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APPROACHING ADULTHOOD IN DATA STANDARDS AFTER 15Y
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LEGACY DATA CONVERSION: A ONE-SHOT
EFFORT

Implementation Infrastructure Project
knowledge Management
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SDTM DATA READY-FOR-USE AT STUDY START
REQUIRES A STRONGER FOUNDATION

Near-complete ‘ Pre-final
I Raw Data SDTMs
Incomplete ‘ Preliminary
I Raw Data SDTMs
B ‘ Preliminary
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mid-study
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DATA STANDARDS IMPLEMENTATION OVERVIEW

Global
Controlled
Terminology

Data Collection Global SDTM
Metadata Metadata

Define. XML Standards

Automation Documentation

Training
& Knowledge
Transfer
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GLOBAL CONTROLLED TERMINOLOGY

CODELIST_NAME
No Yes Response - Yes and No Only NY YN
No Yes Response - Yes and No Only NY YN
Vital Signs Test Code
Vital Signs Test Code
Vital Signs Test Code
Vital Signs Test Code
Vital Signs Test Code

~ CODELIST_ID

VSTESTCD
VSTESTCD
VSTESTCD
VSTESTCD
VSTESTCD

¥ TERM_CODE ~ SUBMISSION_VALUE

C49487 N

C49488 Y

C16358 BMI

C178060 CALFCIR

C25347 HEIGHT

VSALL
C25208 WEIGHT

~ DECODE
No
Yes
Body Mass Index
Calf Circumference
Height
All Vital Signs Tests
Weight

~ IS_EXTENDED

Yes

Codelist Codelist
Code Extensible Codelist Name CDISC Submission Value CDISC Synonym(s)
Code
. . (Yes/No) |, ¥ .
C66742 No No Yes Response NY No Yes Response
C49487 |C66742 No Yes Response N No
C48660 |C66742 No Yes Response NA NA; Not Applicable
C17998 |C66742 No Yes Response U U; UNK; Unknown
C49488 |C66742 No Yes Response Y Yes
C66741 Yes Vital Signs Test Code VSTESTCD Vital Signs Test Code
C16358 |C66741 Vital Signs Test Code BMI Body Mass Index
C178060 |C66741 Vital Signs Test Code CALFCIR Calf Circumference
C25299 |C66741 Vital Signs Test Code DIABP Diastolic Blood Pressure
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GLOBAL STUDY METADATA DEFINITION

CDISCO1_1

Annotated CRF &
» Supplemental Documents
Standards < STANDARDS

» Datasets < DOMAINS
» Controlled Terminology <

» Methods = METHODS

DM (Demographics) - [SDTMIG 3.1.2]

CODELISTS

Related Supplemental Qualifiers Dataset: SUPPDM {Supplemental Qualifiers for DM}

Variable Label / Description Type Length or Controlled Terms or IS0 Format

Display
Format

STUDYID | Study Identifier text 7

Origin / Source / Method / Comment

Protocol {Source: Sponsor)

DOMAIN | Domain Abbreviation text 2 | Domain Abbreviation (DM)

« "DM" = "Demographics”

Assigned (Source: Sponsor)
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USUBIID | Unique Subject Identifier | text 14 Derived {Source: Sponser)
Concatenation of STUDYID and SUBIID
SUBJID Subject Identifier for the text & Collected (Source: Investigator)
Study

Annotated CRF [2 & ]
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STANDARDS DOCUMENTATION

* Danone SDTMIG Implementation — concise 10-page guide
* CRF Annotation Guidelines — linking CRF to SDTM metadata

‘Specify’ Values for Non-Result Qualifier Variables

Indication (disease/condition) #5 &) NDICAT

(2
Medical History
Adverse Event CMINDC Specify "Other Indication” [E) cmiNDsP
Prophylactic CMINDCX

Other Indication

Derived Values from Data Source

Start date [EJ cMSTDAT Ongoing at end of study? 2 End date [E) cMENDAT
CMSTDTC & cwonco CMENDTC
Yes No

CMENRTPT=0NGOING CMENRTPT=BEFORE
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TRAINING & KNOWLEDGE TRANSFER

Listen to Onboarding & Fit For Continuous
the Team Progressive Purpose Availability
Handover
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DEFINE.XML AUTOMATION FROM METADATA

CT Metadata SDTM Metadata

DM (Demographics) - [SDTMIG 3.1.2]

CDISCO 1 1 Related Supplemental Qualifiers Dataset: SUPPDM {Supplemental Qualifiers for DM}
Variable Label / Description Type Length or Controlled Terms or ISO Format Origin / Source / Method / Comment
Display
Annotated CRF & Display
» Supplemental Documents STUDVID | Study Identifier text 7 Brotocol (Source: Sponsor)
Sta n d a rdS DOMAIN | Domain Abbreviation text 2 | Domain Abbreviation (DM} Assigned (Source: Sponsor)
» "DM" = "Demographics”
» Datasets — :
USUBIID | Unigue Subject Identifier | text 14 Derived (Source: Sponsor)
» Controlled Terminology Concatenation of STUDYID and SUBJID
- M ethDdS SUBIID ::l:c_];?:t Identifier for the | text 6 Collected (Source: Investigator)
Annotated CRF [2 & ]
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DATA COLLECTION METADATA

DOMAIN > |VS (Vital Signs) |
Anthropometry @ n {VSCAT
VARIABLES
Anthropometry not done #1  Date of measurement
@ An_ND & AnDAT
o 7] Notd VSDTC
CODELIST vl "
1VSTESTCD=VSALL:
Reason not done [EJ ANREASND E i
— j CODELIST
VSORRESU
Result Unit 22 #3 [B WEIGHT_ND
B weiGHT & weiGHT_U VS
Choose one.. ¥ Not done /SW
VLM »VSORRES when
VSTESTCD=WEIGHT
|FDF1Fu'1_ID * | FORM_MNAME -1 | EDC_VAR ¥ | CDASH_VAR o |[1U ESTION * |VISIBLE b
AN Anthropometry VSCAT VSCAT Mo
AN Anthropometry AMN_MD VESTAT _WSALL Anthropometry not done Yes
DANONE
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READY FOR THE NEXT INNOVATION
WAVE

Collaboratively created the basis for next
innovations

Increased team knowledge level and autonomy
Improved consistency and submission readiness
Reduced project management overhead
Modernized the data flow end-to-end

On the roadmap for 2026

* Metadata repository
* Biomedical Concepts
* Test data automation
* Al-driven data conversion
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