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Data In and Out 
 
CDISC ODM and 
WebServices do the 
Hokey-Cokey 
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CDISC ODM 

§ Operational Data Model 
§ Based on XML 
§ Metadata and Data standard  
§ Available for > 10 years 
§ Widely adopted in Industry 
§ Many certifications (http://www.cdisc.org/odm-certification) 
§ Many more non-certified organizations support the standard 
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Web Services 

 
“Web Services are application programming interfaces 
(API) that are accessed via Hypertext Transfer Protocol 

(HTTP)...”  
 

- Wikipedia 
 
There are many variants but Medidata has chosen a simple XML-
over HTTP style  
 
Very low barrier to entry: 
 

§  Web Browser 
§  SAS using PROC HTTP  
§  CuRL from command-line 
§  Scripting Languages.. 
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And the ‘Hokey Cokey’? 

A traditional song and associated dance: 
 

You put your right leg in, 
Your right leg out: 
In, out, in, out. 
You shake it all about. 
You do the hokey cokey, 
And you turn yourself around. 
That's what it's all about! 

 
Very easy to learn and a lot of fun if you try.  
  Just like ODM and Web Services! 

 
ODM and Web Services allow us to work with EDC and other systems, 
Putting data in, pulling data out, in, out, in out, shaking all about... 
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ODM is Message, Web Service is Transport 

§ ODM provides many message options: 
§  Create study Metadata 
§  Extract study Metadata 
§  Create Subjects 
§  Add or Update Clinical data 
§  Extract Clinical Data 

§ Web Services provide a way to deliver this message to EDC 
system for action 

§  This presentation on Rave and Rave Web Services (RWS) but 
other vendors have similar capabilities 
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Practical Application 
§ Suzanne works in a Clinical Programming group within Data 
Management 

§ She is asked to integrate data coming from an outside system 
into an EDC study 

§  The data will be sent as a CSV file 
§ She is provided a study name and username and password to 
the EDC system and asked to “Work it out”  

§  Luckily Suzanne is Smart and can Get Things Done 
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Getting Data In 
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The CSV File Specification 
Column Format Description 

SUBID $5 Unique Subject Identifier 

INITS $3 Patient initials 

BIRTH_DAT YYYY-MM-DD Date of birth 

OBSDAT YYYY-MM-DD Observation date 

HEIGHT 4.1 Height Centimeters 

WEIGHT 3.2 Weight Kilos 



© 2013 Medidata Solutions, Inc. 9 © 2013 Medidata Solutions, Inc. 9 

The CSV File 
SUBID INITS BIRTH_DAT OBSDAT HEIGHT WEIGHT 

001 GTD 1973-06-26 2013-02-01 174.5 132 

002 O K 1971-10-13 2013-02-09 173 82.5 

003 LKY 1953-08-10 2013-03-14 152 95.2 

004 VOS 1975-02-08 2013-03-16 178 67.7 

005 ITG 1977-10-23 2013-03-19 158 81.5 

006 G D 1970-04-18 2013-03-24 180.5 73.9 

007 PWB 1957-10-14 2013-04-06 175 

008 MDM 1973-01-18 2013-04-11 190 114.8 

009 Q G 1974-03-04 2013-04-16 184 68.8 

010 YOP 1964-03-03 2013-04-26 175 92.7 
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Where does this data even go ? 

Suzanne has no 
idea about this 
study. She asks 
Monika, the Data 
Management Lead 
for this project. 
 
Monika provides a 
specification for the 
study and a link to 
some technical 
documentation on 
integration using 
Web Services and 
ODM. 
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Mapping 

Event Form Field Format CSV File Map Description 

- ENROL SUBID $5 SUBID Unique Subject Identifier 

- ENROL INITS $3 INITS Patient initials 

- ENROL BIRTH_DAT YYYY MM DD BIRTH_DAT Date of birth 

SCREEN VITAL VDAT YYYY MM DD OBSDAT Visit date 

SCREEN VITAL HEIGHT_CM 4.1 HEIGHT Height Centimeters 

SCREEN VITAL WEIGHT_KG 3.2 WEIGHT Weight Kilos 

Suzanne works with Monika to match the input file to the study 
design  
 

Now she knows WHERE it goes. How to get the data there? 
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Exploring the Web Service Interface 

§ Suzanne reads the guide and starts to test the web service 
interface using a web browser. 

§  First, a simple test to get the version of the Web Services: 
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What versions do we have for this study? 

Suzanne knows she wants the latest MetaDataVersion, 1282 
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Getting the MetaData 
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Updating the Data 

§ Suzanne creates an ODM ClinicalData message 
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Anatomy.. 
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RESTClient in Browser 
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Success! 
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And in EDC.... 
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Do the same for all rows of CSV file 

Suzanne’s work is done! 
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Getting Data Out  
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Listing Subjects 
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Getting ODM Data 
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By Form.. 
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Getting CSV Data 
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Summary 

§  Pushed data in 
§  ODM Clinical Data 
 

§  Pulled data out 
§  ODM Study Metadata 
§  ODM Subject List 
§  ODM Clinical Data 
§  CSV Clinical Data 

§ Analysis and Manipulation (shaking it all about) 
§  Still the role of the Clinical Programmer / Statistician ! 
 

§  Things we could have discussed: 
§  Creating study designs with ODM (Metadata import) 
§  Web Services Outbound (don’t call us, we’ll call you) 
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Thank you ! 


