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DISCLAIMER

The presenter is working at Janssen on behalf of Labcorp as part 
of Data Standard team during DRM development. 

The two tools described in this presentation have been created 
by Janssen.
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Agenda

What is DRM, Pre-Checker and Create mapper?

Why were these tools created?

How do we use it?
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What is Data Review Model (DRM)

Raw Library 
Data

External Data 
Streams

DRM Library 
DataDRM Library 

Mapping

Conversion 
Framework

Pseudo code in 
human language

Converts specifications 
into actual code

For more details on DRM see 
Posters Presentations PP12
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DRM at trial level
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DRM – Create Mapper – Pre-checker

Trial DRM 
Mapping

Trial Raw Data

Trial External 
Data Streams

Library DRM 
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Trial DRM 
Data SDTM

Trial Build 
Documents

Conversion 
Framework
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DRM – Create Mapper – Pre-checker
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Why were these tools created?

• Reduce time producing DRM

• Avoid rework

• Avoid manipulation

• Metrics of trials following standards
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Create Mapper

Trial Source Data

DRAFT - Trial DRM 
Mapping

Trial Input

DRM Library 
mapping

DRM Metadata

Library ALS

Trial ALS
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Create Mapper

Trial Source Data

Trial DRM Mapping

Trial Input

DRM Library 
mapping

DRM Metadata

Library ALS

Trial ALS

Job creates and updates the 
DRM_Mapping.xlsx file using the inputs:
- Data sources
- Trial eCRF Design (ALS/ODM)
- Origin mapping file (std library) + 

corresponding eCRF Design file
- Origin mapping file + Origin eCRF 

Design file
- DRM metadata
It can be rerun, and it will not replace 
any content which was modified in the 
previous mapping file.
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Create Mapper

Trial Source Data

DRAFT - Trial DRM 
Mapping

Trial Input

DRM Library 
mapping

DRM Metadata

Library ALS

Trial ALS

Used to:
- populate the Trial_CRF_prompt and 
Trail_Dataformat for every variable. 

- If CRF_Prompt is not present SAS 
variable label is provided.

- If Dataformat is not present, SAS 
variable type and length is 
provided.

- populate the codelist and from values 
in RECODE tab.
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Create Mapper

Trial Source 
Data

DRAFT - Trial DRM 
Mapping

Trial Input

DRM Library 
mapping

DRM Metadata

Library ALS

Trial ALS

DRM library mapping:
Used to provide field-level mapping for 
source datasets
eCRF Design (Optional):
Provides origin_CRF_prompt and 
Origin_dataformat
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Create Mapper

Trial Source 
Data

DRAFT - Trial DRM 
Mapping

Trial Input

DRM Library 
mapping

DRM Metadata

Library ALS

Trial ALS

Datasets are scanned for variable-level 
information: label, length and type
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Create mapper output

• The following tabs are present in the file:
» Tabs containing all mapping information: MAPPING, RECODE, ORDER, 

TABLES, COLUMNS.
» Tabs with unused metadata, if any: UNUSED_TABLES, 

UNUSED_COLUMNS, UNUSED_COLUMNS_EXISTING_TABLES.
» If there is a previous DRM mapping file, the following tabs may be present if differences 

were found between the two versions: DIFFER_MAPPING, DIFFER_RECODE, 
DIFFER_COLUMNS.
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Create mapper output - Example of the DIFFER_MAPPING tab

• The first row corresponds to a record that was not found in the temporary new 
version created by the tool

• The other rows show records with differences between the two versions, as well as 
the DIFFERENCE record that shows where those differences are found
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Pre-checker - trial flow

DRAFT - Trial DRM 
Mapping

ADD Trial Specific

Trial DRM Mapping
Trial DRM 

Data
Conversion 
Framework
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Pre-checker - trial flow

DRAFT - Trial DRM 
Mapping

ADD Trial Specific

Trial DRM Mapping
Trial DRM 

Data
Conversion 
Framework

Use defined checks that can be activated or deactivated by 
user, and generates a report after checking: 
• Structure of each tab of the DRM mapping
• Syntax of FUNCTION
• Relationship between POSTSTEP and FUNCTION
• Relationship between tabs
• Rules for dates
• Unique records
• Interaction with other team’s rules
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Pre-checker output – Report

Tabs present in the file:

• CHECK_RESULTS

• CHECK_SUMMARY

• Original Mapping specifications (MAPPING, RECODE, 
ORDER, TABLES, COLUMNS)
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Pre-checker output

Information in the two additional columns in CHECK_SUMMARY:

• EXECUTED_CHECK

• NUMBER_OF_OBSERVATIONS
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Pre-checker output

Information in CHECK_RESULTS:

• MESSAGE column includes the specific message of the check, as well as the 
number of occurrences for that message. 

• EXCEL_ROW_NUMBER will contain a link to the cell in the DRM mapping

• DOCUMENTATION
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Pre-checker output
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Conclusion

• These are two important basic tools on the creation of 
DRM, they reduce the time and increase the efficiency 

• There is still a lot of manual interaction

• We will keep working to increase CP and DM’s time to 
focus on quality of the data and standards compliance
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