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Safe Harbor Statement 

The following is intended to outline our general product direction. It is intended for 
information purposes only, and may not be incorporated into any contract. It is not a 
commitment to deliver any material, code, or functionality, and should not be relied upon 
in making purchasing decisions. The development, release, and timing of any features or 
functionality described for Oracle’s products remains at the sole discretion of Oracle. 
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Software to Support eSubmissions 

Study Closeout, Submission and Decommissioning in InForm 

InForm and Data Management Workbench (DMW)   

DMW Value Add 

DMW Traceability, Medical Coding, Libraries and Templates 

DMW Study Closure and Data Extract 
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Software to Support eSubmissions 
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InForm Trial Lifecycle 
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InForm Study Closeout and Submission 
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InForm Archiving 

• Physical media created containing PDF subject casebooks and blank forms 

– Couriered between vendor of CD -> Sponsor -> Site 

– Risks associated with physical media 

• Not clearly an independent copy if handled or generated by sponsor 

• Site confirmation of receipt prior to decommissioning 
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InForm Decommissioning – OCI Hosted 

• Remove access to the Production trial 

• Remove UAT and Training instances 

• Create the Decommissioning Package and transfer to customer 

– The aim of the Decommissioning Package is to handover the files needed to re-create 
the trial to the customer for archival. 

• Oracle removes InForm trial data 

• Environments fully decommissioned and recycled 
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InForm Submission 
 

 

 

 

 

 

• Submission ready PDFs generated, including Blank Forms and Subject 
Casebooks 
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An End to End Solution for Data Management 
• Oracle Health Sciences Data Management Workbench (DMW) is a fully 

integrated end-to-end clinical data management solution 
• The software accelerates trial conduct and submissions, improves data 

quality, and reduces development cost by automating manual processes 
required to load, transform, and clean trial data 
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DMW Study Definition 

• DMW data model is 
created directly from 
InForm 

• Data can then be loaded 
automatically 

• DMW can be set to check 
for new data as required, 
e.g. every 15 minutes 

Load InForm Data 
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DMW Study Definition 

• InForm data is 
immediately visible 
in DMW 

• InForm 
discrepancies are 
visible 
automatically 

Load InForm Data 
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DMW Data Cleaning 

• DMW data cleaning is tightly integrated with InForm 

• Queries raised in either application can be closed in 
either: 

– InForm queries are visible in Listings 

– DMW discrepancies can be sent back  
to InForm after DM review 

Integration with InForm 
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InForm Deployment and DMW Lifecycle 

• When you promote a DMW Study to Production, the system will compare 
Oracle DMW metadata and the InForm metadata 

• The system will report any differences. Where differences are found, 
promotion cannot not take place 

• Differences are seen on the metadata comparison report 

InForm Metadata Comparison 
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DMW Value Add - Data Consolidation 

• Central laboratory data is loaded directly into DMW 

• Multiple external data sources can be configured in a single study 

• Data is loaded automatically using filewatcher functionality: 

– Data files are detected automatically 

– Wildcards are supported in filenames 

– Can trigger downstream processes 

 

Laboratory / External Data Loading 
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DMW Value Add - Transformations 

• InForm and External Data can be transformed in DMW  

– To aid data review 

– To prepare data for Submission or Visualization 

• Wide range of transformations including pivot / unpivot and custom programs 

• Automapping feature for tables and variables 

• Data can be transformed multiple times 

• End to end traceability allows discrepancies to be routed to InForm regardless 
of transformations 

Transformations 
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DMW Value Add – Validation Checks 

• DMW can create complex Validation Checks 

• Validation Checks can span data sources 

 

• Queries are automated in batches and can be directly routed to 
InForm or extracted to Excel 

  

Validation Checks 
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DMW Value Add – Validation Checks 
View in InForm 
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• Where a query exists, on any data 
model, the user can launch InForm 
using their Data Manager 
credentials to view: 

–the source data  

–the query in InForm 

• Validation checks can be written 
against any model  
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DMW Value Add - Data Review 

• Custom listings allow users to access all the data in a single table, allowing 
users to  

– Review comments 

– Evaluate reported values 

– Identify missing data 

• Can be shared with other users 

• Flexible filtering 

• Filters can persist across data models 

Custom Listings 
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DMW Protects Sensitive Data Throughout 

• Data blinding maintained throughout the system as the data are transformed 

• Accessing the data in any model will prompt the use to confirm the blind 
break 

 

 

 

• Data remains blinded in downstream systems 

 

Data Blinding / Unblinding 
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• Blinding privileges are 

based on user role 

• Blind break is audited in 
the system  
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DMW Traceability 

• End to End traceability allows data to be traced through any associated 
transformations 

• Enables discrepancies to be raised on any model and sent back to source 

• Simplifies blank crf annotation 

Transformations and Data Lineage 
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DMW Traceability 
Submission 
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DMW Medical Coding 

• Assign dictionaries for AE / MH / CM 

• Terms are applied when data is transformed 

• Omission management in DMW 

 

Integration DMW / TMS 
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DMW Medical Coding 

• Medical Dictionaries are associated at 
study set up 

• Studies may also have to be up-versioned 
as required for submission 

• The new version can be applied to the 
study by selecting Force Rederivation 
 

 

 

Integration DMW / TMS and Force Rederivation 
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DMW Libraries and Templates  

• Study objects can based on pre-existing 
Libraries 

• A study can also be set up as a Template 

• Templates include  
–Data Models 

–Transformations 

–Listings 

–Validation Checks 

 

Simplify Study Set Up 
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DMW Libraries and Templates  

• Studies can be created 
directly from Templates 

• Data Models, Listings, 
Transformations and 
Validation Checks can be 
copied from Templates and 
Studies 

• Objects can be updated in 
the target study, without 
impacting the source 

Simplify Study Set Up 
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DMW Study Closure 

• Suspend all Filewatchers in Production 

• Manually submit transformations and collect and store the log file 

• Manually submit validation checks and collect and store the log file to 
confirm that no new discrepancies are created 

• Retire all work area objects 

• Study is closed in DMW, but the  
   data remains available in LSH 

Finalize and Suspend DMW Operations in Production 
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DMW Data Extract 

All of the current LSH data extract functionality is available: 

• SAS Data Marts can create zipped datasets, xpt and cport files 

• GVA Business Areas:  

– Secure database access to DMW data 

– Visualization tools connect directly to DMW 

– Can access Blinded / Non Blinded data as per DMW role 

• Text Data Marts can create zipped text files 

• Oracle Data Marts can create zipped Oracle dmp files 

 

DMW / LSH Data Extract Functionality 
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Beyond Submission 

• Cross Study Pooling in LSH 

• OBIEE for Clinical Ad-hoc Reporting 

• JReview 

• Periodic Reporting using BI Publisher 

• Argus Data Load 

• Reconciliation 

 

 

DMW / LSH Pooling, Visualization and Reconciliation 
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