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Objectives

• Provide central randomisation for clinical 
trials with or without blinding 

• Facilitate patient recruitment
• Availability outside regular office hours
• Low cost
• High flexibility



 

Service Features

• Central web-based service
• Encrypted communication (SSL/TLS)
• Low requirements for local web clients to 

accommodate security policies:
– Any web browser with “https”-capability
– No downloads, no Java applets, no plugins
– JavaScript recommended, but optional

• Randomisation computed on-line
• Adaptability to individual trials

– randomisation scheme
– inclusion/exclusion criteria
– assignment of patient IDs
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Record of Operation

• Start of operation (German version): 
February 2002

• Number of implemented trials: 11
• Number of randomisation events: 4000



 

Trial Implementarion

• Required Information:
– Patient idenficitation scheme
– Study arm label and proportion of patients
– Recruitment target
– Stratification (if any)
– Expected number of patients per stratum
– List of authorized users

• Name and affiliation
• e-mail address



 

Summary and Planned Development

• WP3 (Central Information and 
Communication Services) operates web-
based patient recruitment and 
randomisation

• Service is available to trials conducted by 
ELN

• Service can be adapted to individual trials
• Planned extensions:

– Site management
– Improved stratified randomisation
– Integration with Data Capture
– Internationalisation
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