Every GMP organization can prove what it decided. Fewer can still explain why —
and the gap between those two facts is where the cost hides.
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Executive Summary

Most organizations preserve decision outcomes far more consistently than they preserve

the reasoning behind them.

During inspections, investigations, audits, management review, technology transfer, and leadership
turnover, the question is rarely what was decided. It is why the decision was considered appropriate — and
that answer is rarely sitting in the record.

When it isn’t, the organization reconstructs it. Quality Assurance, Manufacturing, Regulatory Affairs,
Engineering, Validation, and executive leadership each do a piece of that work without ever naming it as a
single process — because no one function owns the whole thing.

Documentation records that the work happened. Reasoning explains why it produced the
outcome it did.

That distinction is the argument of this report. The hidden cost is not the paperwork. It is the recurring
organizational effort spent recreating — call it the record behind the decision — understanding that
already existed once and was never permanently preserved.

Decisions are made
once.

Reasoning is
reconstructed
repeatedly.
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The Structural Gap

Every quality system records events. Not every quality system preserves reasoning.

A completed deviation record proves an investigation happened. A closed CAPA proves corrective action
was approved. A released batch proves someone with authority signed off. None of these records has to

preserve the judgment that connected the evidence to the decision — and most don't.

The QMS records what was decided. The reasoning behind the authorization lives outside
the system, and it fades.

This isn’t a procedural failure. It’s the difference between recording a workflow and preserving a judgment.

Workflows explain sequence.

Reasoning explains authorization. The gap between them stays invisible until someone who wasn’t in the
room needs the answer — and by then, retrieving the record is easy and retrieving the reasoning is not.

THE DISTINCTION THAT MATTERS

Same decision. Different work.

Quality systems capture what happened.
Reconstruction consumes intellectual capacity.

WHAT YOUR QMS PRESERVES WHAT IS OFTEN LOST
Evidence that the decision occurred. The reasoning behind the decision.
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ADMINISTRATIVE WORK INTELLECTUAL WORK RECONSTRUCTION IS REAL WORK.
Captured once. Recreated every time. THE COST IS REAL.

Reconstruction Follows the Same Six Stages Every Time

The underlying GMP decision changes — deviation, CAPA, validation, change control, batch release,

supplier qualification. The reconstruction process that follows it barely does.



ONE PATTERN. ACROSS INDUSTRY. REPEATED.

Evidence from FDA Warning Letters and 483s (2021-2025)

Inspectors across product categories identify the same root problem: missing or inadequate reasoning.

EVIDENCE EXCERPTS

“Failure to investigate discrepancies to determine the
cause and take action to prevent recurrence.”

— Sterile Drug Manufacturer | Warning Letter | 2024

“Your firm does not evaluate all potential causes of
deviations. Investigations lack sufficient depth and
documentation to support conclusions.”

- APl Manufacturer | Warning Letter | 2023

“CAPA investigations are not comprehensive. Root cause
determinations are not adequately justified by data.”
— Medical Device Manufacturer | 483 Observation | 2022

“Investigations do not include a thorough review
of all relevant factors. Corrective actions are not
supported by adequate justification.”

- Food Manufacturer | 483 Observation | 2021

“Failure to document rationale for acceptance of
out-of-specification results.”
~ Cosmetic Manufacturer | Warning Letter | 2025

SESIENCIO

SOURCE PANEL

147 Warning Letters

312 FDA 483 Observations

22 Product Categories
2021-2025 Date Range

FDA Databases + Internal Tracking

Consistent Language, Same Gap

COMMERCIAL POSITION

This is the work organizations must do to defend
decisions when questioned.

OOOOOO

Across products. Across firms.

Across years.

The recurring issue is not the event.
It is the missing reasoning behind
the decision.

Different companies. Different products. Same gap. Same risk. Same reconstruction.

Stage One — The Decision

Evidence reviewed. Risk assessed. Alternatives discussed. A decision authorized.

Reconstruction Begins When History Is Needed,

Not When Records Exist.

In routine operations, decisions are made and recorded.

Reconstruction begins when the reasoning behind the decision is questioned.

1 ROUTINE OPERATIONS 2 HISTORY IS NEEDED

The decision is made and recorded.
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RECORD
The decision and
approval are
captured in the
«quality system.

?2 -

TRIGGER

An inspection, audit,
leadership review, or
| investigation requires
an explanation.

AUTHORIZE
A qualified individual
or team authorizes
the decision

EVALUATE

Evidence is
reviewed and
alternatives are
considered.

The reasoning is no longer accessible.
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Participants Historical events,  Reasoning, context,  Alternativesare ~ EXPLANATION

A response is
prepared using
reconstructed
reasoning.

reevaluated and
conclusions
recreated.

and alternatives
are recreated.

decisions, and
communications
are pieced together.

interpret evidence
and recollect
information.

T
INTELLECTUAL WORK. TIME CONSUMING. COSTLY.

Information is located. Context is recreated. Reasoning is rebuilt.

Q

Quality systems preserve evidence that a decision occurred.
= They do not preserve the reasoning that explains why.

RECONSTRUCTION IS THE EXPENSIVE GAP
BETWEEN THE DECISION AND ITS DEFENSE.

© ComplianceWorxs



Stage Two — The Record

The outcome gets logged. Approvals documented, workflow closed, supporting records linked. The
organization moves on.

Stage Three — The Fade

Time passes. People leave. Projects close. The reasoning that supported the decision scatters across
meeting notes, email, spreadsheets, and memory that’s no longer in the building.

Stage Four — The Question

An inspection. A customer audit. A repeat deviation. A new VP of Quality. The trigger varies. The question
doesn’t: why was this decision made?

Stage Five — The Rebuild

Records pulled. Participants interviewed, if they're still there. Old discussions reviewed, evidence
reassembled, the original reasoning recreated from scratch.

Stage Six — The Defense

Only now can the organization explain a decision it made months or years earlier — reconstructed, not
retrieved.

Reconstruction Is Distributed Work — Which Is Why No One Sees It

Quality Assurance contributes. Manufacturing contributes. Engineering, Regulatory Affairs, Validation, and
executive leadership all contribute. Each function does its slice and moves on, which means no single
department ever experiences the full cost — and no one is positioned to flag it as one recurring problem.

The pattern shows up as:

— Quality Assurance re-building decisions it already made once

— Executive time diverted to explaining history instead of running the business
— Slower inspection response

— Repeated investigations into the same underlying question

— Inconsistent explanations for the same decision, told to different audiences

Viewed inside one department, each of these looks like a normal cost of doing business. Viewed across the
enterprise, they are the same activity, billed six different ways.
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Reconstruction is
expensive.

It consumes high-value people,
delays decisions, and exposes

the business to

WHAT WAS
CONSIDERED?

Wiy THIS opTion?
\WHAT WAS THE RiSk?

THE HIDDEN ENTERPRISE COST

Mos
cost
unm

Reconstruction requires intellectual work,
not administrative work.

LABOR

risk.
recreating past
reasoning.

- QA
« Engineering

« Regulatory Affairs
» Manufacturing

« Leadership

COST IMPACT

®

20-200+
HOURS

per event

t organizations do not track the true
of reconstruction—so it continues
anaged and unchallenged.

High-value employees
spend hours or days

DELAY
Reconstruction slows
decisions, responses,

and product
movement.

« Batch release

* Change approvals

« Investigation closure
+ Regulatory response
= Audit response

COST IMPACT

DAYS TO

WEEKS
of delay

JAN

RISK
Incomplete or
inconsistent explanations
increase compliance
and quality risk.

» FDA observations
« Form 483s

= Warning letters

« Rework / scrap

* Product holds

COST IMPACT

©)

HIGH
potential
exposure

Reconstruction is not a one-time expense.
It is a recurring cost of doing business.
Every decision that lacks preserved reasoning

"
r_J

REPEAT WORK
The same decisions are
questioned again
because reasoning
was not preserved.

+ Duplicate investigations
+ Reopened CAPAs

+ Repeated audits

+ Rework of responses
+ Re-training

COST IMPACT

)

CONTINUOUS
recurring drain on
the organization

becomes a future cost center.

Where Reconstruction Shows Up

Deviation Investigation

A new deviation surfaces a near-identical one from years earlier — record on file, CAPA closed, but no trace
of why the earlier team accepted that root cause. The investigation stalls while old email gets pulled and
the earlier reasoning gets rebuilt from scratch.
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Deviation Investigation

The facts are found. The reasoning is lost.

EVENT

A fill volume
deviation identified
during routine
production.

ACTION TAKEN
Investigation opened.
Root cause identified.

Corrective actions

implemented.

RECORD CLOSED
Deviation report
completed and
approved in the

QMms.

LATER QUESTION
Why was this
concluded to be a
piston wear issue
and not fill pump

The team documents what happened during the deviation.
Months later, someone asks why the final conclusion was

reached. Reconstruction begins.

WHAT THE QMS PRESERVES TIMELINE RECONSTRUCTION ACTIVITIES
@& Deviation description Day 0 Interpret evidence

Timeline of events
Data and observations
Investigation steps taken

Root cause conclusion

Deviation occurs.

Days 1-10

Investigation conducted

calibration?

Review historical data, instrument logs, batch records,
and environmental conditions.

Reconnect events

Rebuild the sequence of what happened and
what was known at each step.

CAPA summary Data collected. Tests run. v . Interview people
Cause concluded. Find and speak with operators, investigators, engineers,
ERProV I S SIghetice:: ™ " and others who were involved
3
The record shows what was done. It does not show why Day 11 /E Review correspondence
the conclusion was the right one. R + finalized § Search email threads, meeting notes, and messages
RS- = for context and decisions.
T CAPA approved. 3 b .
INTERVIEWS Closed in QMS. m Locate supporting studies
PAST REPORTS b \! Retrieve reports, vendor info, method references,

DATA FILES
MEETING NOTES

and prior test results.

Month 7+ SR .
- (<3 Reevaluate alternatives

Quisstionaicns. . \_ T Reopen hypotheses that were considered and set aside.
Reconstruction begins. ~—

Reconstruct context

Rebuild the business, operational, and risk context
that was never captured.

time are consumed.

People, memory, and el I \

The ir HIGH
RISK

of incomplete or
inconsistent rationale

tigation is not the problem.
The problem is having to reconstruct it.

20-80+
HOURS
of high-value labor

5-30
DAYS

to reassemble the story

REAL COST
TO THE BUSINESS

Delay, disruption,
and distraction

A

or, Quali

urance

FDA Inspection Preparation

The inspection doesn’t create the problem. It exposes it. Investigators ask “How did you reach this
conclusion?”, not “Can you produce the record?” — and rehearsing that answer is what actually consumes
the prep time.

COMPLIANCEWORXS

FDA Inspection Preparation

When the investigator asks, the record is silent.

THE FDA REQUEST

“Provide the basis for your decision to approve this batch for release on 03/14/23."

< 7 i - WHAT WHY REFERENCE IMPACT
ThelEbRirequestsidocumentation supportingaicriticalicecision Batch release Routine inspection 21CFR211.192(),  Inability to provide a clear,
made 18 months earlier. The team has the outcome, but not the decision from of sterlity assurance 211.100(b), complete rationale may

18 months earlier and batch records result in observations

or Form 483,

reasoning behind it. Reconstruction begins. Integrity of records

WHAT THE QS sHows

WHAT MUST BE RECONSTRUCTED

W ok Day 0 /4 Evidence Interpretation
Batch Release Record B THCHC EHowE: FDA request received. (Sle ) How were the sterility and environmental data evaluated?
Bateh No. BR 230314 WHAT s dons: "/ What was the significance of the results?
Product Product A @ Batch number Days 1-5 e : )
Release Date 03014/23 @ Test results Search for docymentaion 21 Alteratives Considered
Released By 3. Smith © Files, emails, instruments, \§ * Y > ,J What other options were considered (e.g., rework,

J Approvel seriairs spreadsheets. ~—— extended hold, additional testing) and why were they
Status @ Released @ Release date not chosen?
Days 6-15

.

o The record does not show WHY the decision was made.

Interview people.
Reconstruct discussions,
assess memory reliabilty. /

Risk Assessment
What was the risk of releasing the batch?

No evidence of how the data was evaluated, Was it within the organization's risk tolerance?

what alternatives were considered, or why the risk was acceptable. Days 16-30+ =
Bkl /'O Rationale for Decision
Draft explanations, N} ) Why was release the most appropriate decision
7

management reviews, at that time?

legal/regulatory review.

Authorization

Who authorized the decision and based on what
information?

Outcome
Response submitted
weeks after request

‘ ‘ During an inspection, we are not evaluated on 40-120+ 3-6 HIGH SIGNIFICANT
what we did. We are evaluated on why we did it HOURS WEEKS @ RISK CosT
and whether we can prove it.” of investigation to assemble a of FDA observations Diverts senior talent
and reconstruction complete response or Form 483 from ritical priorities

— Former FDA Investigator



Customer Audit and Personnel Turnover

A customer with a fully signed, fully validated process change still asks why this approach over the
alternatives — forcing a reconstruction of a conversation Quality, Manufacturing, and Engineering never
wrote down. Personnel turnover produces the same gap on a longer fuse: the file transfers when a reviewer
leaves, the judgment behind it doesn’t, and their successor inherits a record without the thinking that it
produced.

The Economics of Reconstruction

No organization keeps a line item
called “decision reconstruction.”
That’s exactly why it stays invisible.
The categories below are a

The Business Cost of

Reconstructing Lost
GMP Decision Rationale

Reconstructing decision reasoning consumes experienced
talent, delays critical work, and exposes the organization
to increased risk. These are illustrative costs based on
interviews with quality leaders across the industry.

Low TYPICAL HIGH
RECONSTRUCTION SCENARIO ESTIMATE ESTIMATE ESTIMATE
Single deviation
Q ivesteation $5000  $12,000  $25,000
(reconstructing decision
history)
FE: |r:::)ie°|:|tlon
M _ $50000  $100,000  $200,000
(decision reconstruction

across multiple areas)

Customer audit
(decision rationale $15,000 $35,UOU $75.000

reconstruction)

Do
9

Repeat investigation
due to lost knowledge

$25,000 $40,000 $55,000

Knowledge loss from
key employes departure $75,000 $125,000  $200,000

Inconsistent decisions
across sites $100,000 $250,000  $500,000

{annual cost)

These costs are illustrative examples of recurring reconstruction effort
rather than fixed industry benchmarks.

@ & Do Q

RECONSTRUCTION

IS NOT A SINGLE EVENT.

IT IS RECURRING
ENTERPRISE WORK.

HIGHER COST

I

|N|:UN5ISTEHT

(fgf;) DECISIONS ACROSS
X2 giTes (ANNUAL)

KNOWLEDGE LOSS
FROM KEY EMPLOYEE

() DEPARTURE

<> DA INSPECTION
m PREPARATION

representative economic model, not
industry benchmark data — they
describe where the cost hides, not a
number any single organization
should expect to match.

Direct Labor

Reconstruction runs on judgment,
not retrieval, so it consumes the
most expensive time in the building:
senior reviewers interpreting old
evidence, scientists reassessing
conclusions, executives vetting the
explanation before it goes external.

Operational Delay

While the reasoning gets rebuilt,
everything downstream of it waits
— open investigations, inspection
prep, customer responses,
technology transfer. The cost isn’t
just labor. It’s the organization
standing still.

Industry Analysis 1A-2026-001 | The Hidden Cost of GMP Decision Reconstruction © ComplianceWorxs

Knowledge Continuity

When reasoning lives only in memory, organizational capability depends on specific people staying
employed. Every departure converts into reconstruction work for whoever inherits the file.

Repeat Work



The same decision gets explained during the original investigation, then again at management review, then
again at inspection, then again at the next customer audit. Each retelling re-does work that was already

done once and never preserved.

A Representative Reconstruction Event

A repeat deviation or a customer audit revisiting a two-year-old decision typically draws in two to three QA
staff, a manufacturing manager, and an engineering or technical SME for 12 to 40 hours combined, plus

senior review time before anything external goes out the door.

This is a representative model built from typical regulated-manufacturing labor costs and reconstruction
patterns — not audited financial data from any single organization, and not an industry benchmark. The
reliable number is not a dollar figure. It's the count: how many times in the last year did your organization

pay that cost for a decision it had already made once.
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Same Pattern,
Different Trigger.

Different events. Same problem. Same cost.

Y / % :
TRIGGER {& ( ||!
L5y \/‘

Whether it starts as a deviation, an inspection, an audit, or turnover,
the organization faces the same gap:

@/ The reasoning behind the decision was never permanently preserved.
So the organization must reconstruct it later.

WHAT HAPPENS

THE QUESTION

THE RESPONSE

THE IMPACT

THE PATTERN IS CONSISTENT

The trigger changes.
The gap does not.

A deviation occurs during
routine operations.

The team documents what

happened and closes the report.

“Why was this determined
to be a deviation?”

The team reconstructs the
investigation and rationale.

Time, delay, disruption,
and risk.

FDA requests the basis for a
past decision.

The team provides the outcome
but cannot fully explain the
reasoning.

“Why was this decision
authorized?”

The team reconstructs the
decision and supporting basis.

Time, regulatory risk,
observations, 483s.

The only variable is when you pay for it.

Customer auditor requests
supporting rationale.

The team provides records
but cannot explain why that
option was chosen.

“Why was this approach
selected?”

The team reconstructs the
evaluation and justification.

Audit findings, repeat
requests, lost confidence.

DECISION MADE RECORD CREATED TIME PASSES
Reasoning exists _> Outcome documented. _> People, context,
i 's mil Reasoning not captured. and memory change

in people’s minds.

Subject matter expert leaves
the organization.

Historical context and
reasoning leave with
the individual.

“Why was this decision
made this way?"

The team reconstructs the
context and decisions.

Lost knowledge, rework,
inconsistent decisions.

HISTORY IS NEEDED
Reconstruction begins.
Cost is incurred.

Capture the reasoning once. Eliminate reconstruction.

Why a Mature QMS Doesn’t Solve This

Modern QMS platforms handle deviations, CAPAs, change control, training, and electronic signatures with a
level of workflow control that didn’t exist two decades ago. Organizations running these systems still

reconstruct historical decisions on a regular basis.



That’s not a QMS failure. It’s a scope gap. A QMS is built to answer workflow questions — was it opened,
was it approved, was it closed. It was never built to answer judgment questions — why was this the root
cause, why was this batch acceptable, why were the alternatives rejected. Those are different questions,
and only one of them has a system behind it.

Seven gaps a workflow system leaves open:

— The Reasoning Gap — the decision is on file; why it was made often isn’t.

— The Fragmentation Gap — the reasoning that does exist is scattered across meetings, email,
spreadsheets, and notebooks, with only the conclusion making it into the formal record.

— The Content Gap — a workflow closing on schedule says nothing about whether the reasoning inside
it was any good.

— The Context Gap — the operational pressures that shaped the call (schedule, supply, equipment
limits) rarely make it into the permanent record.

— The Linkage Gap — systems link deviation to CAPA to change control cleanly; they don’t explain why
one led to the next.

— The Knowledge Gap — tacit expertise built over years of investigations leaves with the reviewer
who built it.

— The Analysis Gap — a system can confirm a section was completed; it can’t judge whether the
reasoning in it holds up.

None of this tracks with digital maturity. Organizations with sophisticated, well-run quality systems
reconstruct reasoning just as often as anyone else, because workflow control and reasoning preservation
solve two different problems. Executives don’t ask whether a decision was approved. They ask whether the
organization can still explain why.
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COSt Anaton.ly: Reconstruction is hidden because it happens
The Economlcs Of Q :i"ter tlheldechion a:c: ot:t:idi the 2stTm; *
Reconstruction ' ’

by high-value people. The costs are real, recurring, and avoidable.
Reconstruction consumes more than time.
It consumes the organization.
THE RECONSTRUCTION COST STACK

LABOR DELAY & DISRUPTION RISK & EXPOSURE KNOWLEDGE LOSS REPEAT WORK
High-value time Operational impact Regulatory and quality risk Institutional erosion Redundant cycles
i
090 + @ = VAN + (') + '
* QA, Engineering, RA, Manufacturing, * Decisions delayed * FDA observations, 483s, * Context and reasoning lost * Same decisions questioned again
and Leadership + Batch release or change approvals Warning Letters + Tribal knowledge walks out + Reopened CAPAs
* Interviews, searches, and analysis pushed out « Increased audit findings the door « Repeat audits and rework
« Drafting, reviewing, and aligning « Project and product timelines « Product holds or restrictions = Inconsistent decisions of responses
responses extended « Reputational damage over time * Re-training and re-aliganment
TYPICAL RANGE TYPICAL RANGE. TYPICAL RANGE TYPICAL RANGE TYPICAL RANGE
20-200+ DAYS TO WEEKS HIGH ONGOING CONTINUOUS
HOURS PER EVENT PER EVENT POTENTIAL LIABILITY DEGRADATION DRAIN ON RESOURCES

THE BOTTOM LINE
MULTIPLIER EFFECT A~ WIDESPREAD IMPACT :A:: :00 SEE.
Every unpreserved 000 . hes every function, A PAY.
It happens off the books

Reconstruction is not a one-time expense. /l
[ 1]
.I.ll. decision becomes a ’ not just Quality.

ring enterprise that compounds
with every decision that lacks preserved reasoning. future cost center. but shows up in results.

> CAPTURE THE REASONING ONCE. ELIMINATE RECONSTRUCTION. PROTECT TIME, QUALITY, AND THE BUSINESS.



Ten Events That Expose the Gap

Reconstruction isn’t scheduled. Nobody budgets for it or reports on it quarterly. It shows up when one of
these ten events forces a historical decision back into the light — and every one of them ends at the same
underlying condition: the reasoning is no longer retrievable, so it has to be rebuilt.

— FDA Inspection — moves past procedure fast, settles on judgment.
— Major Deviation — forces a check on whether an old, related decision still holds up.
— Repeat Deviation — the clearest sign the original reasoning was never captured.

— Customer Audit — increasingly asks how a decision was reached, not just whether it was
documented.

— Leadership Transition — a new executive inherits decisions without the discussions behind them.

— Technology Transfer — the receiving site needs the reasoning, not just the parameters.

— Organizational Growth — a shrinking share of the org has direct knowledge of any given decision.

— Mergers and Acquisitions — procedures merge cleanly; historical judgment does not.

— Employee Turnover — the slowest trigger, and the most cumulative.

— Management Review — where unresolved historical questions get forced out loud.
Different triggers, same shape: a completed decision, a demand for explanation rather than more
documentation, several functions pulled in, senior judgment consumed, and the difficulty compounding
with every year that passes.
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Every decision that lacks preserved reasoning

Enterprise Cost Summary: creates an unplanned future cost.

» Multiply that a s dec ns, functions, and time.
Reconstruction Is a
Recurring Enterprise Expense. s oo s L, o
It drains resources, slows the business, and $1.2M - $35M+ .I.El 250 - 750+ m

increases regulatory and quality risk.

3 per year across the enterprise
in unplanned costs from decision reconstruction Lo

THE CUMULATIVE IMPACT ENTERPRISE ANNUAL COST BREAKDOWN (ESTIMATED RANGE)

COST CATEGORY DRIVERS TYPICAL RANGE % OF TOTAL
TIME COMPOUNDS "
Hundreds or thousands of high-value hours LABOR L :nveshgat\on :nd an;lys;s
undre 8 « Interviews and searches = A0-5
redirected from strategic work. High-value time « Drafting and alignment $600K - $1.6M+ 0%

Management review

RISK ACCUMULATES = Decisions delayed
& ) k - DECAY ISRUCTION « Batch release / change approvals SBOOK - 5900K+ \ 20-25%
More decisions without defensible reasoning Operational impact « Project and product timelines
increase regulatory and quality exposure.
= FDA observations, 483s, Warning Letters \
!j: RS EXPOSURF « Audit findings and rework $200K - $600K+ 10-20%
PERFORMANCE SUFFERS Regulatory and quality risk « Product holds or restrictions
Delays, rework, and uncertainity slow execution - =
d red t. + Turnover of key personnel
ok UOS DUt @ KN‘_)W_LEDGE LOssS = Context and rationale lost SlOOK = S400K+ 5-10%
Institutional erosion « Inconsistent decisions over time
KNOWLEDGE ERODES « Duplicate investigations Ld
REPEAT WORK
@ Institutional knowledge walks out the door, @ N + Reopened CAPAS $100K - $300K+ 5-10%
making the next reconstruction even harder. * Repeat audits and rework
TOTAL ESTIMATED ANNUAL IMPACT $1.2M - $3.5M+ 100%
2 s i Organizations don't track these costs because they are dispersed across s ENEC Ve AR AVAY
This is not a documentation problem. funclions sl bt i Howvork gels dons, O/' Cap;ure the r'eahsoging once
. . at the time of the decision.
It is an enterprise cost problem. But the impact is real, measurable, and avoidable. Eliminate reconstruction.

Eliminate the cost.

*Mid-size organization assumption: ~$250M-$1B revenue; 250-1,000 employees; regulated life sciences / manufacturing.



Findings

FINDING 1 Reconstruction Is Organizational, Not Individual

[t gets treated like a Quality Assurance problem. It isn’t. QA, Manufacturing, Engineering, Validation,
Regulatory Affairs, and leadership all carry part of it — which means the enterprise pays for work that no
single function ever recognizes as its own.

FINDING 2 The Cost Is Mostly Hidden
Investigation duration, CAPA completion, inspection observations, cycle time — none of the metrics

»” o«

organizations already track isolate reconstruction effort. It hides inside “another meeting,” “another

» o«

review,” “another explanation,” and never gets counted as one thing.

FINDING 3 Time Makes It Worse

Documents survive. Context doesn’t. The longer the gap between the original decision and the moment
someone has to defend it, the more expensive the reconstruction — which is exactly why old decisions are
the ones inspections, audits, and leadership changes keep surfacing.

FINDING 4 Maturity Doesn’t Fix It

Reconstruction isn’t a sign of a weak quality system. Well-run organizations with strong governance and
clean inspection histories reconstruct reasoning just as often, because the gap is structural — preserving
workflow was never the same job as preserving judgment.

FINDING 5 It’s the Same Work, Done Twice

When the reasoning isn’t available, the organization doesn’t generate new understanding — it recreates
understanding that already existed once. The evidence, the investigation, the authorization: all already
done. The intellectual effort to connect them gets paid for twice.

FINDING 6 It’s Friction, Not Progress

[t consumes senior expertise without moving the organization toward a new decision. It just rebuilds
something that was already true.

THE RECONSTRUCTION EQUATION

Decision — Preserved Reasoning = Future Reconstruction
Decision + Preserved Reasoning = Permanent Organizational Knowledge



What Leadership Should Do Now

Quality organizations have spent two decades improving procedural control — stronger audit trails, more
mature document control, more standardized approval workflows. That investment paid off. It also solved

a different problem than the one in this report.

Documentation records that work happened. Reasoning explains why the work produced the outcome it
did. As quality organizations get more sophisticated, that second gap becomes the more expensive one to

ignore — not less.

Organizations preserve their decisions more reliably than they preserve the reasoning
behind them. When that reasoning can’t be retrieved, someone has to rebuild it — and
rebuilding it is the cost this report is actually about.

Automation, workflow integration, and better analytics will keep improving execution. None of it closes this
gap unless the reasoning itself becomes part of the permanent record, captured at the moment the decision
is made — not reconstructed months or years later, under pressure, by whoever is left to answer for it.

If reconstruction is the recurring cost, preserving decision reasoning at the moment of authorization is the
structural fix — not another workflow step, but a different artifact: one that answers "why" without

requiring anyone to remember, search, or rebuild it later.
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The organizations that succeed will be those that treat

What Leadership decision reasoning as a managed t, not a byproduct

of memory or effort.
Should Do Now.

Reconstruction is a structural problem.
Leadership can eliminate it.

LEADERSHIP ACTION PLAN

828 ant]

The objective is simple: o 0 o 9
Capture the reasoning behind critical RECOGNIZE PRIORITIZE ESTABLISH A ENABLE AND SUSTAIN AND
GMP decisions at the time they are THE GAP BY RISK STANDARD MEASURE IMPROVE
made so they can be trusted months Acknowledge that Focus first on the Define what Provide a simple, Review, learn, and
workflows are decisions that complete decision repeatable way to continuously
or years later. tracked, but the carry the highest reasoning looks capture reasoning strengthen how
reasoning behind regulatory, quality, like and require it and track reasoning is
decisions is not or business before approval compliance with captured and
consistently consequence. or closure. that standard. retained.
preserved.
LEADERSHIP OUTCOMES
REDUCED RISK TIME AND COST SAVED KNOWLEDGE PRESERVED / BETTER DECISIONS * LEADERSHIP CONFIDENCE
Stronger regulatory Eliminate recurring Reasoning stays with More consistent, ® . @ Executives and boards
defensibility and fewer reconstruction effort the organization, well-supported decisions. ‘.‘ see risk, decisions, and
observations, findings, across inspections, not with individuals that stand up to rationale with greater
and citations. audits, and reviews. or memory. scrutiny. clarity and control.

G THE RESL » Leaders don’t get questioned for
the decisions they made.

They get questioned for the ones

they can’t explain.

Fund the capture of reasoning once, Your organization stops paying to reconstruct the past

at the time of the decision. and starts operating with a defensible record of why.




Start Monday morning. Pull your last ten high-consequence decisions — batch
dispositions, CAPA closures, deviation classifications. Count how many a reviewer
who wasn’t in the room could explain today without a single interview. That number
1S your reconstruction exposure.

When the inspector, the auditor, or the new VP of Quality asks who authorized a decision
and why, ComplianceWorxs is the record that answers.

ComplianceWorxs captures decision reasoning once, at authorization, so an organization never has to fund
its reconstruction again. Every case file preserves five things a workflow closure never does:

— The evidence reviewed

— The alternatives considered — and why they were rejected
— The risk assessment

— The decision rationale

— The authorization itself

The economic impact
is measurable.

Quantify the hidden cost.
Build the business case.

DECISION RECONSTR UCTI
0
ECONOMIC IMPACT y

Reconstruction consumes time, diverts talent,

delays decisions, and creates risk. The Economic $”2"":°5°K” HOURS LosT

Case helps you put real numbers to that impact rm.&",.mm 14,560

and build a clear rationale for change. Tots Estimateg Hoyrs.
COST BREAKDOWN

 Pecple Time
™ Calculate your cost

oo "
asg Use your data to estimate the true
cost of decision reconstruction,

See the financial impact
Understand savings, risk reduction,
and productivity gains.

Strengthen your case \
Build a data-driven business case = = —

for leadership and stakeholders.

CRASE.
BUILD THE
=~ REDUCETHE 025‘-
Drive informed decisions pRESER“E‘“
: _ REASONNG-
Make the investment case for preserving =
reasoning — and stop paying to rebuild it.

Calculate the cost of decision
l:l reconstruction in your organization.
— Review the Economic Case:

https://www.complianceworxs.com/the-case e
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