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Executive Summary
Organizations use mock inspections and intensive training to prepare for regulatory visits. This report proposes
the “readiness decay curve” as a conceptual analogy for risks that may arise after preparation: forgotten
procedural knowledge, unfinished corrective actions, outdated evidence, personnel changes, and misplaced
confidence in a successful rehearsal. It does not establish a universal decay rate or measure how often
successful mocks are followed by adverse inspection outcomes. The practical recommendations focus on
maintaining records, checking corrective-action effectiveness, and reinforcing relevant skills between
inspections.

Introduction and Background
In heavily regulated industries (pharma, biotech, medical devices, etc.), inspections by agencies like the US
FDA or EU counterparts are a fact of life. Organizations invest significant effort in inspection readiness –
processes, documentation, and training geared toward passing an unannounced audit. A common tactic is the
mock inspection: an internal rehearsal designed to surface compliance gaps before the real auditor arrives
(www.thefdagroup.com). In theory, issues identified in the mock can be corrected, and by the time the
inspector shows up, the company is prepared to address the identified gaps.

A successful mock inspection is a snapshot of the conditions and people examined during that exercise. This
article uses the Readiness Decay Curve as a conceptual analogy for possible deterioration after preparation,
rather than as an empirically established organizational curve. The analogy raises a practical question: how
will a team maintain the improvements made during preparation?

In a sponsored News-Medical interview, Bettina Kaplan recommends embedding readiness in everyday
systems and processes (www.news-medical.net). This is expert opinion, rather than an FDA endorsement or a
measured study of mock-inspection outcomes.

The discussion considers three possible mechanisms:
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Cognitive factors: Knowledge that is not revisited may become harder to retrieve. Memory research
provides context, but cannot assign a universal percentage loss to inspection competence.
Operational drift: Delayed corrective actions, outdated records, and personnel changes can create
new gaps after a mock.
Organizational blindspots: Treating checklist completion as proof of durable control may obscure gaps
in everyday practice.

The sections below distinguish learning research, regulatory guidance, and hypothetical scenarios. They
propose practical ways to maintain readiness without claiming that these measures guarantee a favorable
inspection outcome.

The Cognitive Science of Skill Decay
Memory research offers context for the analogy. In Murre and Dros’s replication, one participant learned and
relearned lists of nonsense syllables over intervals from 20 minutes to 31 days. The measure was savings in
relearning time, rather than the percentage of employee SOP knowledge recalled correctly. The authors
explicitly identify uncertainty about generalizing a single participant’s forgetting curve to other people. These
results cannot supply a numerical inspection-readiness curve.

A narrower, practical finding comes from Kerfoot and colleagues’ randomized study: third-year medical
students received weekly clinical questions and scenarios on selected urology topics after a rotation. Spaced
education improved end-of-year knowledge-test performance. The study concerned medical students and
curricular knowledge; it did not measure employee SOP retention or inspection outcomes.

For inspection preparation, periodic practice is therefore a reasonable option to evaluate locally. Teams could
revisit record retrieval, explanations of procedures, and responses to unfamiliar questions, then assess
performance rather than infer competence from a training certificate. The appropriate interval should depend
on the task and observed performance, rather than an assumed universal forgetting percentage.

Operational Drift: CAPAs, Evidence, and Staffing
Beyond individual memory, entire systems drift without active maintenance. In the weeks between a mock and
a real inspection, various operational factors can erode readiness:

Open and Aging CAPAs: A mock may identify corrective and preventive actions that still need
implementation or effectiveness checks. ICH Q10 guidance recommends evaluating the effectiveness of
CAPA actions. Closure should therefore be assessed against implementation evidence and
effectiveness criteria, rather than treated as proof of durable control by itself.

A practical follow-up review could ask:

Does the investigation explain the problem and support the chosen action?
Have assigned actions been implemented and documented?
Has the team evaluated whether the actions worked?
Have relevant procedures and responsibilities been updated?
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These are proposed review questions, not a ranking of FDA observations or findings from a documented
company case series.

Stale and Incomplete Evidence: Inspections are not just about procedures on paper but verifying
current practice via evidence (records, logs, metrics). If evidence trails become outdated or are
“reconstructed” after the fact, auditors will fault the company. Regulatory training emphasizes
contemporaneous records – logged at the time events occur – as the gold standard evidence
(cyvitrix.com). A compliance guide notes that delayed or reconstructed records “carry less weight”
because they risk after-the-fact alterations (cyvitrix.com).

In readiness terms, this means that the paperwork backing the mock can go stale. For example, consider
training records: if employees were trained right before the mock, the training certificate is current. But if
dozens of new operators join the floor afterward, or if retraining is not logged, those records become outdated
by the real inspection. Likewise, equipment calibration logs, maintenance checks, or validation batches might
have been freshly documented during prep. Weeks later, some logs may have expired or lapses in routine
might have occurred. At inspection, auditors may view such gaps as weaknesses in process control, undoing
the mock’s earlier work. In short, “once correct” readiness evidence needs continuous updating – otherwise it
looks contrived.

Personnel Changes and Knowledge Drain: Often overlooked is the human factor: people come and
go. If key people who participated in the mock inspection (and hence carried institutional knowledge)
leave the company, their insights leave with them. Even temporary absences (vacation, illness) can
interrupt continuity. The scoping review on skill decay quotes a plant operator lamenting that unless
everyone does their tasks “regularly ... knowledge doesn’t get lost. … if someone is not working for a
longer period of time ... then knowledge is lost.” (www.mdpi.com). In practical terms, an inspection-ready
team may fragment before the actual event. New hires or untrained shifts may be unaware of the
nuances addressed in the mock. The result is that answers which were once well-rehearsed now lack
polish, and ad-hoc troubleshooting may be needed.

Process Drift and Culture: If daily operations deviate from written procedures, readiness may weaken.
For example, an SOP might specify a midday cleaning check, while staff use a different schedule
because of staffing pressure. Reviewing actual practice against current procedures can help a team
identify such discrepancies.

Operational readiness requires follow-up because records, responsibilities, and controls can change after a
mock. Delayed actions or personnel changes may leave gaps that the original exercise did not examine.
These are possible mechanisms to assess at a site, rather than evidence of a universal downward trajectory.

Organizational Blindspots and False Confidence
Even if teams recognize cognitive and operational decay in principle, organizational psychology often
blindsides them. Leaders and staff may overestimate the staying power of mock fixes. One common pattern
is the “checkbox mentality”: after a successful mock, management declares victory and shifts focus away. Yet
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as a compliance training expert warns, this is the “illusion of preparedness” – confusing participation or
checklist completion with real, enduring competence (finintegrity.org). In practice:

Participation vs Proficiency: Completing a mock or training module may feel like an achievement, but
it does not guarantee ability under real pressure. The Institute for Financial Integrity succinctly warns:

“That’s the illusion of preparedness. It’s when we mistake participation for proficiency, telling
ourselves that if the training is done, the risk is handled. … A checklist can’t replace judgment. A
certificate can’t build situational awareness. And knowing the rules isn’t the same as being able to act
on them when the stakes are high.” (finintegrity.org).

In an inspection context, managers may assume that completing a mock establishes readiness. The
commentary quoted above cautions against equating participation with proficiency.

Single-Point Fixes vs Culture: Another blindspot is assuming one fix eliminates a problem. If a mock
audit finds, say, a documentation gap, the team plugs that hole (a local fix). But by inspection time a new
issue might arise, or people might have simply reverted to bad habit elsewhere. Leadership may then
think “the issue was fixed, so we passed”; inspectors will see any slippage as a separate, unresolved
issue. This often reflects a failure of continuous improvement culture: instead of ingraining discipline, the
team merely resets to a provisional “compliance mode” temporarily.

Overconfidence and Surprise: After a mock, confidence runs high and complacency may set in. This
can be dangerous when an auditor asks an unexpected question or looks beyond the scripted
scenarios. If the team has not regularly practiced thinking on its feet, they may stumble. Overconfidence
can even blind leadership to subtle indicators of trouble. For instance, if during operations minor
deviations were quietly corrected without escalation (a common coping mechanism), leaders may
assume everything is fine – but an inspector will see the unresolved root cause.

Neglecting the Inspector’s Perspective: FDA’s Office of Inspections and Investigations (OII) leads the
agency’s field inspection and investigation activities. As a practical preparation step, leadership can
compare documented corrective actions with actual work on the floor and in the warehouse. This is the
article’s recommendation, rather than a quotation from an FDA official or a News-Medical interview.

In effect, the organization’s complacency can be its undoing. Real readiness requires humility and ongoing
vigilance; without them, assumptions drawn from the mock are exposed as illusions in the real audit.

Evidence and Limitations
The learning studies discussed above address memory and reinforcement in specific tasks and populations.
They do not establish the proposed organizational readiness curve, its time scale, or the frequency of adverse
inspection outcomes after successful mocks. No traceable provenance is supplied for the draft’s unnamed
device-firm and biotech stories, so they are not used here as observed evidence.

FDA terminology also matters. Form 483 inspectional observations are distinct from final inspection
classifications, warning letters, and enforcement actions. FDA explains that a Form 483 is not a final agency
determination of a violation; the agency considers the inspection report, collected evidence, and company
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responses when deciding what action is appropriate. Receiving a Form 483 should not be described simply as
“failing” an inspection.

Observation counts alone cannot establish whether a firm previously passed a mock, whether its controls later
deteriorated, or what caused an observation. A longitudinal assessment would need documented mock
findings, follow-up actions, timing, changes in staffing and operations, and subsequent regulatory outcomes.
Until such evidence is available, readiness decay remains a conceptual risk model.

Perspectives: Regulatory, Organizational, and Human Factors
To fully grasp readiness decay, it helps to look at multiple viewpoints:

The Inspector’s View: FDA’s May 6, 2025 announcement states its intent to expand unannounced
inspections of foreign manufacturing facilities, building on a pilot in India and China. It also explains that
U.S. manufacturers already undergo frequent unannounced inspections, with advance notice limited to
specific programs and cases. Preparation should therefore include the ability to retrieve records and
explain current operations without relying on advance notice.

Management and Leadership: Senior leaders often define inspection success around formal
indicators: no audit findings, CAPAs closed on paper, etc. However, these metrics can be misleading if
root causes weren’t truly addressed. Leadership culture has to champion everyday discipline. Experts
emphasize that readiness is a leadership issue: it requires tone from the top and active oversight, not
just checking a box (www.news-medical.net) (www.news-medical.net). When managers assume “we’ll
deal with it later” after a mock, or brag “we passed the drill,” they may neglect the need for sustained
controls.

Operational Teams: For staff on the ground, the pressure after a mock may paradoxically cause
fatigue: “We just fixed everything, why do we need yet another meeting on it?” If the team believes the
job is done, they may slack off, continuing corner-cutting routines that pre-dated the mock. Conversely,
they may suffer burnout if perpetual drills are imposed. The dissonance between “we passed” and
“inspectors found new problems” can also demoralize teams, especially if leadership fails to recognize
the readiness decay in between. Coffee-shop conversations often reveal the mindset: “We did the mock,
we should be fine,” or “I won’t worry until Form 483 is actually on my desk.” This mindset gap is the very
definition of the readiness blindspot.

Human Factors: The phenomenon ties into known biases. For example, optimism bias leads
individuals to believe bad outcomes (e.g. inspection failure) are less likely after preparation. Recency
bias can also distort judgment: recent successes (the mock) loom larger than older or subliminal failures
(minor slip-ups in daily checks). If training and compliance feel routine or staid, teams may drift into
autopilot, unaware of creeping noncompliance. Essentially, if feedback loops (such as frequent internal
audits) are weak, organizations become ignorant of their readiness gap until an external trigger (the real
audit) jolts them.

These perspectives suggest practical questions about procedural controls, organizational culture, and staff
performance that a readiness review could examine.
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Regulatory Context and Practical Actions
FDA uses remote regulatory assessments (RRAs), which include voluntary interactive evaluations, such as
livestreaming, teleconferences, and screen sharing, as well as requests to review records and other
information under existing authority (FDA’s remote oversight tools). These tools provide additional oversight;
they do not establish a universal readiness-decay rate.

For pharmaceutical quality systems, ICH Q10 guidance recommends periodic formal management review and
monitoring of process effectiveness. The following are practical options to adapt to a site’s risks and applicable
requirements:

Spaced practice: Revisit important procedures and inspection scenarios periodically, assessing
whether staff can retrieve information and apply it correctly.
CAPA follow-up: Assign owners and deadlines, retain implementation evidence, and evaluate action
effectiveness before relying on closure status.
Routine record checks: Review whether training, calibration, maintenance, and other relevant records
reflect current operations.
Staff continuity: Cross-train appropriate staff, communicate changes across shifts, and check that new
or replacement personnel understand their responsibilities.
Management review: Use measures such as overdue actions, recurring deviations, and demonstrated
training performance to decide where additional attention is needed.

These measures are proposals for maintaining controls between inspections. Their local effectiveness should
be assessed; they do not guarantee a particular regulatory outcome.

Hypothetical Illustrations
The following scenarios are hypothetical teaching examples, not accounts of identified companies or
documented inspections:

Device manufacturer: A team closes actions from a mock on paper without checking whether the
changes work in practice. A later review reveals that the original problem persists.
Pharmaceutical manufacturer: One shift adopts a revised documentation procedure, but another shift
has not received the change. A mock involving only the first shift misses the communication gap.
Clinical laboratory: A mock confirms that staff understand data-integrity principles, but subsequent
personnel changes leave gaps in training documentation and responsibility assignments.

These scenarios illustrate questions to test during follow-up. They are not evidence of how frequently
readiness deteriorates or how regulators will classify an inspection.

Evaluating Readiness Over Time
A team could test the proposed readiness analogy by tracking the same controls after a mock and at later
intervals. Useful measures might include corrective-action effectiveness, record currency, and staff
performance on relevant tasks. Such an assessment should distinguish elapsed time from other changes,
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including turnover, process changes, and differences in what each audit examined.

Dashboards, learning platforms, and analytics could support that work, provided their outputs are checked
against reliable records and observed practice. The sponsored interview cited earlier offers a practitioner’s
perspective on maintaining preparation (www.news-medical.net); that opinion should be kept separate from
measured outcomes or regulatory policy.

The value of these tools should be assessed locally. No claim is made here that adopting continuous
monitoring will reduce the frequency of unannounced inspections.

Conclusion
The readiness decay curve is a conceptual analogy for risks that can arise after a mock inspection. A
successful rehearsal should prompt follow-up questions about current records, corrective-action effectiveness,
staff continuity, and demonstrated performance. It does not establish a measured trajectory of deterioration.

A practical approach is to make those checks part of routine quality management. For pharmaceutical quality
systems, ICH Q10 recommends periodic formal management review. The recommendations and hypothetical
illustrations in this article should be assessed against a site’s actual risks and applicable requirements; they
are not guarantees of inspection success.
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