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chuse Lessons Learned — Hard Coding Data

N Corrections
.

/\ What went wrong: i < Trmnon 3
—X = False
. e . r-_-use—y = True
- Statistician hard-coded correction for - .op"e’r:ti.,.‘."ii—f,.;;alse_
Wirror_mod.use x - :0';_2 :
. . . rTOor_mod.use y - False
patient/timepoint Wihrror_mod <y
L. #selection at the end -add
- Data Manager corrected original value — code I tace— 1

ntext.scene.objects.actiwg g
caused error Wi "Selected” + str(modifier i
#eirror_ob.select = ©
bpy .context.selected_ob
ata .obje*(ts[one.n.ame] .Se

s int(~“please select exacthy W

Best Practice: OPERATOR CLASSES

- Use transaction tables with validation checks

- Never rely on hard coding for data corrections - x mirror s,

gpject-T
arror x
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St Lessons Learned — Complex Code

Best
Practice:

/\ What went
wrong:

- Overly - Difficult to

complex SAS trace data
code with lineage — audit
arrays revealed error

- Keep code
simple,
transparent,
auditable
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p@e Lessons Learned — Local Data Storage

A What went wrong:

- Statistician ran analyses on local SAS copy

» - Missed updated dataset — wrong results in
tables

v Best Practice:

» - Always use controlled, server-based data
sources
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v Validate

ALL code v Ensure

audit-ready
traceability

(statisticians &
programmers)
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Automation —
Powerful but Risky

2 Benefits:

* - Faster assembly, auto-updated
TLFs in reports

A Risks:

* - Report authors unaware
- OQutdated references in narratives

v Best Practice:

» - Notifications & acknowledgment

* - Central TLF lookup table for
consistency
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Preparing for Al-Driven

Use of Data @ Preparing for Al:

- Maintain historic trial data §&

— - Update to latest dictionaries
(MedDRA, WHODD, etc.)

— - Assess accuracy of external data
sources B

— - Assign weights for credibility in Al
models



p{'ﬂie Post-Submission Considerations

[ Post-Submission:
- Retain and curate historic trial data
Benefits:
Al training
Answering regulatory queries
Supporting medical science teams
# Real-world value:
- 20-year-old data answered FDA query
Historic data avoided costly new trial
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Key Take Aways

® Don’t hard code
corrections — use
auditable methods

< Never work from
local copies —
ensure integrity

& Historicdata is a
critical asset

-

Q@ Simplicity over
complexity in
coding

Automation
aids, but requires
oversight
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