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 Welcome
 Steering Committee Update – Reminder to Vote!
 TMF RM Community
 ICH Update
 Implementation and User guide
 Change Control Board
 Exchange mechanism
 Other Subgroup activity update
 MHRA Data Integrity 
 Upcoming industry mtgs
 If time allows, a presentation on TMF Management: “Engaging 

People to be Part of the TMF Solution” by Lisa Mulcahy



 Voting for 3 vacancies closes EOB on Friday March 23
◦ Kristen Bretzius, PSI, USA (CRO)

◦ Kathie Clark, IQVIA, USA (Vendor)

◦ David Ives, Vertex, USA (BioPharma)

◦ Russell Joyce, Heath Barrowcliff Consulting, UK (Consultant)

◦ Jackie Morrill, LMK Clinical Research Consulting, USA (Consultant)

 Voting open to groups.io members (active project team)
◦ Approx. 35% of eligible members have participated

 Final reminder from SurveyMonkey will be sent after this 
meeting…. look out for your personal link



 Project Team Members: 260

 Subscribers (join from website homepage): 712

 Discussion Board (Yahoo! Groups): 540

 LinkedIn Group: 2,463

 Approx. 10 new subscribers join each month



 ICH GCP Section 8.2 – 8.4

 “The minimum list of essential documents - those documents that individually 

and collectively permit evaluation of the conduct of a trial and the quality of 

the data produced. These documents serve to demonstrate the compliance of 

the investigator, sponsor, and monitor with the standards of GCP and with all 

applicable regulatory requirements.

 ICH GCP does not provide a comprehensive contents list for the TMF

◦ Examples of missing documentation:

 Electronic systems

 Data management and statistical methodology

 Safety monitoring



Other business records

Supporting files e.g. 

computer SDLC files; GMP 

manufacturing files; vendor 

selection files

Usually 

considered 

outside the 

scope of the 
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Other trial-related 

records that “permit  

evaluation of the 

conduct of the trial and 

quality of data 

produced”

Minimum list of essential 

documents, as defined by 

ICH GCP, Chapter  8

The Trial Master File



 Invitation to present TMF Reference Model and Exchange 
Mechanism to ICH M2 Expert working Group

 USA, Japan and EU

 What do we want from it??



 :

https://tmfrefmodel.com/resources/
https://tmfrefmodel.com/resources/






 Change Control Board Structure
◦ 15 members – no additional members needed

◦ Kelley Robinson, Pfizer: Chair

◦ Joanne Malia, Regeneron: Deputy Chair

◦ Gift Chareka, UCSF: Exchange Team Liaison

◦ Eldin Rammell: Steering Committee Liaison

 Deliverables to Date
◦ Currently meeting once a month 

◦ Change requests have been sent to Zone teams 

◦ Eight recommendations have been submitted to the Steering Committee for 
final review

◦ Submit requests here: https://tmfrefmodel.com/feedback 



 Role

◦ Groups of subject matter experts who are constituted to review proposed changes to the 
TMF Reference Model and make recommendations to the Change Control Board on their 
acceptance or rejection

 Zone Team Structure

 SMEs still needed for all zones

 Please consider joining a zone – time commitment is on average 1 hour a month



• Exchange Mechanism 
• XML standard to support data transfer between eTMF systems

• Comments received from both vendors and business reviewers

• Currently working on responding to comments and integrating changes

• Aim to submit updated version 0.4 to steering committee for ratification in April/May

• Aim to release version 1.0. of the eTMF-EMS in June

• Testing of the standard will happen after release of v1.0. and we may release a minor 
update after the testing period 

• Sponsors and CROs interested in testing version 0.4, please contact the EMS team by 
submitting the form at https://tmfrefmodel.com/ems/

https://tmfrefmodel.com/ems/


Group Lead

Implementation toolkit / Upgrade User Guide Mike Czaplicki

Sub-artifacts Karin Schneider

Country specific artifacts Eleanor Hewes

Device Studies Melonie Warfel

J-GCP Sub group

Exchange Mechanism Paul Fenton / Elvin Thalund

Change Control Board Kelley Robinson / Joanne Malia



 Final guidance on GxP data integrity requirements published 
by MHRA (March 1)
◦ https://www.gov.uk/government/publications/guidance-on-gxp-data-integrity

 Based on ALCOA principles – provides additional detailed 
guidance on interpretation

 Not a one-size-fits-all approach e.g.
◦ DIRA – data integrity risk assessment

 Data integrity by design – start at design/procurement

 Helpful definitions, incl. ‘true copy’ and ‘audit trails’

 Data migration and retention, incl. obsolescence



 Kicked off with a Full Team Meeting on 1 March 2018.

 8 Sub-teams: Project, Survey, Regulatory, Records Manage-
ment, Quality, Technology, Legal, and Implementation Toolkit
◦ 68 members to date – @ ½ from TMF perspective.  Not too late to join! 

Contact Lisa Mulcahy to be part of the project at 
mulcahyconsulting@comcast.net

mailto:mulcahyconsulting@comcast.net


 If there is time…



 Health Sciences Records & Archives Association Conference, 
Brighton, UK, April 2018 (formerly Scientific Archivists Group)

 EXL TMF Institute, Boston, July 11-12, 2018 
http://tmfsummit.com/institute

 IQPC, TMF and Inspection Readiness, 24th to 27th September, 
Amsterdam https://trialmasterfile.iqpc.co.uk/

 EXL TMF Summit, London, 15th to 17th October 
http://tmfsummit.com/europe

 DIA Clinical and Regulatory Operational Excellence, Barcelona, 28th

to 29th November 2018, Abstracts are open. 
http://www.diaglobal.org/en/conference-
listing/meetings/2018/11/edm-2018-clinical-and-regulatory-
operational-excellence-forum

http://tmfsummit.com/institute
https://trialmasterfile.iqpc.co.uk/
http://tmfsummit.com/europe
http://www.diaglobal.org/en/conference-listing/meetings/2018/11/edm-2018-clinical-and-regulatory-operational-excellence-forum


 14-May

 Add to your calendar NOW or download the calendar file (.ics
file) when you receive the meeting notification from 
MailChimp

 Outlook Meeting Request no longer distributed



Join the TMF Reference Model Yahoo! Discussion Group
https://groups.yahoo.com/neo/groups/tmfrefmodel/info

Join the TMF Reference Model Project Team
(but be prepared to work!)

http://tmfrefmodel.com/join

• Knowledge sharing
• Networking
• Too Much Fun!

QUESTIONS?

https://groups.yahoo.com/neo/groups/tmfrefmodel/info
http://tmfrefmodel.com/join

