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Janssen Hermes Project Strategy 

Project HERMES objective 
 

ü In order to deliver against customer requirements, Hermes will design a global end to end 
approach to deliver quality data on time and within budget 

 
ü The Hermes project team will design and implement a future proof and deliverable based  

outsourcing model with internal J&J oversight and accountability 



Janssen Hermes Project Strategy 



Platform: Process Overview 
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Platform: Partnering for Innovation 



Platform: SDD Major Components 



Platform: SDD Major Components 

Workflows 
 
Workflow 1: Upload data and metadata into SDD 
(screenshot below – example) 
  
Workflow 2a: PK flow before database lock 
Workflow 2b: PK flow after database lock 
 
 



Platform: Application Modules 
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Library Objects - Data Standards Library Module 



Key Features of Data Standards Library Module 

Key features  
Data Standards Library Module 

 
Ø  Versioning of the Library Objects 
Ø  Linking of the Library Objects 
Ø  Integrity Checks 
Ø  Consistency Checks 
Ø  Comparison Report 



Versioning through dates 

All records versioned through dates 
 

Ø  Fields ‘Active from’ and ‘Active to’  

Ø  There can be no overlap of dates 



Linking of Library Objects 

DCM   CDASH metadata* 
 

    Domain* 
CDASH metadata   SDTM metadata   

    VLM/Code List 
 

     Domain*  
SDTM metadata   Computational Algorithm

     VLM/Code List 
 
VLM Name   VLM Value* 
Code list   Code Value* 
 
(*) mandatory linking 



Linking of Library Objects 



Linking & versioning Example Codelist 

   Code Values - Label 
Code List YN   Y-Yes    10Jan2013-   
01Feb2013-17Feb2013   N-No    10Jan2013- 
 
Code List YN   Y-Yes    10Jan2013- 
18Feb2013-10Jun2013   N-No    10Jan2013- 

   UNK-Unknown  18FEB2013- 
 
Code List YN   Y-Yes    10Jan2013- 
11Jun2013-    N-No    10Jan2013- 

   UNK-Unknown  18Feb2013- 
   NA-Not available  11Jun2013 – 12Jun2013   

   NA-Not applicable  13Jun2013- 
 



PAST PRESENT FUTURE 

Code List YN 

Code Value Y 

 

 

Code Value N 

 

 

Code Value U 

 

 

Code Value NA 

01Feb2013  
- 

 17Feb2013 

18Feb2013 
- 

10Jun2013 

Linking & versioning Example Codelist 

11Jun2013 
- 
… 



Checks in the LM module 

Ø  Integrity Checks 
 
System integrity checks will ensure that the system 
requirements per Library Object Type are met prior to 
promoting the library object to the repository. 

 
Ø  Consistency Checks 
 
Programmatic checks to identify Library Objects that do 
not comply with applicable metadata rules.   



Comparison reports in the LM module 

Ø  Comparison Reports 
The comparison reports provide the possibility to report 
the differences between library object types from two 
different dates within one library. 
 
 
 
 
The comparison reports provide the possibility to report the 
differences between trial Define.XML and the library.  
 
 
 



Study Validation Module - Structural Checks 



Study Validation Module - Data Checks 
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Platform: What does the future hold? 
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Platform: What does the future hold?  



Thank you for your 
attention 

Ine Felsenstein 
Functional Analyst 
Business & Decision Life Sciences 
Ine.felsenstein@businessdecision.com 
 
 
Stijn Rogiers 
Platform Domain Lead 
Integrated Data Services 
Janssen (Pharmaceutical companies of 
Johnson & Johnson) 
srogiers@its.jnj.com 
 


