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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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• FDA Submission Guidance 

– SDTM Submissions: Binding by 2017 

• FDA Submission Gateway 

– 75% of trials in SDTM by 2015 

• FDA Data Standards Catalog 
– Support for SDTM 3.1.1 ended 

– SDTM 3.2 not yet supported 

• PMDA to follow 

– PMDA binding guidance 

• EMA  
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Regulatory background 
FDA Binding Guidance sets the clock running for 2017 
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Oracle Health Sciences InForm 

Global performance, 
scalability, and security 

HIPAA certification 

Enables 21 CFR Part 11 
compliance 

Optimized for each 
individual customer 

Secure data and 
application management 
across organizations 
and geographies 

Scale from smallest to 
largest enterprises 

Cloud services built for life sciences applications.  Owned and managed by Oracle. 

Integrated into the secure and scalable Oracle Health Sciences Cloud 
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• CDISC Registered Solutions  
Provider for: 

– ADaM 

– CDASH 

– Define-XML 

– ODM 

– Study/Trial Design Model 

– LAB 

– SDTM 
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• CDISC ODM certified  

– ODM data import API  

– ODM-based clinical data exchange 

– ODM-based study design metadata exchange  

• Member and active participant of: 

– CDISC Advisory Council  

– European CDISC Coordination Committee (E3C) 

– CDISC UK Network  

– CDISC technical teams e.g. Define-XML and 
Protocol Representation 

Comprehensive Support for CDISC Standards  
Speeds trial setup, increases efficiency and data quality, and ensures compliance  
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Oracle Central Designer CDASH Library 
Completely customizable library includes all 16 domains 

•Quickly set up studies with ready-
to-use CDASH Library 

•Use the standardized library to 
securely edit and build upon 

• Facilitate compatibility with the 
CDISC SDTM Submission Standard 

6 

Significantly cut study build time and  
help ensure adherence to standards. 
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>5000 
Trials 

24/7/365 
Global Support 

>1700 
Active Trials 

 

1000s 
Of Trained Users 

>100000 
InForm-Ready Sites  

Worldwide 

Oracle InForm 
 by the numbers 

 
Ad Hoc 
Reports 

>115  
Countries 

#1  
in Site  

Satisfaction 

Dozens of 

Mega Trials 
>15000 patients 

7 

Dozens of  
Mega Trials  

>15000 patients 
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Oracle Health Sciences Data Management Workbench (DMW) 

• Accelerates trial conduct and submissions, improves data quality, and 
reduces development cost by automating manual processes required 
to load, transform, and clean trial data 

• New per trial licensing model: DMW Enterprise (DMWE) 
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Fully integrated end-to-end clinical data management solution 
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Oracle DMW Study Definition 

• Seamless Integration with 
InForm: 

– Minimal Set Up 

• Incremental Loads 

– DMW can be set to check for 
new data every 15 minutes 

• Full Change Control: 

Load InForm data 
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Oracle DMW Data Cleaning 

• DMW Data Cleaning is tightly integrated with InForm: 

• Queries raised in either application can be closed in 
either 

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

– Inform discrepancies are visible  
in Listings for all Data Models 
 

Integration with InForm 
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Oracle DMW Consolidation and Transformation 

• 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 even 
when the data has been transformed 

Powerful transformation interface 
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Oracle DMW Validation Checks 

• DMW can create complex Validation Checks 

• Validation Checks can span data sources 

• InForm discrepancies include link to source 

• Validation Queries are automated in batches  

– can be directly routed to InForm or extracted to Excel and sent to data provider 

  

Complex Validation Checks made simple 

12 



Copyright © 2015, Oracle and/or its affiliates. All rights reserved.  | 

Oracle DMW Medical Coding 

• Assign dictionaries for AE / MH / CM 

• Terms are applied when data is transformed 

• Omission management in DMW 

 

Integration with Oracle TMS 
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Oracle 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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Oracle DMW Traceability 

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

 

 

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

• Simplifies blank CRF annotation 

• Simplifies define.xml 

Transformations and Data Lineage 
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Oracle DMW Methods of Adoption 

• A new way of engaging with our software and services 

• DMW, LSH and TMS, hosted in the Oracle Cloud, configured by HSC and 
supported by SaaS Services under a combined Service Description  

• Pricing aligned to size, length and complexity, simplified by Accelerators 

• Get up and running today with SDTM accelerator 

– Additional accelerators to be added 

• Accelerators also available for HSC on premise / Enterprise Adoption model 
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InForm2DMW Quick Start – a single point of contact for combined services 
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InForm2DMW Quick Start SDTM Libraries 
Completely customizable library includes all versions, up to 43 domains 

•Quickly set up studies with ready-to-
use SDTM Libraries 

•Use the standardized library to 
securely edit and build upon, 
without affecting existing studies 

• Facilitate submissions in CDISC SDTM 
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Significantly cut study build time and  
help ensure adherence to standards. 
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InForm2DMW Quick Start 

1. Security 

2. CDASH Input 

3. Laboratory Data 

4. Review Model 

5. SDTM Models 

6. Data Extract 

HSC and SaaS continue to expand on standards based accelerators 
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Significantly cut study build time and  
help ensure adherence to standards. 




