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What is this?



Does this help?



Then of Obviously:

Source: Tractive. (n.d.). GPS tracking for dogs and cats. Tractive. Retrieved October 9, 2025, from https://tractive.com

https://tractive.com/


What is Metadata?



What is metadata?
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Merriam-Webster: “data that provides information about other data”

Acceldata.io: “Metadata provides context, structure, and meaning. It tells us what 
data represents, how it was created, who can access it, and how it should be used.”

NISO: “Metadata is structured information that describes, explains, locates, or 
otherwise makes it easier to retrieve, use, or manage an information resource.”

ChatGPT: “I like my metadata like I like my coffee: abundant, rich, and well tagged.”



TMF Metadata
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Source: Cencora. (n.d.). Retrieved October 9, 2025, from https://www.phlexglobal.com/etmf-software

https://www.phlexglobal.com/etmf-software?utm_source=chatgpt.com


Metadata and V4 CDISC TMF Reference Model



Historical Forms of TMF Metadata
(What’s happening to my spreadsheet)



V4 Record Types
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Record Type

Level Assignment Metadata

- Product

- Trial

- Country

- Site

- Organization

- Person

Hierarchy Metadata

- Process Zone

- Section

- Record Group

Record Metadata

- Record Number (##.##.##.##)

- Record UID (#####) 

- Document Date

- Expiration Date

Record TypeRecord Type Record TypeRecord Type



From Record Type to Record Instance
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V4 Metadata Goals
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Make record 
retrieval simpler 

and more intuitive 
between studies, 
programs, sites, 

CROs and 
Sponsors

Make 
interoperability 

between 
processes and 

systems simpler

Make uploads 
easier and higher 

quality

Make TMF 
transfer smoother



What has is specifically going on at CDISC?



Vendor Group has been meeting since Jan



Key Goals

• Facilitate vendor understanding of the changes 
in V4

• Gather vendor input to ensure the model aligns 
with practical needs

• Support smooth adoption and implementation of 
V4 across vendor platforms and services

Outputs:

• Provided feedback and recommendations to 
technical changes in reference model structure

• Provide a harmonized minimum metadata 
suggestion for wider v4 team



Next: Assemble 
Metadata Team

Cross-functional representation from across the industry:

• Large, medium, and small sponsors

• CRO representatives

• Vendor representatives

Purpose

• Provide a collaborative forum for input across different 
stakeholders

• Advance vendor team outputs by shaping metadata 
standards for V4

Goals

• Define metadata rules for V4

• Establish clear principles governing metadata 
structure, consistency, and usability.

• Ensure compatibility across systems and processes.



Conclusion
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Metadata is getting 
more standardized in 

V4

This is a great 
opportunity for 

increased harmony in 
our the TMF 
community

There will still be 
change. We want to 

make sure we lay the 
right framework for the 

next 10 years



Thank You!


