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Most organizations feel reasonably comfortable
with their TMF Metrics.

The problems we see don’t come from missing
metrics.

They come from looking at the right metrics,
through the wrong lens.




TMF in Auto Mode

When we talk about TMF Metrics, what do you think of?
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Staying Zoomed In

4 )
Recurring issues can
" Study TMF Dashboard look like a one-off
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Inspection Readiness is

assessed late, and often

defensively
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To solve this, we need to take the time to zoom out.

cdisc



Shifting the Lens: Why Portfolio View Matters

Supports proactive governance and
sponsor oversight , ST — | It isn’t:
| o * more metrics for the sake of it
* areplacement for study level metrics
* aonesize fits all!

Aligns the day-to-day reality with
leadership decision-making

Portfolio view doesn’t mean more metrics.
Cd i.sc It’s asking better questions of what you already measure.



Patterns Hiding in Plain Sight

4 )
The same document
types repeatedly failing
for the same reasons
U 4
4 )
Early signals of risk long
before escalation
thresholds are reached
(U J

Study metrics tell you if something is happening. Portfolio
Cd i'sc metrics tell you whether it keeps happening.



ISO AUTO REC ® REC




Real-world Application

Document QC

standards and any defined business rules.

¢ In-line quality checks to ensure TMF documents meet ALCOA++

Heatmaps

e First-line TMF analysis to identify areas of risk.

review and refined scope for QR.

Summary

Number of Study Artifacts

Number of CountrpSte Artifacts

MNumber of Countnes

Total Key Artifacts

Study Level

Unted Kngdon

Unted States

* Provides an actionable analysis that can help define target areas for

[ToTAL
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Quality Review

identify TMF deficiencies.

¢ In-depth document level analysis including logical and cross-checks to

TMF Health

® Ongoing oversight of TMF Health Metrics, as monitored across Studies

Issues by Severity

Error Category Severity
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Spotlight on: Processing (1)

Centralized processing metrics
demonstrate consistent timeliness,
predictable throughput, and
well-understood rejection drivers,
across the portfolio.

Issues that are repeatable and
content-based can be actively
managed, evidencing control rather
than reactive remediation.

cdisc
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A portfolio view consolidates processing performance
across studies, allowing leadership to see patterns that
are invisible at individual study level.

High document volumes can be processed consistently
and on time when workflows and controls are
standardized.

Quality issues repeated across studies and sponsors,
indicates systemic, content-driven challenges rather than
isolated failures.

Centralized models enable predictable throughput, even
during peak periods.




Spotlight on: Processing (2)

A review of multiple studies demonstrates

operational control at scale, extending beyond
individual trials.

Distinguishes volume-driven pressures from
genuine quality risks.

Pinpoints areas where quality control efforts
should be concentrated to minimize rework.

Offers objective proof of advanced TMF
operations, consistent with inspection
requirements.
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Qls by Type

s

Ql SPLIT BY TYPE

Translation NI
Patient Identifying Inforrmation  [IHNWAH0

Mot TMF Appropriate  WIIN
Incorrect/DraftVersion [N
Fimancial Imformation  [NAAROMMATT

Duplicates W

Top 9 classifications across all studies

(05.03.03 Site Evidence of Training

05.01.03 Feasibility Documentation |
06.01.04.01 IP Shipment Documentation (Site)
105.05.01 Relevant Communications (Site)
01.05.03 Meeting Material {Trial)

04.01.02 IRBor IEC Dedsion

05.02.07.02 ICH-GCP Training Certificate

02.02.03 Informed ConsentForm {ICF)

06.04.01 |P Storage Condition Documentation




Spotlight on: Heatmaps (1)

Flags TMF risk Visualises trends

and by zone, level, Supports ongoing

completeness and
filing control

non-compliance department, and
CRO

ENABLES EXAMINATION OF ISSUES AND ALLOWS TARGETED REVIEW OF SPECIFIC FACILITATES MORE PRECISE PROVIDES INSIGHTS THAT CAN ASSIST IN
TRENDS ACROSS MULTIPLE STUDIES, WITH AREAS FLAGGED AS POTENTIAL CONCERNS CUSTOMIZATION OF SECTIONS AND/OR DETERMINING WHETHER
BREAKDOWNS BY PHASE, IP, CRO, ETC., TO DETERMINE WHETHER THE ISSUE IS ARTIFACTS FOR RISK-BASED REVIEW ORGANIZATIONAL PROCESSES AND
WHEN DATA GRANULARITY PERMITS. ISOLATED OR PERVASIVE ACROSS STUDIES. THROUGH COMPREHENSIVE TREND GUIDANCE REQUIRE UPDATES.
ANALYSIS.
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Spotlight on: Heatmaps (2)

Reviewing Heatmaps at the Portfolio Level allows a shift...

Instead of asking ‘is this study ready’ it moves to ‘where does Readiness consistently break down’?
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Individually, the studies didn’t trigger reason for escalation, but

cdisc

together they highlight where risk is.




Spotlight on: Quality Review (1)

Having a Quality Review (QR) Dashboard allows
real-time overview of TMF quality across studies,
countries, and artifact types.

This can help leaders to spot risks, issues, and
trends, to proactively improve overall management,
compliance, and inspection readiness.

The dashboard helps to demonstrate that quality
risk is:

Measurable .

How could you use this data to develop a robust risk-

based approach?
X
cdisc

i3 PhlexQR Inventories Analytics Inventory Formatter Heatmaps

Study dashboard
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Spotlight on: Quality Review (2)

Quality Reviews often uncover issues that teams resolve
quickly at study level - the finding is closed, and everyone
moves on.

When QR results are aggregated across studies, patterns

emerge: the same types of findings appear with similar root
causes and similar mitigating actions.

At study level, these are handled efficiently, but at portfolio
level, it becomes clear we’re not learning from them.

Once patterns are visible, we can stop fixing the symptom

repeatedly and instead address the underlying process or
training gap.
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% of Findings
<]

Portfolio QR Findings - Distribution by Finding Type

Duplicate Misfiled Metadat= Error Missing Translation

% of Absent Findings

United States

Absent Findings — Geographic Concentration

Australia Canada EU Couniries. Crther

Informed Consent Forms.

Monitoring Visit Docs.

Creersight Plans

CWVz & Training

IP i Lab Docs

Most Impacted Document Types (Absent Findings)

i0 15 20 25 3o 35
% of Absent Findings.




Spotlight on: TMF Health (1)

 TMF Document Quality (RFT)
* QCAQuery Types

* Aging QC Queries

* Deletion Requests

Overall TMF Completeness
Completeness by Milestone
Completeness by Country/Site
Overdue Milestones/Placeholders

HEALTH
ZONE

The Right
Process

TIMELINESS

* Document Upload Timeliness

* Document Approval Timeliness
* QC Query Resolution Timeliness
* Quality Review Timeliness
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Spotlight on: TMF Health (2)

Timeliness Trends Across Studies (Portfolio View)

@ study A-Stable () Study B - Volatile () Study C - Single Dip

100
95

a0
85
40

T5
Feb 2025 Mar 2025  Apr 2025 May 2025 Jun 2025 Jul 2025  Aug 2025 Sep 2025 Oct 2025 Nowv 2025 Dec 2025

Repaorting Period

Documents Filed On Time (%46)

Volatile Single Dip Stable
: Stability matters
.
more than a single
.
miss!
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Resource Optimization & Decision Making

4 )

Highlighting where
additional effort does
not improve outcomes

U 4
- R Supporting informed
trade-offs between
: speed, quality, and
\_ ) capacity




Inspection Readiness

4 )
(U 4
4 )
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Shows control, not just
compliance

Turns metrics into a
coherent inspection
story




Getting Started

4 )
“£‘°m Focus on trends over
numbers
U 4
4 )
Use metrics to support
decisions
\ )
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