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What’s traceability in clinical trial data




What'’s traceability in clinical trial data

.. CDSIC ADaMIG

Traceability — The property that enables the understanding of the data's lineage and/or the relationship between an
element and its predecessor(s). Traceability facilitates transparency. which is an essential component in building
confidence in a result or conclusion. Ultimately. traceability permits the understanding of the relationship between
the analysis results. the ADaM datasets, the SDTM datasets, and the data collection instrument. Traceability is built
by clearly establishing the path between an element and its immediate predecessor. The full path is traced by going
from one element to its predecessors. then on to their predecessors., and so on. back to the SDTM datasets, and
ultimately to the data collection instrument.

There are two levels of traceability:

1. Mefadata traceability facilitates the understanding of the relationship of the analysis variable to its source
dataset(s) and variable(s) and is required for ADaM compliance. This traceability is established by
describing (via metadata) the algorithm used or steps taken to derive or populate an analysis variable from
its immediate predecessor. Metadata traceability is also used to establish the relationship between an
analysis result and ADaM dataset(s).

b2, Datapoint ftraceabilify points directly to the specific predecessor record(s) and should be implemented if :
i practical and feasible. This level of traceability can be very helpful when trying to trace a complex data E
i manipulation path. This traceability is established by providing clear links in the data (e.g.. by use of --a--
i SEQ variable) to the specific data values used as input for an analysis value. The BDS and OCCDS i
i structures were designed to enable datapoint traceability back to predecessor data. i



Why do we need traceability!®!

. 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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Why do we need traceability!®!

Traceability can answer questions:
 How is a result computed?
e * Where is the data supporting a result?
» o * 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
-1 source automatically and efficiently

. . » Traceability automation in this presentation:
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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)

e Tool: SAS Macro+ VBA

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

: i Requirement Analysis
* Requirement: Trace clinical data automatically and efficiently
' ADaM (-> ADaMs) -> SDTM(s) -> Raw(s)

-+« Difficulties and Solutions:

g + Difficulty 1: Trace clinical data efficiently?

: : Solution: Assign Traceability ID foreach source record and keep it in variable --SPID.
--SPID: Sponsor-Defined Identifier

 Difficulty 2: Trace clinical data automatically? (It is impossibleto 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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How to trace back clinical data from analysis to
-7 source automatically and efficiently

Preparation:
« SAS Macro Part: Convert SAS datasets(Raw, SDTM and ADaM) to xIsx.
« For SDTM, merge main domain and SUPP-- dataset into one single dataset.

* VBA Part: Convert .xIsx data files (SDTM and ADaM) to .xlIsm and add supportive VBA Codes
(batch processing).
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How to trace back clinical data from analysis to
source automatically and efficiently

Automation Judgment Rule:

Based on value of --SPID,

keep variable --SPID from SDTM (or other ADaM)
(--SPID = Raw dataset name - Recordld
e.g. ucg-3870724)

Excel ADaM:

Auto Open & Filter
P ADxx

SRCDOM
exist?

(0]
ADxx =[SRCDOM

SRCDOM
length=27?

Excel SDTM:
yy

Raw Dataet

--SPID value = “Form Name - RecordId”

Other

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

e.g. ucg-3870724

cdisc
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How to trace back clinical data from analysis to

1
|
] |
' CVSU
i ADCVSUM |
N | gt O oy
. STUDYID |SUBJID ETHNIC [FASFL |[TRTSDT ADT ADY |VISIT PARAM PARAMCD |AVALC |CVSTAT |CVCLSIG CVDESC Y. gYPE SRCDOWRCVM SRCSEQ
? Dummy  [07001 HAN Y 202017114 Left Ventricular  |LVEF f67 ‘AGERAGE ADCV "VALC
. Ejection Fraction \ -— -
. Oy Dummy 07002 HAN Y 2020/7/23 2020/7/13| -10|SCREHENING (Left Ventricular  |LVEF 71 Abnormal, Not Mild mitral regurgitation, ADCV AVALC 1
—— Ejection Fraction Clinically left ventricle diastole
Significant function
_________ 1
SUBJID ~ AGE ~|SEX ~ |ETHNIC -~ TRTSDT - T ~ [ADT ~ |ADY ~ (VISIT ~ |PARAM ~ |PARAMCD ~ |AVALC ~|CVSTAT -~ |CVCLSIG ~ [CVDESC -
Dummy foroo1 66|M HAN Y 2020/7/24] 1 ‘ 202047/20 -4[SCREENING |Left Ventricular LVEF 6 Abnormal, Not Left ventricle diastole function
Ejection Fraction Clinically Significant
Dummy 07001 65|M HAN Y 20204714 202047113 -1[SCREENING |Left Ventricular LVEF 66 Abnormal, Not Mild mitral and tricuspid regurgitation,
Ejection Fraction Clinically Significant  |left ventricle diastole functicn
Dummy 07002 64\M HAN A ZDZDN!ZS, ucg-3288536 |B 20207113 -10[SCREENING |Left Ventricular LVEF 71 Abnormal, Mot Mild mitral regurgitation, left ventricle
/ Ejection Fraction Clinically Significant |diastole function
Dummy 07003 66|M HAN N 1|ucg-3977871 |B \ SCREENING |Left Ventricular LVEF NOT DONE
v
Dummy 07004 63|M HAN N ‘ 1|ucg-3984029 (B VBA o NOT DONE
[ ———————————— T .
. ! Auto open & filter
| |
| " |
___________ — -
=~ STUDYVIE - [DOMAIN - | USUBJID - | CVSEQ, TCD - [CVTEST - |CVORRES - | CVORRESU | |CVSTRESC - |CVSTRESN - |CVSTRESU - |CVSTAT - [CVBLFL - |[VISITNUM - [VISIT - [EPOCH - |CVDTC - [CVDY - |CVCLSIG - |cvpeEsc =
Dummy cv Dummy-07-07001 1 NEF Left Ventricular fe8 % fe8 68|% \ -1|SCREENING |SCREENING  [2020-07-20 4| Abnomal, Not Clinically
l Ejection Fraction Significant Left ventricle diastole function
Dummy cv Dummy-07-07001 2] [ Left Ventricular &6 % fes 86| % i -1|SCREENING [SCREENING [2020-07-13 El Mid mitral and tricuspid
\ jection Fraction Apnormal, Not Clinically | regurgitation, left ventricle
Significant diastole function
Dummy cv Dummy-07-07002 1|ucg-3888535 [ LVEF tricular 1 % fr1 % i -1|SCREENING 2020-07-13 -10[Abnermal, Not Ciinically | Mid mitral regurgttation, left
action Significant wentricle diastole function
Dummy cv Dummy-07-07003 1|ucg-3877871 | LVEF ar NOT DONE ~1|SCREENING
Ejex \{_\/ >
Dummy cv Dummy-07-07004 1|ucg-3984029 [ LVEF Left Ven! 3R NOT DONE -1|SCREENING
R . S Traceability DY
I ! ID
' RAW.UCG |
— — ‘project — [environmenr— [Subject . Folder . |FolderName .|DataPageName id vNCGPERF - |UCGDAT_RAW _ |UCGORRES . |UCGORESU . |UCGCLSIG - |UCGDESC =
Dummy  |Prod [o7001 SCREEN |Screening Left Ventricular Ejection Fractiol | ] 20207 20 68|% Abnormal, Not Clinically Significant |Left ventricle diastole function
Dummy  |Prod 07001 SCREEN ([Screening Left Ventricular Ejection Fraction o 2020713 66|% Abnormal, Not Clinically Significant [Mild mitral and tricuspid regurgitation, left ventricle
diastole function
Dummy  |Prod 07002 SCREEN |Screening Left Ventricular Ejection Fraction 3888535 20207 13 1% Abnormal, Not Clinically Significant [Mild mitral regurgitation, left ventricle diastole function
Dummy  |Prod 07003 SCREEN [Screening Left Ventricular Ejection Fraction 3977871|No %
Dummy  |Prod 07004 SCREEN |Screening Left Ventricular Ejection Fraction 3984029|No %




How to trace back clinical data from analysis to
-7 source automatically and efficiently

3 LET’S
DEMO!
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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

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

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.

cdisc 18



Reference

[1]. CDSIC: ADaMIG v1.3
[2]. FDA: Final - Study Data Technical Conformance Guide v4.8.1 Oct2021

[3]. PharmaSUG SDE RTP 2020: More Traceability: Clarity in ADaM Metadata and Beyond.
Richann Watson, Wayne Zhong, Daphne Ewing, Jasmine Zhang

[4]. PhUSE SDE Shanghai 2020: Tracecart- Trace Back Clinical Data from Analysis to Source
Automatically and Efficiently. Haigiang Luo

19



Acknowledgement

% @5 (Haigiang Luo) : Perfect leader and teacher

cdisc

20



Thank Youl!
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