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The Old Question The New Mandate

Did you use Al? Prove what it did.

Data Model
Source: Clinical Trial R99 { > Version: v2.4.1
Type: Synthetic (30%) <1 Audit: 2027-83-15 [PASS]
N 7
é s U
I \ . 7 g
|
T SR S R (e T -
Yes No . i e Evidence Core
|
! 4 i
V. // \\
£ 0\
Controls Process
Guardrails: Active . | D Workflow: Auto-Validate
Output Filter: Enabled (Strict) Log: Immutable Blockchain

Continuous monitoring is the new standard.
Single-point validation is obsolete.
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The Shadow AI Anatomy

Informal LLM Tools
(ChatGPT, Claude,
Copilots)

Shadow AI: Drafting shells, debugging
code, adjusting parameters.

< TR B SNk NS SRS [P SNC (  200  —

) =8

Programmer working Official Git
on TFL output Repository / SAS

Environment

Leadexrship looks the other way because it 1is

useful. But useful is not evidenced.
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The Validation Framework Diagnostic Matrix

Traditional CSV

Validation Dimension (GAMP 5 / 21 CFR 11) Al-Assisted Workflows
: Black-box model

Code Authoring Human-authored generation
Version Control Clear, linear Git Iterative, untracked
Anchor commits prompt engineering
Audit Trail Source Validated system logs Missing / Unrecorded

: : ] Which model? What
Failure Point Assumes system stability parameters? What prompt?

Traditional frameworks were built for a different world. They assume
you can point to a validated system and say “this is what ran.”

A NotebookLM
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The Evidence Gap

7 S\

| ju L '

Sy

The prompt? | o
11 The parameters? W ==
< By E S - . u
N T The iteration? { }
aCJ‘“*"*"‘/'TI_ The review? i Sl
Raw Trial Data Final TFL Output

% Lj/ & Working Code

The final code works. But there is no record of how it came to exist.

I 1
This is not a quality gap.
It is an evidence gap.

= =1
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The Trigger Event

When this arrives, every
analytics team's inbox fills
up overnight.

S T S The organisations at risk are not the
ones using Al—almost everyone is.

The ones at risk are those who

cannot prove what their Al did.
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The PHUSE US Workshop Example

Path A: Uninstrumented Standard Workflow

A4

> Process: Iterative Al Prompting & Code Generation for TFL

¥

Path B: Instrumented with the EQTY SDK

0 —
RStudio Al Model l &

NS

: Validated
Secure Evidence
nput 2 EQATYLAB 2 caprure 71 g0

WV

N4

/

Q
Q

. ' .

The Challenge: Use an AI model to generate a TFL table, altering parameters and
refining prompts until the output is correct.
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a1 B3 Source onSave () /°~ | = Run | [*= PSource - = P H 2~/ ®1omB - § ICE
1 TlibraryCellmer) R ~ "} Global Environment ~
2 library(tidyverse)
3  library(gt) Values
4 adlbc_path "./data/adlbc.xpt"
S # Pull in helper functions and prompts adsl_path "./data/adsl.xpt"
6 SOUI"CE(:: ./utils.R") ) dﬂtﬂ_p{]th " /data"
; source("./breakout_1/prompts_1.R") github_ba.. "https://raw.githubuserc..
9 # Load CDISC data from the pharmaverseadam package manifest_.. "./outputs-ali/manifest._..
10 adsl <- pharmaverseadam: :adsl pathlib <module 'pathlib' from '
11 adae <- pharmaverseadam: :adae @ plot Large ggplot2::ggplot (2.
12 . . @ result Large ggplot2::ggplot (2.
13 # Create chat objects for the production and QC agents. N O
14 # Note we're keeping these separate so that they don't share tfl_path ./outputs-ali
15 # chat histories with each other and can preserve only the specific contexts Files Plots Packages Help Viewer __ [
16 # that we want them to have. _
17 # prod_agent_chat <- chat_anthropic( v Export ~
18 # model = "claude-sonnet-4-5-20250929",
19 # )
20
21 prod_agent_chat <- chat_openai(
22 model="gpt-5"
23 )
24
25 qc_agent_chat <- chat_anthropic(
26 model = "claude-sonnet-4-5-20250929",
27 )
28
29 # qgc_agent_chat <= chat_openai(
30 # model="gpt-5"
31 #)
32
33 # Use a helper function to create the production prompt. You can find each of the
34 # 1indepdent pieces of this prompt within the prompts.R file.
35 prod_prompt <- prod_generate_prompt(
36 gen_purpose,

37 get_data_context(), # This 1s a helper function that gives the context of the data to the LLM.
gen_packages,

w
Co






EQ]-YLAB Lineage Explorer Select a sample manifest v -

I A DATASET N S
ADSL T T = o - e B e = B - S B B S-S - A S R B S B S
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EQTYLAB Lineage Explorer
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The PHUSE Workshop Outcomes Matrix

Without Instrumentation With EQTY SDK Instrumentation
o i B 23
o . Sl TFL TFL
y 4
N s table table

+ Output generated successfully + Prompt captured
XK Prompt captured? + Model version recorded
X Model version locked? + Output bound to provenance

X Lineage cryptographically signed?

Result: ‘I used AI’ Result: Complete Lineage Record
(Explanation, no evidence) (Artefact of proof)

What the guidance asks for is not a policy that says ‘we review Al outputs’—it is an artefact that proves it.
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The Cryptographic Lineage Node Map

@ [User ID] ~\

e ) [Validated
Environment] \ \ h
[Exact Prompt f y

— | & Parameters] Cryptographic [Final Code / TFL]

Signature

[Model Version]

i

Tamper-Evident Lineage: The output is inextricably bound to its provenance.
Regulators can interrogate the entire chain independently.
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The Evolution of SOP Evidence

Traditional / Self-Reported

-- Self-Reported -

i
ey Subjective : We assert we
: ; followed the SOP.
.-~ Incomplete :
.. After-the-fact -

— Automated - :
, . Here is the
— Objective cryptographic
— Tamper-evident proof we followed
— Real-time —

| The governance layer becomes the evidence layer. |
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From Bolted On to Built In

The Old Way

The New Way

If you wait until deploying agents to think
about this, you are retrofitting governance
into something never designed for it.

Treating evidence infrastructure as foundation
The same infrastructure that governs an
Al-assisted script today governs an autonomous
agent tomorrow.

al.



If a regulator asked you today
how your last Al-assisted
output was produced...

...could you answer ...0r only with
with evidence? explanation? §
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Expanding Your Horizons

From ‘Restricted Pilots’ to ‘Global Scale’

Passive Logging / Fear

The New Reality Active vs. Passive

When your AI is a "Glass Box,” fear disappears. We move you from passive logging (checking what
You can deploy agents into critical workflows went wrong yesterday) to active enforcement
(Finance, HR, Legal) because you have total (guaranteeing nothing goes wrong today).
visibility.

The Competitive Edge

In a world of deepfakes, Truth i1s your most
valuable asset. Proving your agent’s integrity
is the vltimate brand differentiator.



Thank youl!

Ali Dootson
EQTY Lab
alistair.dootson@eqtylab.io
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