using SQL, C, C++, …
4. Use a ODM-SDTM mapping tool

SDTM
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An Expl of a  Mapping Tool with a GUI

ODM SDTM

Domain Definition

SDTM
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The  Mapping Program Window

ODM SDTM

Mappings

SDTM
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1. Create analysis datasets (ADaM) Statistician
2. Create the define.xml file
3. Store data and define.xml files in correct location in the eCTD

5. Wait on submission day

Tasks to Be Done:

push the   submit button…
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Conclusions

• CDISC supporting tools are coming

• Not CDISC is the problem – it’s the change

• CDASH – a starting point for a metadata repository

• CDASH – why not? Your names are not better!

• Increasing clarity of our communication

• Only practical experience brings us forwards
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The Team:

eCRF & Database Design

Programming & 
Statistics

MARVIN eCRF
eCRF Composer
SDTM Tabulator
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Please do not hesitate to send your 
questions to 

kurt.hellstern@hands-on.ch


