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CDM Tools: make your daily work easier

Tool for SDTM Transformation

Background

* Required by regulatory
* Consistence among CRF, programs, SDTM data, define.xml
* Easyto use
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../../../PCYC/demo/m5/datasets/q2-demo/tabulations/sdtm/define.xml

Example of SDTM define.xml

O
0

O
0
D
0
D
0
0
0
D
0
D
D
0
0
D
0
D
D
0
0
0
0
D
0
D
0
D
0
0
0
D
<

Annotated Case Report Form
SDTM Tabulation Guide
Datasets
Trial Arms (TA)
Trial Elements [TE)
Trial Inclusion/Exclusion
Criteria (TI)
Trial Summary (T5)
Trial Visits (TV)
Comments (CO)
Demographics (DM)
Subject Elements {SE}
Subject Visits (SV)
Concomitant Medications
(CM)
Exposure (EX)
Surgery (5G]
Substance Use (SU)
Adverse Events (AE)
Clinical Events (CE)
Disposition (D5)
Medical History (MH)
ECG Test Resulis (EG)

Findings About Events or
Interventions (FA)

Inclusion/Exclusion
Exceptions (IE)

Laboratory Test Results (LB)

Pharmacokinetic
Concentrations (PC)

Physzical Examination (PE)

Pharmacokinetic Parameters
(PP)

Questionnaires (G 5)

Response (RS)

Subject Characteristics {5C)
Tumor Resulis (TR)

Tumer ldentification (TU)
Vital Signs (V5]
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Datasets for Study Q2-DEMO

Dataset Description Class Structure Purpose Keys Location
TA Trial Arms Trial Design | One record per planned Element per Arm Tabulation | STUDYID, ARMCD, ta.xpt
TAETORD
TE Trial Elements Trial Design | One record per planned Element Tabulation |STUDYID, ETCD te.xpt
TI Trial Trial Design | One record per IE criterion Tabulation |STUDYID, IETESTCD tixpt
Inclusion/Exclusion
Criteria
TS Trial Summary Trial Design | One record per trial summary parameter value | Tabulation | STUDYID, TSPARMCD, ts.xpt
TSVAL
™V Trial Visits Trial Design | One record per planned Visit per Arm Tabulation |STUDYID, VISITNUM, tv.xpt
ARMCD
Cco Comments Special- One record per related domain per IDVAR Tabulation | STUDYID, USUBJID, co.xpt
Purpose per IDVARVAL per comment reference per FEDOMAIN, IDVAR,
comment per subject IDVARVAL, COREF
DM Demographics Special- One record per subject Tabulation | STUDYID, USUBJID dm xpt
Purpose
SE Subject Elements Special- One record per start data per end date per Tabulation |STUDYID, USUBJID, se.xpt
Purpose actual Element per subject SESTDTC, SEENDTC,
ELEMENT
SV Subject Visits Special- One record per actual visit per start date per | Tabulation | STUDYID, USUBIJID, sv.xpt
Purpose end date per description of unplanned visit per VISITNUM, SVSTDTC,
subject SVENDTC, SVUPDES
CM Concomitant Interventions | One record per category per subcategory per | Tabulation | STUDYID, USUBJID, cm xpt
Medications group ID per sponsor ID per recorded CMCAT, CMSCAT,
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Example of SDTM Tabulations Data

)2, Inc. Guide to SDTM Tabulations Data

Guide to SDTM Tabulations Data

Pharmacyelies Study Q2-1104-CA is titled “Multicenter, phase 2 study of Bruton®s tyrosine
kinase (Btk) inhibitor, PCI-32763, in relapsed or refractory mantle cell lymphoma”

This document provides an introduction to SDTM domain datasets that benefit from additional
explanation beyond what is available in the Data Definitions (define.xml) document.
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CDM Tools: make your daily work easier

Tool for Patient Profile

Background
e Required by CDM or ClinOps, a M5 deliverable

* CDM data review, safety and / or efficacy review
* Easyto use

Design
* Scope > Target data = Configure spec = draft & final patient profile

Benefits

e Easy to generate, no SAS programming skill required
* Linked and color coded patient profile

* Graph enabled ppv

e Reduce time and cost
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L_Patient_Profile_Q2-DEMO_100-012.pdf

CDM Tools: make your daily work easier

Tool for Patient Profile

2linical Laboratory Tests: Chemistry, Part 1
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Tool for CDM Reports

Monitor Report ---- CRF status

Consistency Reports

Ex'ption Réport

Module



Q2_DEMO_LB_PE_ABN.xls
Q2_DEMO_AE_CM.xls

CDM Tools: make your daily work easier

Tool for CDM Reports

AE vs CM

Adverse Event & Concomitant Medications
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CDM Tools: make your daily work easier

Tool for CDM Reports
CRF Status by Site

CRF status by site

. Monitored

N Complete
Incomplete

I Mo Data

q
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g

Site Number

onitored = Monitored + Monitored Reviewed + Mo Data Reviewed + Mo Data Locked + No Data (visit=LInscheduled)
omplete = Complete Reviewed + Complete + Partial Monitored
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