INFOGRAPHIC —H Q\/ AN

TECHNOLOGIES

The Future of Documents:
Structured Content and Integrated Data
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Historically, regulatory submissions have used traditional document types such as formatted PDFs,
typically being authored in Microsoft Word with data copied and pasted manually, thereby risking
inconsistencies. In many life sciences organizations, documents and data still exist in “separate worlds.”
Component-based structured documents can be generated automatically for labeling, clinical documents
like protocols and clinical study reports, and post market reporting, thereby enhancing efficiencies and

increasing patient safety.

Structured content is a versatile source format that can produce many different digital outputs

Many schemas
include
components

It is defined by
its structure

Teams
often use
component-
based
authoring in
conjunction
with structured
content
authoring

Structured
content always
has a schema,
a set of rules
that the
content must
adhere to

Product data, for example, might
include a semantic tag called “product”

Authors rely on technology to handle
the formatting and delivery of
published documents
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Two factors are driving increased interest in structured content among life sciences organizations

The U.S. FDASs internal KASA (Knowledge-
aided Assessment and Structured Applications)
initiative is exploring how the agency can
quantitatively make approval recommendations
based on data

Many efficiencies are possible if organizations
componentize their information and use structured
content. NB: Regulatory agencies have not formally

adopted the IDMP standards

Teams no longer version documents but version components of the document,
making it easier to track, manage and consolidate variations

Labeling

With protocols and clinical study reports, for example, leading to greater levels
of transparency, efficiency, responsiveness, and accuracy, as well as compliance

Search for and categorize information appropriately at the component and data levels
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There are three obstacles to adoption of structured content and component authoring

Dealing with
a lack of
regulatory
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Many organizati
authors based on
the printed forma
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Adopting
new ways of
authoring
documents

The organization must define and
generate buy-in for long-term goals

The team concentrates on defining tangible business cases.
Focus on a small number of document types that

tiered can demonstrate early results

approach

Considerable time must be spent with authors and
subject matter experts to get their buy-in.
Short-term wins help build confidence in new processes
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How can authors make the transition from documents to components?

Understand what they are writing isn't just

d @ document — it's data that may be repurposed,
for example, by someone in a lab authoring a
study

Understan

Avoid clinging to the

Microsoft Word paradigm
as reassurance that

they've done their job.
Teams must identify ways
to reassure authors on
satisfactory task completion

Ensures data
integrity from
labeling all the way
through to patient

safety
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Propagate
labeling data

Gradually embed data into
Microsoft Word templates

and slowly migrate to new
ways of working

Adopt new ways of thinking
that focus on organizing
data and presenting it to
health agencies

Creates opportunities
to propagate labeling
data to ensure that the
chain of custody is intact
and the data integrity
isn't lost or corrupted
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QUESTIONS? FOR MORE INFORMATION ON REGULATORY TECHNOLOGY, CLICK HERE TO CONTACT US
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