
13th September 2021



 Membership

 Website update

 Future-proofing the TMF Reference Model
◦ Strategy on a Page process

◦ Process update

 Panel Discussion: Timeliness in the TMF

 Upcoming TMF Meetings

 Next Meeting



 324 project team members (groups.io)

 1,547 Mailing List Subscribers** (tmfrefmodel.com)

 3,689 members of LinkedIn group

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

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

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


 Link to CTTI E6R3 project:
◦ https://www.ctti-clinicaltrials.org/projects/informing-update-ich-e6

 Link to CTTI’s webinar overview and recordings:
◦ https://www.ctti-clinicaltrials.org/sites/www.ctti-

clinicaltrials.org/files/meeting_report_of_key_themes_and_comments_j
une_2020_-_final_09152020.pdf

 Link to CTTI’s webinar coverage/synopsis:
◦ https://www.ctti-clinicaltrials.org/briefing-room/meetings/ich-e6-

guideline-good-clinical-practice-stakeholder-engagement

https://www.ctti-clinicaltrials.org/projects/informing-update-ich-e6
https://www.ctti-clinicaltrials.org/sites/www.ctti-clinicaltrials.org/files/meeting_report_of_key_themes_and_comments_june_2020_-_final_09152020.pdf
https://www.ctti-clinicaltrials.org/briefing-room/meetings/ich-e6-guideline-good-clinical-practice-stakeholder-engagement




Website Polls



 What information should the website hold? 

 Can navigation be improved? 

 How should information be presented?

 How can content be kept current? 

 Initial task: refresh

 Ongoing: maintenance 



 Url: https://tmfrefmodel.com/

 Landing page/Home page: 



 Home page (continued)



 News – The news tab list the relevant news sequentially, 
i.e., newest to oldest

 Forums – List all the community forums.  Currently, we have 
the following forums: 



 About the Model menu link: from here you have the following 
options available:
◦ Participate in Working Groups, Join A Team or it takes you to the 

Subscribers login page

◦ TMF RM Steering Committee – This takes you to an information page 
regarding the steering committee

◦ Intellectual Property Rights Policy 

◦ Change Requests – Here you can submit a change request to the 
Change Control Board by filling out a form.  Type of feedback to 
submit are a ‘General comment’, ‘Change existing artifact’, and 
‘Proposal for new artifact’



 FAQs – list commonly asked questions

 Exchange Mechanism – Link to the following:
◦ EMS News
◦ EMS Roundtables

 Resources – Link to the following: 
◦ Resources 
◦ Resources Archive
◦ Events

 Login – link to the log in page

 Help – basic information on how to use the website

 Subscribe – the page that allows you to join and subscribe 
to the TMF RM



 Change Requests – provides instructions regarding change 
requests and takes you to the TMF RM Feedback Form. 



Karen Roy



 We are by the Industry for the Industry

 The TMF RM is owned by the members of the Team

 The TMF RM is freely available

 We are in control of the TMF Reference Model

 After more than a decade, we want to ensure the TMF RM is 
future-proof

 We are transparent 

 We want the members to guide the future – opening 
communication pathways like surveys



June 2010: 
Version 
1.0- 11 
zones w/ 
associated 
artifacts

Feb 2011: 
Version 
1.1-
Regulator 
feedback

Nov 2011: 
Version 1.2-
Investigator 
Site File and 
1st Intro slide 
set

June 2012: Version 
2.0- Device, 
Process-based 
metadata, and IIS

Mar 2009: 
1st Meeting

~Dec 2012: Kick-
off of many Work 
Groups that 
support the TMF 
manage-ment 
process

Feb 2014:
Establishment of 
the TMF RM 
Steering Committee

June 2015: 
Release of 
version 3

June 2018: 
Release of The 
Exchange 
Mechanism

October 
2018: 
Release 
of 
version 
3.1.0

Nov 2020: 
Release of 
version 3.2.0



Fran Ross



 The Strategy on a Page exercise delivers:
◦ Agreement on the organization’s goals and strategy

 The outcomes of this effort can include:
◦ Increased community and stakeholder alignment 

◦ Clarity for future directions

◦ Speed on action for current activities

◦ Wise deployment of resources and time

◦ Effective communications and marketing

◦ Clarity for goal setting and reporting

18



Three Pillars : Refine our goal into three or four main initiatives. 

Success Criteria : Specify what success looks like for each goal.

Mission : Create a mission statement to sum up our strategy in 
one sentence.

Present: Present to you, the stakeholders, and the community 
for feedback

19



20

Top of pillar = mission statement

Pillar’s top = three main objectives

Pillar middles = objective’s three 
success factors

Base = more about the mission, more 
details on success factors, or any 
detail that supports objectives, adds 
color and insights



Karen Roy



 Survey to capture the SC thoughts on:
◦ Offering

 What do we deliver? How valuable is our offering? What won’t we do? What haven't we 
accomplished?

◦ Purpose
 Why do we exist? What do we do better? What has hampered us?  What are our limits?

◦ Customers
 Who are our customers? Who are the VIP customers? Who haven't we served? Who won't we serve?

◦ Goals
 What are our goals

◦ Success
 What does success look like? What does failure look like?

 Workshop 1 to discuss survey responses and consolidate goals
 Workshop 2 to agree the principles of the main objectives
 Survey to vote on top success factors











 Survey to follow

 Volunteers to contribute ideas

 Get involved



Managing and Reporting 
on Timeliness in a TMF



Timeliness Polls



*Events page on website (under Resources menu)

 HSRAA, Virtual, September 2021

 Fierce TMF Summit, New Orleans and 
Virtual, October 2021



 <15th November>

 Add to your calendar NOW or download the calendar file (.ics
file) from our homepage

 Outlook Meeting Request no longer distributed

https://tmfrefmodel.com/


Join the TMF Reference Model Discussion Group
https://tmfrefmodel.com/register

Join the TMF Reference Model Project Team
(be prepared to work! – we can’t do this without YOU)

https://tmfrefmodel.groups.io/g/main

• Knowledge sharing
• Networking
• Too Much Fun!

QUESTIONS?

https://tmfrefmodel.com/register
https://tmfrefmodel.groups.io/g/main


 Wondering where to find details of the next meeting?

On TMF Reference Model website, 
click on calendar to see meeting 
details. Click 'Copy to my 
calendar' to add to your Outlook / 
Google calendar.



 Wondering where to find details of the next meeting?

On Groups.io, click on Calendar 
to show group calendar. Click on 
an event to see dial-in details

https://tmfrefmodel.groups.io/g/main/


