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INTRODUCTIONINTRODUCTION

SDTMSDTM

(e)CRF

2



AGENDAAGENDA

Introduction
I tIssues types

• The smaller hurdles
• Ambiguity
• Legacy conversionLegacy conversion
• Linking data

Conclusions

3



THE SMALLER HURDLES
Due to technical limitations, and lack 

of knowledge and experience
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NON-COMPLIANT TERMINOLOGYNON COMPLIANT TERMINOLOGY

Race AMERICAN INDIAN OR ALASKA NATIVE

Race BLACK OR AFRICAN AMERICAN

Race NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDERRace NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER

Race WHITE

Race ASIAN
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NON-COMPLIANT DATA STRUCTURENON COMPLIANT DATA STRUCTURE
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‘NOT DONE’ CONFIRMATIONNOT DONE  CONFIRMATION
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AMBIGUITY
An unclear CRF makes it difficult to 

create a correct SDTM database
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AMBIGUITYAMBIGUITY
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AMBIGUITYAMBIGUITY
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AMBIGUITYAMBIGUITY

USUBJID XP
SEQ

XP
GRPID

XP
TESTCD

XP
ORRES

XP
ORRESU

XP
BLFL VISITNUM VISIT XP

DTC

Xxxxx-xxxxx1 10 1 FEV1 12.00 L Y 2000 DAY0 2015-02-06T17:33

Xxxxx-xxxxx1 11 2 FEV1 11.00 L Y 2000 DAY0 2015-02-06T17:33

Xxxxx-xxxxx1 12 3 FEV1 10.00 L Y 2000 DAY0 2015-02-06T17:33
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AMBIGUITYAMBIGUITY

 Assign the baseline flag

 Indicate the best measurement for analysis
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AMBIGUITYAMBIGUITY

USUBJID XP
TESTCD

XP
ORRES

XP
ORRESU

XP
STRESN

XP
STRESU

XP
BLFL

XP
DRVFL VISITNUM VISIT XP

DTC

Xxxxx- FEV1 12 00 L 12 00 L 2000 DAY0 2015 02 06T17 33Xxxxx
xxxxx1 FEV1 12.00 L 12.00 L 2000 DAY0 2015-02-06T17:33

Xxxxx-
xxxxx1 FEV1 11.00 L 11.00 L 2000 DAY0 2015-02-06T17:33xxxxx1

Xxxxx-
xxxxx1 FEV1 10.00 L 10.00 L 2000 DAY0 2015-02-06T17:33

Xxxxx-
xxxxx1 FEV1 12.00 L Y Y 2000 DAY0 2015-02-06T17:33
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AMBIGUITYAMBIGUITY
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AMBIGUITYAMBIGUITY

17:33

17:3417:34

17:35

15



AMBIGUITYAMBIGUITY

USUBJID XP
SEQ

XP
GRPID

XP
TESTCD

XP
ORRES

XP
ORRESU

XP
BLFL VISITNUM VISIT XP

DTC

Xxxxx-xxxxx1 10 1 FEV1 12.00 L 2000 DAY0 2015-02-06T17:33

Xxxxx-xxxxx1 11 2 FEV1 11.00 L 2000 DAY0 2015-02-06T17:34

Xxxxx-xxxxx1 12 3 FEV1 10.00 L Y 2000 DAY0 2015-02-06T17:35

Baseline flag  ok
Best measurement  not ok

Medically relevant?
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AMBIGUITYAMBIGUITY

 not ok

 S i bl
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 SUPP-- variable



AMBIGUITYAMBIGUITY

I di t B t FEV1 t Fi tIndicate Best FEV1 measurement - First
- Second
- Third

 SUPP-- variable
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AMBIGUITYAMBIGUITY

USUBJID XP
SEQ

XP
GRPID

XP
TESTCD

XP
ORRES

XP
ORRESU

XP
BLFL VISITNUM VISIT XP

DTC
SUPPXP
QNAM

SUPPXP
QVAL

Xxxxx-
xxxxx1 10 1 FEV1 12.00 L 2000 DAY0 2015-02-

06T17:33

Xxxxx-
xxxxx1 11 2 FEV1 11.00 L Y 2000 DAY0 2015-02-

06T17:33 BESTFEV1 Y

X 2015 02Xxxxx-
xxxxx1 12 3 FEV1 10.00 L 2000 DAY0 2015-02-

06T17:33

Baseline flag  ok
Best measurement  ok
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LEGACY CONVERSION
Processing a CRF created without 

SDTM in mind
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LEGACY CONVERSIONLEGACY CONVERSION
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LEGACY CONVERSIONLEGACY CONVERSION

SD -1

SD 0
Pre-dose
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LEGACY CONVERSIONLEGACY CONVERSION

SD 0
Pre-dose

Dosing

Post-dose
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LEGACY CONVERSIONLEGACY CONVERSION
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LINKING DATA
Loss of linking between the tumor 

datasets TU and TR
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COLLECTION OF TU AND TRCOLLECTION OF TU AND TR

Baseline visit Visit 1 Visit 2 Visit 4Visit 3 Visit xVisit 5 ...

TU
TR

TR TRTRTRTRTR

 TU: represents data that uniquely identifies 
tumors (i.e. malignant tumors and other sites 
of disease e g lymph nodes)of disease, e.g. lymph nodes). 

 TR: represents quantitative measurements 
and/or qualitative assessments of the tumors q
i.e. malignant tumors and other sites of 
disease, e.g. lymph nodes) identified in the TU 
domain.
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LINK BETWEEN TU AND TRLINK BETWEEN TU AND TR

TULNKID TUTESTCD TUTEST TUORRES TULOC TUMETHOD VISIT TUDTC

Tumor ASSESSABLE ADENOPATHY
TUMIDENT

Tumor 
Identification

ASSESSABLE 
TUMOR LESION

ADENOPATHY 
CERVICAL SPIRAL CT SCREENING 2012-11-01

TUMIDENT
Tumor 
Identification

MEASURABLE 
TUMOR LESION

ADENOPATHY 
INGUINAL SPIRAL CT SCREENING 2012-11-01

TRLNKID TRTESTCD TRTEST TRORRES TRORRESU TRMETHOD VISIT TRDTC

TUMIDENT
Tumor 
Identification

MEASURABLE 
TUMOR LESION

ADENOPATHY 
PARATRACHEAL SPIRAL CT SCREENING 2012-11-01

Which tumor results are linked to each identification information?

LONGAXIS Long Axis 55.0 mm SPIRAL CT SCREENING 2012-11-01

SHRTAXIS Short Axis 27.0 mm SPIRAL CT SCREENING 2012-11-01

LONGAXIS Long Axis 53.0 mm SPIRAL CT VISIT 1 2013-01-16

SHRTAXIS Short Axis 24.0 mm SPIRAL CT VISIT 1 2013-01-16Same Tumor ?

LONGAXIS Long Axis 30.0 mm SPIRAL CT VISIT 1 2013-04-15

SHRTAXIS Short Axis 7.0 mm SPIRAL CT VISIT 1 2013-04-15

LONGAXIS L A i 12 0 SPIRAL CT VISIT 2 2013 05 20

27

LONGAXIS Long Axis 12.0 mm SPIRAL CT VISIT 2 2013-05-20

SHRTAXIS Short Axis 6.0 mm SPIRAL CT VISIT 2 2013-05-20



LINK BETWEEN TU AND TRLINK BETWEEN TU AND TR

Sub-
l tilocation
Upper left

Middle

Unique TU 
record-- LNKID
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Lower right



LINK BETWEEN TU AND TRLINK BETWEEN TU AND TR

Unique TU record

Dynamic Searchlist
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LINK BETWEEN TU AND TRLINK BETWEEN TU AND TR

Automated process   Copy-through Custom Function 
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LINK BETWEEN TU AND TRLINK BETWEEN TU AND TR

Visits
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LINK BETWEEN TU AND TRLINK BETWEEN TU AND TR

TUGRPID TULNKID TUTESTCD TUTEST TUORRES TULOC TUMETHOD VISIT TUDTC

M2 M2 TUMIDENT Tumor 
Identification

MEASURABLE 
TUMOR LESION

ADENOPATHY 
PARATRACHEAL SPIRAL CT SCREENING 2012-11-01Identification TUMOR LESION PARATRACHEAL

TRLNKID TRTESTCD TRTEST TRORRES TRORRESU TRMETHOD VISIT TRDTC

M2 LONGAXIS Long Axis 55.0 mm SPIRAL CT SCREENING 2012-10-11

M2 SHRTAXIS Short Axis 27.0 mm SPIRAL CT SCREENING 2012-10-11

M2 LONGAXIS Long Axis 53.0 mm SPIRAL CT VISIT 1 2013-01-16

M2 SHRTAXIS Short Axis 24.0 mm SPIRAL CT VISIT 1 2013-01-16
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SPLIT LESIONSSPLIT LESIONS
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SPLIT LESIONSSPLIT LESIONS

TUGRPID TULNKID TUTESTCD TUTEST TUORRES TULOC TUMETHOD VISIT TUDTCTUGRPID TULNKID TUTESTCD TUTEST TUORRES TULOC TUMETHOD VISIT TUDTC

M2 M2 TUMIDENT Tumor 
Identification

MEASURABLE 
TUMOR LESION

ADENOPATHY 
PARATRACHEA
L

SPIRAL CT SCREENING 2012-11-01

M2 M2.1 TUMIDENT Tumor 
Identification

MEASURABLE 
TUMOR LESION

ADENOPATHY 
PARATRACHEA
L

SPIRAL CT VISIT 2 2013-04-15

M2 M2.2 TUMIDENT Tumor 
Identification

MEASURABLE 
TUMOR LESION

ADENOPATHY 
PARATRACHEA
L

SPIRAL CT VISIT 2 2013-04-15
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CONCLUSIONCONCLUSION

One of the most important end 
to end links is the link between 
the (e)CRF build and the 
mapping of the collected data mapping of the collected data 
into SDTM datasets.
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Email: ann.lismond@sgs.com

WHERE EXPERIENCE
MEETS  SPEED
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