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The programmer is the glue
CDISC today is organized around the programmer as glue. The tools work individually, but nothing
carries context between them. A person does.
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context leak

Excel specs
versioned by filename

SAS server
code lives elsewhere

SharePoint
docs & handoffs

Email
tribal knowledge

Conformance checks
after the fact

THE PROGRAMMERTHE PROGRAMMER
holding it all togetherholding it all together

The glue is where context, effort, and traceability leak.

WORKAROUNDS FOR OPTIMIZATION

1 Fragmentation of work
split across owners and vendors, to parallelize

2 Expensive QC & double programming
duplicate builds as the default proof of correctness

3 Large investments in rules-based automation & standards
macro frameworks that decay without constant upkeep

Each addresses symptoms of context and information loss — instead of the
core problem.

V I S I O N  F O R  T H E  F U T U R E

The Platform Approach SDTM, ADaM, and TFLs
same loop, every deliverable.

GOVERNED BY A HUMAN SME
reviews · decides · signs off

iterate & refine

1 · MAPPING
The contract — drafted from context,
approved by the SME.

2 · GENERATION
Code constrained by the spec,
grounded in the context layer.

3 · VALIDATION
Conformance checks + AI —
code ships with its tests.

INITIATED & EXECUTED BY THE AGENTIC PLATFORM
proposes · drafts · checks — at every stage

TRACEABILITY THREAD
every artifact tied to the spec, snapshot, and decision that produced it — captured as you work

FOUNDATIONAL CONTEXT & WORKFLOW LAYER

CDISC standards & IG
SDTM, ADaM, and controlled terminology, versioned

Study-specific context
Protocol, SAP, TFL shells and eCRF metadata

Organizational Conventions
plain language, not brittle macros

Data snapshots & iterations
checksummed, scoped, reproducible

Agentic Data Analyst
exploratory analysis and CDISC assistant

RBAC and Approval States
Secure and stateful workflow

Context is carried by the platform — not the programmer.

PILLAR 01

Human-first, AI-augmented
The platform proposes and drafts; the human SME
decides and owns.

PILLAR 02

Foundational context layers
Standards, study docs, conventions — one versioned
source of truth.

PILLAR 03

Compliance as a byproduct
Traceability and reproducibility captured as you work —
not a second workflow.

I N  P R A C T I C E

What Platforms Can Aspire to Deliver
HARNESS-BASED AI

✓ Agentic, with boundaries

✓ Built-in self-verification

✓ Balanced AI use
generation and validation

TRUST AND COMPLIANCE BUSINESS OUTCOMES

85–90%
Realistic target for work completed by AI, based on early testing

8 weeks → 4 days
For SDTM generation — opportunity to radically compress the
timeline, and enable end-to-end ownership

“Why not just use ChatGPT or Claude?”
LLMs without versioned context and conventions are just token generators. For regulatory-grade outputs, the platform approach is what provides the traceability, the AI reasoning chain, and a controlled harness for robust, defensible outputs.

TrialPath · Cadence
harit@trialpath.ai

© 2026 TrialPath

scan for our website

Lineage maps Audit trail for AI


