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What’s traceability in clinical trial data



What’s traceability in clinical trial data

CDSIC ADaMIG
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Why do we need traceability[3]

• Clinical studies are conducted to demonstrate new drugs and therapies are 
safe and effective

• Study data and analysis results are submitted to agencies

• Traceability is the documentation of steps taken between collected data and 
the analysis results

• Traceability ensures the analysis results are verifiable
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Traceability can answer questions:

• How is a result computed?

• Where is the data supporting a result?

• How is the data derived?

• Which data points in ADaM and SDTM support each subject?

Without traceability, a reviewer must:

• Example submitted program code for answers

• Request meetings with the sponsor for clarification
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Why do we need traceability
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How to trace back clinical data from analysis to 
source automatically and efficiently
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Traceability automation in this presentation:



How to trace back clinical data from analysis to 
source automatically and efficiently

Traceability Idea + Supportive Automation Tool:

• Idea : Build clever traceability supportive data in datasets(e.g. SDTM, ADaM)

• Tool: SAS Macro+ VBA
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How to trace back clinical data from analysis to 
source automatically and efficiently

• Requirement：Trace clinical data automatically and efficiently

ADaM (-> ADaMs) -> SDTM(s) -> Raw(s)

• Difficulties and Solutions:

• Difficulty 1: Trace clinical data efficiently?

Solution: Assign Traceability ID for each source record and keep it in variable --SPID.

• Difficulty 2: Trace clinical data automatically? (It is impossible to trace data via SAS window)

Solution: Use Excel datasets(by adding VBA) instead. 

It will open predecessor datasets automatically and filter by value of Traceability ID(s) when 
click(or find the Traceability ID value on) the cell(s) of --SPID.
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--SPID: Sponsor-Defined Identifier



Preparation:
• SAS Macro Part: Convert SAS datasets(Raw, SDTM and ADaM) to xlsx.

• For SDTM, merge main domain and SUPP-- dataset into one single dataset.

• VBA Part: Convert .xlsx data files (SDTM and ADaM) to .xlsm and add supportive VBA Codes 
(batch processing).
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Automation Judgment Rule:
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Rave --SPID value = “Form Name - RecordId”

Other 
EDC

--SPID value = “Form Name - Its record ID var”

How to trace back clinical data from analysis to 
source automatically and efficiently

--SPID = Raw dataset name - RecordId 
e.g. ucg-3870724

keep  variable --SPID from SDTM (or other ADaM)
(--SPID = Raw dataset name - RecordId

e.g. ucg-3870724)

Excel SDTM:

yy

Excel ADaM:

ADxx

Excel

Raw Dataet

SRCDOM
exist?

No
ADxx = SRCDOM

No
yy = xx

SRCDOM
length =2?

Yes
yy = SRCDOM

Yes

Based on value of --SPID, 

Auto Open & Filter
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How to trace back clinical data from analysis to 
source automatically and efficiently

ADCVSUM

ADCV

SDTM.CV

RAW.UCG

Traceability 
ID

VBA :

Auto open & filter
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How to trace back clinical data from analysis to 
source automatically and efficiently

An Efficient Approach to Automatically Trace Back Clinical Data from Analysis to Source/demo/03_adam/adcvsum.xlsm
An Efficient Approach to Automatically Trace Back Clinical Data from Analysis to Source/demo/03_adam/adcvsum.xlsm


Some Note:

• This idea can be applied to trace data from source to analysis.

• Need to consider the value of STUDYID when trace data in ISS/ISE study.

• More information can be added to Traceability ID(--SPID), such as SUBJID,
VISIT(FolderName), DataPageName

• --SPID can be dropped from datasets when submit, data flow and integrity won’t be affected.

• This idea can be used to trace Pinnacle 21 issue to related records of SDTM/ADaM, and then 
check if they are data issue or mapping issue more efficiently.
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