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Value of Local TMF Communities

Yuto Kanda, Chugai Pharmaceutical Co., Ltd.

Nina Louise Arberg, Ferring Pharmaceuticals

Karla Navera-Andersen, Zealand Pharma

Donatella Ballerini, Veeva systems



Denmark Italy Japan

Found in 2015 2025 2025

# members 60 16 48

Member organization
Sponsor

Small local CRO
Sponsor, CRO,

Vendor, and Consultant

Sponsor, CRO, 
Sites, vendor and 

consultant

Meeting
F2F/bi-yearly

/3-4 hours
Remote/Quarterly

/1 hour
Remote/monthly

/2-3hours

Communication tool No particular tool Slack MS Teams

Main topics
CTIS, Inspection/Audits,

Processes,
eTMF requirements

Conference feedback, 
industry updates, 

eTMF requirements

E6R3, TMF RM, Sponsor-
CRO collaboration, 

site records

Output
Presentation

Inspection L&L
Not yet discussed poster

Communities profile



1. Why did you launch the community? 

2. What’s the benefit? 

Is the community helpful for global initiative to settle-down locally?

3. What’s recent challenge(s)?

4. Is there any local culture which affects TMF management?

5. what’s the key for success?
1. Success for TMF

2. Success for the local community

6. QA with audiences

Panel discussion



Tak! 
Grazie! 
Arigato!
Thank you!


