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Disclaimer and Disclosures

* The views and opinions expressed in this presentation are those of the
Y author(s) and do not necessarily reflect the official policy or position of
CDISC.

"0« The author(s) have no real or apparent conflicts of interest to report.
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* TMF: Trial Master File
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TMF Reference Model D ZEE

: Multiple releases
. : including Regulator
feedback, Investigator Site
Files, Devices, Process
@ based metadata.
Workgroups established

2009 o 2010 2004 10 2021
Separated from DIA

cdisc

The Future as a Standard

Initial meeting In 2009 2011 10 2013 Formalization with a 2022 otwards

with first version being Steering Committee,

. released in 2010 Release of the Exchange

Mechanism Specification

and Version 3

https://lyoutu.be/17kJ3_elZQM
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TMF Reference Model Ver. 3.3.1 (&R&ThR)

-

Definition / Purpose M

cdisc

01 Trial 01.01 Trial Oversight 01.01.01 |Trial Master File Plan | To describe how records for the trial will be managed and stored during
Management and after the trial, including study-specific processes and
documentation for archiving and destruction. To include TMF filing
structure to be used. May include TMF content list, filing structure and
chain of custody records. Artifact can include any evidence of plan
execution including, but not limited to: plan, reports, checklists, etc.
01 Trial 01.01 Trial Oversight 01.01.02 |Trial Management Plan | To describe overall strategy for timelines, management and conduct of
Management the trial and typically makes reference to other artifacts. Artifact can
include details on contingency plan covering details for site start up
planning.
01 Trial 01.01 Trial Oversight 01.01.03 |Quality Plan To describe the operational techniques and activities undertaken within
Management the quality management system to verify that the requirements for quality

of the trial-related activities have been fuffilled. Relevant parts may
include, but not be limited to, a plan written for internal oversight of study
quality management, an audit plan, data verification steps, serious

https://www.cdis c.org/sites/default/files/2023-09/Survey_2022_Results.pdf
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Recommended Subartifacts -
Documents/documentation

Wrsivnsan® recommended to be filed to t
s ) I artifact. M
f 01 Trial 01.01 Trial Oversight 01.01.01 |Trial Master File Plan Document Transfer Documentation
Management Evidence of Quality Review
Request to Lock TMF

Trial Master File Plan
Trial Master File Index
Trial Master File Report

01 Trial 01.01 Trial Qversight 01.01.02 |Trial Management Plan Clinical Development Plan R
R Management Project Management Plan
O s Trial Management Plan
... ...... s

5
Eoa 4 J0 Trial 01.01 Trial Oversight 01.01.03 |Quality Plan Quality Documentation R
: Management '|Quality Plan
Quality Report
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2022 TMF Survey Summary
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* https://www.cdisc.org/sites/default/files/2023-09/Survey 2022 Results.pdf
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sk, 1 70% Higher % of US respondents and lower %
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TMF Reference ModelZ{&|

96% (178)

m No = Yes
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H [ or e TMF?

Common answers for “Other” was
o oth 3.40% Historically paper TMFs, New

e 1 e er I 0.50% Studies in eTMF and Electronic
ek ' Systems other than eTMF
34%

?I: Combination of paper and eTMF
£ o I, 5o
0 Less companies using All Paper
Al TME in paper 0.5%/;09/ TMFs than in previous survey
- . 0

53.70%

All eTMF
I 1.50% \Y———

using All eTMF
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TMFEEOBMIIELROBRE or 7O IMEE?

This Is trending

. In the right
Other (please specify) 3.50%... dire 'ognl
It is an end state repository for finalised documents
to meet compliance I
It is an active repository but it is not used to support 10.40% i21i
efficient and effective study management
It is a project management tool used to support 27.90% (56)

efficient and effective study management O

Currently viewed as an end state repository but we
are working toward it being project management
tool

24.90%(50)
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" TMFRMEZELIA or EELAAIA?

. 140 74% (128)
i1 120

100 66% (84)
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Trending to
retaining no
Retention of paper
Wet Ink
documents is
a common

answer

16.6% 15.4%
2019 2022
B Yes, we retain all paper W Yes, we retain some paper

No, we do not retain any paper m Other (please specify)
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" TMF MetricsZALTLSH ?

Other [ 327

(7)
i 3.4%,
(6)

-t No, we are not planning a metrics program [l

{asga No, but we are implementing metrics 15.1%,
iy program B 27

21.2%,
(38)

Yes, we track and utilize metrics | N cc ;o ..

No, but we are evaluating the need to do so N
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