
Proprietary

Metadata Repository (MDR)!E2E Data Transparency and Traceability

Cong, Catherine. Principle Clinical Data Manager
Zhao, Kai. Study Designer, 
Global Data Management and Standards, 
MSD R&D (China) Co., Ltd 



Meet the Speakers
Cong, Catherine
Title: Principle Clinical Data Manager , Associated Director
Organization: Global Data Management and Standards

Working and contributed in multiple TAs including Oncology, Diabetes, 
Vaccines and ID. With her extraordinary effort, Catherine cumulated solid 
End-to-End data management experiences from various InForm studies 
starting from Set-up till DBL. 

Certified with CCDM. 

Zhao, Kai
Title: Study Designer, Associated Director
Organization: Global Data Management and Standards

Working in Infectious Disease (HIV, COVID-19 etc) and Oncology 
therapeutic area.

SDTM Tabulate Certification.
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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or MSD or position 
of CDISC.
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• The authors have no real or apparent conflicts of interest to report.



Agenda
1. Start With the End in Mind
2. MDR!E2E Data Transparency and Traceability 
3. Quality by Design by Using MDR
4. Deficiencies and Look Forward



Module 1
Start With the End in Mind
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Simplified Clinical Data Flow 

eCRF 
Design Data Tabulation Analysis data

Submit CSR

Statistical 
Analysis Plan

Protocol

• Data Collection
• Data Validation

SDTM ADaM

ORGANIZE ANALYZE

Have you met..
• Missing Dataset
• Missing Value
• Missing Results, etc.
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Start With the End in Mind
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Clinical 
Study 
Report

PROTOCOL

SAP

AGENCY
REQUIREMENT

TRIAL DESIGN

ü Critical Data Collection & Validation

ü Data Organizing & Formatting



Proprietary

eCRF Design Data Tabulation Analysis data

Submit CSR

Statistical 
Analysis Plan

Protocol

Start With the End in Mind
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Metadata Repository (MDR)

From Collection to Tabulation

eCRF Design Data Tabulation Analysis data

Submit CSR

Statistical 
Analysis Plan

Protocol

Start With the End in Mind

https://idpcmmr.merck.com:8945/login


Module 2
MDR!E2E Data Transparency and Traceability 
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Centralized and Reusable Standards
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Stage 1: 
Data Collection

Stage 2: 
Data Integration & Transformation

SDTM-like Data Format

From Collection to Submission

Stage 3: 
SDTM Datasets

Maintained out of MDR

Data Lineage Shown via MDR
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• E2E Data Transparency & Traceability

• Visualization for Stakeholders

From Collection to Tabulation
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From Spreadsheet to Visual Platform

• Silos to Network

• Human-readable to Machine-readable

From Spreadsheet to Electronic Platform
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MDR Application in Clinical Data Management

ü Data Management Capabilities

ü Efficiency in Data Collection, Use and 
Sharing

ü E2E Data Flow Transparency and 
Traceability



Module 3
Quality by Design by using MDR
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What data will be collected and where will they go?

Fig.1 Concept map from SDTM 2.0

When a subject is pregnant or becomes 
pregnant, it is important and may be necessary 
to collect both prenatal and postnatal data on 
the infant.

Fig.2 Subject pregnancy-fetus/infant in MDR 
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From Collection to Tabulation
Form level 
visualization
E2E Data Visualization for an eCRF

Fig.1 DM eCRF Fig.2 eCRF E2E Data Visualization in MDR

Fig. 3 SDTMIG version for domains
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Data Point Level VisualizationE2E Data Visualization for an eCRF
Fig.1 eCRF E2E Data Visualization for an item in MDR

Fig.2 DSTERM, DSDECOD, DSCAT
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MDR Enhanced E2E Data Visualization from eCRF to SDTME2E Data Visualization for an eCRF
Fig.1 DM eCRF Fig.2 eCRF E2E Data Visualization for an item in MDR

Fig.3 SDTM datasets
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Data Conformance
PMDA-Technical Conformance Guide on 
Electronic Study Data Submissions

FDA-STUDY DATA TECHNICAL 
CONFORMANCE GUIDE

https://www.pmda.go.jp/english/review-services/reviews/0002.html

Study Data Technical Conformance Guide –
Technical Specifications Document | FDA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Data Conformance



Module 4
Deficiencies and Look Forward
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Deficiencies

• SDTM dataset is maintained out of MDR
• Controlled Terminology is maintained out of MDR



Proprietary

Look Forward

https://www.cdisc.org/cdisc-360

CDISC 360 Piloted development of linked biomedical concept 
metadata to enable end to end automation



Thank You!


