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}Welcome

}Update on Membership

}Update on Initiatives

}Change Control Board Update

}TMF RM turns 10! DIA Presentation

}Real World Studies

}CTTI meeting on ICH E6 (R3)

}Events

}Next Meeting



}4 new project team members (groups.io) ðcurrent total 318

}1086 Mailing List Subscribers** (tmfrefmodel.com)
Ɓ12 new discussion topics posted (13 responses, 2104 hits)

}LinkedIn group ð3,022 members (34 new members)
Ɓ4 new discussion topics posted

}For details on these different groups and how to get involved, 
see http://tmfrefmodel.com/join

* 11 May 2020

** Make sure webadmin@tmfrefmodel.com
is on your email whitelist

http://tmfrefmodel.com/join
mailto:webadmin@tmfrefmodel.com


Initiative Deliverables / Activity

Sub- artifacts Å A super - set of sub - artifacts for Companies to select and customise
Å Removal of the ôAlternative Nameõ column ðany unique names have been added as 

sub - artifacts
Å Gone to CCB

Devices Å Updated artifacts and sub - artifacts specific to Device studies

Real World 
Studies

Å The TMF Reference Model artifacts that are required for Real World studies
Å Presented today

eMail Å Document best practices for handling email. Deliverables to include: defining relevant 
correspondence; best filing practices, handling attachments and links; archiving

J- GCP Å Bringing together JGCP and the TMF Reference Model

Exchange 
Mechanism

Å An extension of the TMF RM which focuses on the transfer of content, metadata, audit 
trail and eSig information



Finalised May 2020

Joanne Malia



Steering Committee

Zone 01 Zone 02 Zone 03 Zone 04

Zone 05 Zone 06 Zone 07 Zone 08

Zone 09 Zone 10 Zone 11

Change Control 
Board

Working Groups



}Change Control Board Structure
ƁComprised of a variety of subject matter experts (no overlap with Zone 

Teams)

ƁIncludes CCB lead & Co - Lead (not a SC member, unless unavoidable)

ƁIncludes Steering Committee Liaison member (oversight)

}Procedural Documentation
ƁChange Control Procedure v1.0 (01 Dec 2017)

ƁVersion Control Policy v1.1 (14 Feb 2018)



ƁMeets on a monthly basis to review new changes submitted and feedback from 
the zones

ƁMakes decisions on new artifacts, redundant artifacts, or other changes to the 
Reference Model

ƁMakes recommendation to Steering Committee on categorisation of changes 
(major, minor, maintenance)

ƁReviews any working group deliverable which will affect the structure of the TMF 
RM

ƁAny working group deliverable which does not affect the structure of the TMF RM 
(excel sheet) is not in the CCB remit

ƁPrepares release notes and guidance documentation



ƁThe CCB plays an essential/critical role by bringing unbiased input 
from a broader group of SMEs, and is independent from the Steering 
Committee

ƁMinimises the burden on the Steering Committee

¶Past experience shows workload regarding change control is too much for 
the SC alone

ƁAligned with role of Steering Committee as oversight rather than 
making all the decisions for the project

ƁProvides significantly more opportunities for others to get involved 
without major time investment



}Currently looking for new members

}Work in the TMF area

}Have 3 - 5 years experience

}A plus if from sponsor or CRO companies

}Like Too Much Fun!





Dr Stuart McCully


