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• Chao Wang is the programmer manager from FMD K&L. He has about 10 years’ experience on 
CDISC implementation. He is specialized in Define-XML, eDATA package preparation and 
standard development. Before FMD K&L, he worked for Pfizer and MSD about 5 years.

• Sample Questions
• Where can I get the FDF files? Is there any specification about it?
• What’s the practice to choose the encoding when your company submit the data?

Bio & QA
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• Transfer study data between organizations and authorities
• Transmit data between servers and computer programs
• Translate documents between different languages

• Sample
• CDISC (Clinical Data Interchange Standards Consortium)
• Sftp
• eCTD system

Data Exchange is Everywhere!



4© 2020 FMD K&L Inc. Confidential and All Rights Reserved.

• Exchange information

• Three criteria
• Structured data
• Accurate representation
• Shared and compatible

What is Data Exchange?
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Annotated CRF

• How to maintain annotation across files?
• Contents or Information?
• Annotation is reusable
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• Annotation by program

• Batch update: contents, font, font size, color, alignment, field lock

• Beyond aCRF
• Amendment 8

Forms Data Format (FDF)
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• XPT v5 is a required clinical data format by regulatory

• Size limitation and uncertainty

• Limited metadata to describe the data

SAS Transport File
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Clinical Data Exchange Solution

• Dataset-XML requires strict consistency between datasets and Define-XML.

• JSON (JavaScript Object Notation) may be another solution

XPT V5 XPT V8 Dataset-XML

Length of Variable Name 8 32 (stored in their original 
case (upper or lower)) Support long names

Length of Char Variable 200 Up to 32767 Support long text fields

Length of Var Label 40 Up to 256 Support long text

Character in Variable Name alphanumeric and underscore any characters other than null 
('00'x). Per CDISC Rules

Character Support ASCII ASCII All Characters

Encoding Requirements No No Requires stricter encoding 
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• Share consistent information between human and human, entities and 
entities, human and machine

• Interoperability: accurate, effective, security and consistent

• Three type:
• Technical
• Semantic
• Process

Data Exchange Challenge
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• How to handle °C or µ in your data package?
• &&&& or &&? (Single Byte Character Set vs. Multiple Byte 

Character Set)
• Transcoding message in SAS log

• Encoding translates the character sets to the codes that can be 
recognized by computer system

• UTF-8 is one of the most popular methods for data encoding

Encoding
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• How to design a database to support multiple language input?

• Controlled Terminology and Dictionary
• CDISC CT
• MedDRA/WHODD/SNOMED
• LOINC
• UNII, NDF-RT

Translation
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• Frequently data transfer between different entities

• SDTM is treated as a structured raw data

• Automatic mapping

• EDC API port

• Cloud computation

Streaming Data Exchange
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• How to review a report with ten thousands pages?

• Data visualization, not only graph, but also tables

• A universal framework

• Share the source script, not the final output

• R+Shiny may be a solution

Dynamic Reports
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• Exchange the information, reserve data

• A new framework for modern data exchange

• Industry collaboration to discover knowledge

Data Exchange through blockchain
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• Data Integrity
• HTTPS
• SSL
• MD5
• Antivirus

• Information Safety

Security
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• Thanks for your attention!

• Question and discussion

Q&A
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