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AUTHORITY UNDER INSPECTION

Why Evidence Must
Become a System Property

Inspections turn on a single question. Can the organization
show how a decision was made, how it was changed, and
how it remains authoritative across the lifecycle?
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Abstract

In many pharmaceutical organizations, the
record exists only after a request arrives. Teams
search for versions, reconcile approvals, trace edits,
and assemble the evidence that should have been
available from the start. That assembly may be
possible, but it is slow, fragile, and dependent on
expert memory at exactly the moment when memory
is least reliable.

Governed structured content makes evidence a
property of the system. Every component carries
ownership, version history, approval state, lineage,
and contextual constraints. When a statement is
reused, the system knows where it came from, who
approved it, where it appears, and what change
would affect it.

This matters because regulated content now moves
across functions, products, markets, and lifecycle

stages. A safety change can require a labeling update.
A clinical change can affect submission content. A CMC
variation can trigger downstream regulatory work.

Where authority is document-bound,
those dependencies are discovered
by people. Where authority attaches
to governed components, the system
preserves them.

This paper treats inspection readiness as a standing
condition that emerges when authority, metadata,
lineage, and change control are built into the content
model itself. Artificial intelligence can strengthen that
condition only when it is bounded by governance and
used to retrieve, transform, and validate approved
content, never to replace authority.

Authority After Approval

Regulated content was once managed under a
simple assumption: once a document was reviewed
and approved, it became the authoritative
expression of organizational knowledge.
That assumption made sense when
content changed slowly and the
document itself was the primary

unit of work. RN
That world has passed. o =
Pharmaceutical organizations now P,

work with content that is reused
across products, local markets,
submission packages, safety
communications, medical information
responses, and lifecycle maintenance
activities.

A single statement can appear in dozens of places,
often with minor variation across functions, regions,

or products. Approval still matters, but it no longer
answers the central question. Approval confirms
that a statement satisfied a review process
at a point in time. Authority determines
whether that statement still governs
every later use.

ya When authority is document-
A bound, the organization starts
=_° — E‘l to rely on informal memory
Re to keep the system consistent.
l C Teams remember which version

was used last quarter. Reviewers
recognize familiar wording.
Regulatory specialists know which
document to trust because they have
seen the history before.

Those practices can work, but only until the portfolio
scales, the team changes, or two variations collide.
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Then the question changes from “what
was approved?” to “which version is
correct now?”

That is the question inspectors ask in practice, even
when they do not phrase it exactly that way. They
want to know whether the organization can identify
the governing statement, explain why it governs,

and show how that authority survived reuse and
change. A document may remain approved long after

its contents have been superseded elsewhere. A
paragraph may be scientifically sound and still be out
of control if its use has drifted beyond its validated
context.

Inspection readiness therefore begins with a shift
in definition. The objective is the preservation of
authoritative content across time. That requires more

than workflow and more than archive discipline. It

requires a model in which authority attaches to the
reusable statement itself.

What Inspectors Actually Test

The standard being applied is itself being rewritten.

In July 2025 the European Commission and PIC/S
published draft revisions to GMP Chapter 4 on
documentation and Annex 11 on computerised
systems. A new Annex 22 on artificial intelligence was
published alongside them. All three were drafted by
the European Medicines Agency's GMDP Inspectors
Working Group with PIC/S."2? Consultation closed in
October 2025 and final texts are expected during 2026,

with the operative date to be confirmed on publication.

The revised Chapter 4 places risk management
principles at the center of documentation control and
integrates them into the data governance system.
That system covers accuracy, integrity, availability, and
legibility across paper, digital, and hybrid formats.
These remain drafts. The direction is unambiguous.

Under inspection, regulators are evaluating
control. They ask whether the organization

can demonstrate provenance, explain why a
statement changed, and show where the change
propagated.

The practical test is straightforward. Can the
organization identify the source of a statement
without searching email trails and local drives? Who
approved it, when, and under what conditions? Does
a downstream label, protocol, or quality record still
reflect the latest approved version? And can those
questions be answered without asking the original
author to reconstruct history from memory?

These are not abstract questions. They arise
whenever regulated content moves across the
system. In each case, the inspector is testing whether
the organization manages change as a connected
system or as a sequence of isolated files.

Many organizations believe they are ready because
they hold document repositories, version control,
and approval workflows. Those capabilities are useful
and incomplete. A repository may show the latest
approved dossier. Whether that same statement
appears in a safety communication, a regional label,
or a medical information response is a separate
question. Folders, statuses, and access permissions
create a visible order that reads as governance, and
the appearance of control is where the exposure sits.

Organizations whose authority is document-bound
rely on manual assembly. They pull the latest file,
compare versions, search for track changes, and
rebuild the story of how the statement evolved.

That process may satisfy an inspection eventually.

It is evidence assembled under pressure. The more
complex the portfolio, the slower and less reliable the
assembly becomes.

A governed content model changes the test. Readiness
is proved by showing that the answer already exists in
the content system. The inspector can trace ownership,
view history, see approval state, and understand impact
without asking the team to perform archaeology.
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Reconstruction Versus Retrieval

Regulators have a precise word for what a
controlled system must do. FDA defines an audit
trail as a secure, computer-generated, time-stamped
record. It must permit reconstruction of the sequence
of events surrounding the creation, modification, or
deletion of an electronic record.? The distinction that
matters is who performs that reconstruction.

@&_é and by design, the requirement is met.

When people do it, manually and after a

request arrives, the organization is exposed. Both
are called reconstruction. Only one is control. Where
records are stored as finished documents, retrieval
means finding a file and rebuilding meaning. Where
content is stored as governed components, retrieval

means finding a controlled statement and reading its
authorized context.

When the system does it, automatically

That distinction matters because regulated content
carries context as well as text. A sentence in a label
means one thing when it is tied to a particular product,
market, language, approval state, and lifecycle stage.

The same sentence can be valid in one context and
not in another. If the system does not preserve those
contextual boundaries, the organization is forced to
rediscover them every time the content is reused.

@ Manual assembly is expensive for a
ré] | reason. It absorbs time from subject
matter experts, regulatory leads, quality
reviewers, and validation teams. It expands review
scope because people cannot trust what they cannot
trace. It creates defensive behavior because the cost
of being wrong under inspection is higher than the
cost of rereading everything. The result is slower cycle
time, duplicated effort, and inconsistent confidence in
reuse.

Retrieval, by contrast, is a control
mechanism. The system holds the
approved component, the places it is used,
and the record of when it changed and what a change
would touch. The organization asks the system to
surface the governed answer directly.

That shift is also why inspection readiness is
increasingly inseparable from architecture. If content
systems can only store finished documents, then
evidence must be rebuilt.

If they can store governed components with lineage
and metadata, then evidence can be retrieved. The
first model depends on human memory. The second
depends on system design. Executives often describe
this as efficiency, but that understates the change.

Retrieval changes the evidentiary posture of the organization. It turns
inspection readiness from a recovery task into a standing capability.
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Lineage, Metadata, and Immutable History

If authority is the right answer and
retrieval is the mechanism, then lineage,
metadata, and history are the evidence
layer that makes the answer defensible.

Lineage shows where a statement came from and
where it has been used. Metadata defines its scope,
ownership, approval state, product association,
market applicability, and lifecycle constraints.
Immutable history shows what changed, when it
changed, and why the change occurred. Together,
these elements create a system that preserves
content identity across use.

The expectation is established in regulation.
FDA treats metadata as the contextual information
required to understand data. Data must be retained
with all associated metadata for the full retention
period. The relationships between them must be
preserved securely and traceably.?

Without this layer, reuse becomes suspect. A
team may know that a statement was approved
once. Whether it still applies in the new context is

a separate determination. Familiar language tells

a reviewer nothing about whether the governing
conditions still hold. And a quality lead who sees that
a deviation touched the content still needs to find
every other place the change belongs. The evidence
exists in fragments.

Lineage and metadata also matter because

g

LS

= _'\\\
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regulated content rarely lives in one domain.

If the system cannot map the relationships between
domains, each becomes a separate inspection problem
even when the underlying knowledge is shared.

Immutable history resolves a related issue: trust
in the record itself. Under inspection, organizations
need to show the approved state and the path that
led to it. If the history can be edited, overwritten, or
altered without trace, it loses evidentiary value. A
controlled history, by contrast, gives the organization
a credible record of decision-making and change.

This is also a regulatory requirement rather
than a design preference. Part 11 requires secure,
computer-generated, time-stamped audit trails that
independently record operator entries and actions
creating, modifying, or deleting records.* Changes
must not obscure previously recorded information.
The audit trail must be retained at least as long as
the record it documents and be available for agency
review and copying.*

Governed structured content is therefore
a recordkeeping model for regulated
knowledge. The governing requirement
is that reuse be provable. Inspection
readiness is encoded in the way the
content system remembers.




ONE DRUG, ONE TRUTH

Al Bounded by Governance

Artificial intelligence can improve inspection
readiness, but only when it operates within
governed boundaries.

Used well, Al accelerates retrieval, suggests approved
components, flags inconsistencies, and helps identify
where a change may have downstream impact. Used
without control, it increases the volume of content
faster than the organization can prove it.

The critical question is whether Al can participate
in a system of authority without creating
untraceable content. In regulated environments, Al
must never become the source of the answer.

It can assist with retrieval, controlled transformation,
summarization, translation, and consistency checks,
but the authority must still come from validated
components and governed metadata.

Inspectors ask what came from approved source
material, what was changed, who reviewed the
change, and whether the output remained within
the approved context. Speed carries no weight
under inspection. A tool that generates plausible text
without clear provenance becomes a liability when
the record must withstand scrutiny.

Regulators are now drawing that line in text.

The draft Annex 22 on artificial intelligence provides
additional guidance to Annex 11 for computerised
systems with Al models embedded. Its scope is critical
applications with direct impact on patient safety,
product quality, or data integrity.> It covers static
models, meaning models that do not adapt their
performance during use by incorporating new data.

It also covers models with deterministic output, which
return identical outputs for identical inputs. Dynamic
models that continuously and automatically learn
during use fall outside the annex, and the draft states
they should not be used in critical GMP applications.
The same applies to models with probabilistic

output, and to generative artificial intelligence and
large language models.® In non-critical applications,
personnel with adequate qualification and training
should be responsible for ensuring the outputs are
suitable for the intended use. That is the human-in-
the-loop principle.

The draft also treats that review as a record. Where a
model informs a decision made by a human operator
and testing effort has been reduced, records should be
kept. That may extend to review of every output under
a procedure.®> Annex 22 governs the manufacture of
medicinal products and active substances, so its direct
scope is manufacturing rather than labeling, clinical, or
medical content authoring. As regulatory reasoning it
still applies. Generative assistance is permitted where
qualified personnel remain accountable for the output.
It is excluded from applications where the output
would carry a quality decision alone.

Industry practice has moved in the same
direction. ISPE published the GAMP Guide:
Artificial Intelligence in July 2025, a 290-page stand-
alone guide used in parallel with GAMP 5 Second
Edition.® It frames patient safety, product quality,
and data integrity as the constraints on Al-enabled
computerized systems in GxP areas.®

Enforcement has begun to follow. In April 2026
FDA issued a warning letter containing a section
headed Inappropriate Use of Artificial Intelligence in
Pharmaceutical Manufacturing. The firm had used
Al agents to create drug product specifications,
procedures, and master production and control
records. FDA cited the failure to review those
documents for accuracy and CGMP compliance
under 21 CFR 211.22(c).”#The recipient was a small
manufacturer with wider quality failures, so the
finding is narrow. The review duty it states is not.
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In a governed model, Al becomes a readiness
multiplier. Authors locate the approved statement
faster. Reviewers see what changed. Quality teams
detect drift. Regulatory teams compare related
content across products and markets. Every one of
those functions depends on structure.

This is where governance becomes a technical
requirement rather than a policy statement.

The organization needs a content model that
constrains what Al can see, what it can suggest, what

it can transform, and what it can never do. That is the
difference between accelerating the evidence layer and
eroding it.

Without validated components, version

history, and explicit constraints, Al cannot
improve inspection readiness because it
cannot prove what it produced.

Al reinforces authority. It cannot originate authority.
The safest use of Al in regulated content is governed
assistance wrapped around approved content, with
every action traceable and every output reviewable.

A Defensible Operating Posture

If inspection readiness is
a system property, then
the operating model
must reflect that
reality.

Organizations need explicit
ownership of governed
statements, clear metadata
standards, and change control
tied to reusable content.
Validation practices must also
cover the behavior of any
Al-supported workflow.

The practical posture begins with a simple question: which
statements in our portfolio carry durable regulatory commitments?
Regulatory guidance already frames this question. ICH Q12 introduces
established conditions, the elements of an application considered
necessary to assure product quality, such that changing them after
approval requires regulatory action.® Elements outside that set are
managed within the pharmaceutical quality system. The Product Lifecycle
Management document serves as the central repository for established
conditions, their reporting categories, change management protocols,
and post-approval commitments.® Q12 reached ICH Step 4 in November
2019. Adoption is voluntary and implementation across regions remains
uneven, so the framework is a reference point rather than a universal
obligation. As a content principle it is exact: some statements are
commitments, and the organization needs to know which ones.

Those statements should be treated as governed

assets. Ownership should be explicit. Validity should be
bounded. History should be immutable. Reuse should be
controlled by the system.

From there, inspection readiness becomes a normal consequence
of the content model. Reviewers can see the source of the statement.
Quality teams can trace the change. Regulatory teams can understand
where the commitment appears. When a safety change occurs, labeling
can be updated with confidence. A clinical amendment that changes
the narrative allows downstream content to be aligned without manual
reassembly. A CMC variation surfaces the related commitments.

This is the posture that separates organizations that scramble under
inspection from organizations that remain steady. The latter do not wait
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for the inspection event to create evidence. They
design the evidence into the way content is authored,
governed, reused, and preserved.

Docuvera supports this posture through governed
structured content. Every component can carry the
metadata, lineage, approval state, and controlled
history that make inspection readiness a standing

condition. In one Global Clinical Overview pilot,
Docuvera reports 64% component reuse and a 27%
reduction in review cycles, figures verified by internal
quality assurance. In that model, authority is encoded.

That is the defensible posture: a governed
system in which evidence exists because
the content model preserves it.

Conclusion

Inspection readiness turns on whether the
organization has built a system in which authority
survives change and evidence remains continuously
available.

That shift carries an important implication.

The content model is the mechanism by which the
organization preserves or loses control over regulated
knowledge. When authority is document-bound,
evidence must be rebuilt.

When authority is component-based, governed, and
traceable, evidence can be retrieved.

Organizations that recognize this
distinction will move more confidently
through inspection.

Readiness becomes a condition already embedded in
their content operations. That is the real meaning of
inspection readiness in governed content.

Make Inspection Readiness a Standing Condition

Inspection readiness begins long before an
inspection request arrives. When authority,
lineage, approval state, and change history are
preserved as part of the content model, the
evidence needed under inspection already exists.

For organizations that still rely on document history,
manual reconciliation, or institutional knowledge

to establish which content is authoritative, the
question is not simply how quickly evidence can

be assembled. It is whether that evidence can be
retrieved directly from the system.

Docuvera provides a governance-
first structured content model that
preserves ownership, approval state,
version history, lineage, and change
relationships at the component level.

To discuss how your current content

environment supports inspection
readiness, contact info@docuvera.com.
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