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• Overview PAREXEL’s Laboratory Services

• How do we work with CDISC Laboratory Standards?

• Short Overview about the “2 Lab standards” in CDISC

• PAREXEL Implementation feedback

• The Future…

Items to present...|
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PAREXEL’s 
European Clinical Logistics Center
• located in Berlin, Germany

• operating unit within Clinical Operations (Monitoring). 

Main task:

• coordinating and organizing the whole process

• from provision of diagnostic supply material

• up to the provision of clean lab data results for clinical data management 
and clients 

in close cooperation PAREXEL’s own Laboratories/Pharmacies and our 

Partners.

Who we are...|
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The Laboratory Network...|

PAREXEL’s own Laboratories and partners in Europe 
Austria, Germany, France, Romania

ROW ☺
South Africa, Australia

and

Client’s own Laboratories in
Austria & UK
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Investigators

Central Lab 
Analytics

•Lab Manuals
•SUPPLY/LAB-KITs 
•Request Forms
•Transport Control Forms

Courier Management

Transport control (Inv. -> LAB)
Result distribution to Investigator
Laboratory Data Management

Laboratory Management

CourierLaboratory 
Logistics

or
Local Lab’s 
Analytics

Samples

Client Lab 
Analyticsor
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Laboratory Logistics Services...|
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• None of the Laboratories deliver data in CDISC LAB format 
or CDISC SDS/LB table format right now

• Two Clients have asked for CDISC SDS LB data

BUT!!!!!!!!!

• Do you speak like an native English Speaker?

Has CDISC any influence?...|



European Clinical Logistics Center 

CDISC LAB Format...|

•11 levels of data

•93 variables to be filled per record
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CDISC SDS/LB Table Format...|

Approximately 40 variables focus on Clinical Data Management, 
Biostatistics and Reporting
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How CDISC LAB & SDS/LB helped?...|
•We build up an Web-interface to an analytical LAB in Germany.

Basic functionality:
•Barcode Process for each lab sample implemented at PAREXEL & LAB
•Study Nurse still has to enter Patient ID on sample label
•Sample will be scanned at Analytical LAB, ID data will be captured
•Validation alerts will be tracked
•Analysis gets started
•Logistics Managers clean the ID data in the meantime on-line (if required 
before analysis)
•Download of the data after analysis

•CDISC LAB format contains ca. 90 % of Variables for data exchange
•Perfect Basis for a System specification
•We finally split into a relational DB model for processing
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How CDISC LAB & SDS/LB helped?...|
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How CDISC LAB & SDS/LB helped?...|
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A successful future for CDISC LAB...|

• CDISC LAB should consider the balance between biopharmaceutical 
Industry, CRO’s & Laboratories

• Most databases work in relational or object models; this is in contradiction to 
CDISC LAB exchange format

• Eliminate redundant data in the current LAB structure

• Recommendation: split (Lab Data, Reference Ranges Data) and Methods 
Data consequently

• Many of unused variables in DB implementations

• Specific mandatory flags/descriptions: Selection of variables according to 
the needs of special users (sponsor, provider e.g.) 

• This allows project specific views to the data.
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CDISC brings the World together...|
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