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The Post-Go-Live Reality

Validation passes Go-Live




Confident eTMF ops

What we aim to achieve with the Go-Live

Control
One place to manage eTMF documentation, workflows, and storage.
4
QD
Consistency
Teams, sites, and countries filing against the same model, with same expectations. Ready for Al

enabled ways of
working (?)

Inspection Readiness
Our TMF is not assembled under pressure before an inspection.



And yet, a few months later...
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I’m not sure where £, This feels harder The dashboard says | don’t trust the
this document belongs — "~ than before. I'll just 95% complete. | don’t recommendations
or which template to use do it my own way trust it. I'll rely on my coming out of these
= Excel tracker Al POCs
p’sers e g s E)ushlng 2= Users don’t trust the numbers, Users don’t trust the output, so
it’s not clear. because it’s slowing them 5 3 .
e so they revert to familiar tools. they won'’t use it.

() Meeting the intended objectives is not easy.

According to Gartner, 48% of digital initiatives fail to meet their original business targets (Gartner 2026).



The problem was never
mainly technological

What looked like a technology issue was often driven by
what sat beneath the surface. Over time, small gaps
compounded until adoption began to break down.



Common Adoption Breakdowns
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Across the symptoms, there appear

common adoption breakdowns

Unclear
decision rights

People are unsure who

Taxonomy not
operationalized

The model exists, but
users cannot apply it
consistently in daily work.

Process-system
misalignment

The eTMF does not fully
reflect how work is

decides, clarifies, or owns & 8
the standard. / f /"' Common
— . Adoption | —
-\ Breakdowns /' -
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Low trust / | \o T2
in TMF data ~
Dashboards exist, but l "-Cq':l
users question completeness, R
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quality, and meaning.

Adoption treated
as training
Training happened, but

new behaviors were not
reinforced over time.

)

planned, tracked, and
handed over.



Breaking the Barriers




Example #1

Tailor the system to your processes
- not the other way around
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Stakeholder
interviews and
SOPs assessment
s = —-»

Process
Harmonization

® @

: Find the : 2

Gap Analysis Configuration
L . best system System g
for you training
__
Identify and
map out current
processes
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Use-Case 1

1 company, 2 eTMFs,
multiple ways of working

Use-Case 2

1 company, from paper to eTMF,
animal health, no reference
model fitting their needs
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Compare processes
and system
configuration
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Extensive line-by-line
review discussions
with stakeholders

across organization,
country, and sites
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Harmonize line-by-line
across processes,
metadata, and
configuration

2%
Make sure it

aligns to
animal health
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Training

Development of
process maps
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Training

Development of
process maps



Example #2

Embed Data Governance Principles
into your eTMF ops

5o

Centrali-zed Defining Set quality Resulting in
owne-rshlp of metac-lz.lta a_nd expectations clear processes
artifacts classification per artifact and ownership

standards

&

GOVERNANCE PRINCIPLES RESULTING OUTCOME
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COISC
OCM is not a Go-Live Activity

o BEFORE GO-LIVE — 9 AT GO-LIVE —b e AFTER GO-LIVE

Prepare the organisation Enable the new ways of working Building confidence
eTMF .
Documents + Now Document H
m In-system @ Home P— §
: g . Document Title Status ‘ ey .
O’QO Identify resistance across 9 Role-based eTMF guidance and D Documents Ao ) ° =Y
A % £ process ok To initiate a QC Review,
O O  functions, studies, and regions training by function wallslsouchs B'acs Brotvesl Amacceet 2" || Afor Revipwy open the document
9 (@ Tasks Final CSR In Review actions menu and
o Study Report Final select Initiate QC Review.
Site Agreement Signed Step 1of 4 Next >

<> eTMF Assistant

i 00 ion- : Assistant support
@ i eTMF PR !mpad C\ﬁj Champ|°n Ied SR Where should | file the Investigator's Brochure?

d fil g ; | : trained on SOPs
e SoR eXIty HEINGITOR. See0an0s and work File the Investigator's Brochure in the

Trial Master File > 02 Trial Management >

instructions 02.03 Investigator Information.

@ Answer grounded on SOP TMF-007 and WI-05. O P

Address resistance : )
O Identify local champions _ 80% ontimous suppert @ > :ﬁ ‘ Q ’ |l|
Cx . proactively where process (O~ through local
and business sponsors change is highest champions and Users Local Champions Feedback Reinforcement
f iback Ioops Apply guidance Provide on-the-ground Capture questions Updn_teA guidance,
in day-to-day support and share and process training, and
eTMF work best practices improvement ideas communications

t J

@ OCM continues after go-live — building confidence, driving adoption, and maximizing the value of your eTMF.




Al will compound the foundation (good or bad)

@ Enabling operational confidence

Y ' o

Al capability layer
Enabling Al use cases

B classify documents g extract metadata detect duplicates

and versions

check completeness Q support quality review

= S o 9,

taxonomy metadata ownership governance
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