A Product Development Platform Approach For Structured Content & Data Management (SCDM)
To Feed AI/ML, Technical Reports, And Dossier Granules

The Challenge The Solution: Structured Content & Data Management (SCDM):

+ >20% science and engineering time on data aggregation and transcription +Ontological and semantic mapping to organize data and connections

The Future of CMC Regulatory Submissions:
Streamlining Activities Using Structured Content
and Da ]

« Multiple, disparate data sources with varying cleanliness «Centralized repository of configurable report templates to meet regulations

« Intensive, manual, time-consuming data table verification + Automated data table and report generation
« Need for rapid, accurate report generation «Trusted source to feed LLM with clean data

« Increasing requirements by health authorities +CMC data that is accurate, consistent, reusable, and reportable

Internally structured data items are the foundation of SCDM. Data items are organized in
multiple formats and used throughout reports for submission and internal use.
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Example Structured Data Item Flow

Dosage Forms, QAs, Recipes, etc.

/O Unique Item

Aspecfic, independent entity with a Itinle L i p Product . ity reai .
unique identification number. Includes an Multiple Locations Definition Product attributes, modality, regions, packaging, etc.
unlimited number of attributes. Can be Used in multiple locations throughout all

rendered in various forms to the user as
required for reports. Access controlled.

parts of a report. Included in multiple data
tables, traces, and other artifacts. Used in

multiple documents, including internal
reports and formal submissions.

Reusable ,O

Rreused by multiple reports in different
projects. Included in repositories with
access control, and traces to see “where
used.” Used in both analytical and
process-based tables, reports, and
artifacts.

Action At A Distance ,O

When the data item is updated in one
location, it automatically updates in all
locations where it is used. It is a single
data item, used in multiple locations and
reports. NEVER a copy/paste.

Quality Attributes, Test Methods, Targets

p Exists Over Time

Has a lifespan and knows its birth,
version, revision, and changes. Contains a
comprehensive audit log and history
following the item throughout its lifespan,
ensuring reliable chain of custody.

Supports unlimited connection:

Connected
children, and peers. Supports u

i i ents,
ildren, s unlimited
connections to disparate items and

reports. Retains knowledge of its source,
‘and never alters the source data.

Example: SCDM maps the interactions between internally structured data items and report sections for Criticality Analysis
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