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FRAMEWORK

The Five Gaps Behind Compliance Exposure
Most compliance exposure does not begin with a missing SOP. It begins with a gap between what happened and

what the organization can later prove.

EVIDENCE AUTHORITY RISK REASONING CONTINUITY

EVIDENCE What did we know?

AUTHORITY Who had the right to decide?

RISK What were we concerned about?

REASONING Why did this action make sense?

CONTINUITY Will the record still explain it later?

The goal is not more documentation.

The goal is better evidence where the decision matters most.
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FRAMEWORK

The Evidence Gap
What did the decision-maker actually know?

A record may contain a final conclusion

without showing the evidence available when

the decision was made.

The problem is not necessarily that the evidence did not exist.

It may have existed in laboratory results, batch records,

environmental data, deviation records, equipment logs,

emails, subject-matter expert input, previous investigations, or

trending reports.

The weakness appears when the decision record does not

make clear which evidence actually mattered.

What a reviewer may ask
What information did you rely on?

Was that information available before the decision was made?

Which evidence was considered most important?

Weak documentation

No product impact identified.

Stronger documentation

Review of the affected batch

record, equipment alarm history,

in-process test results, and prior

comparable events found no

evidence of impact to critical

process parameters. These

findings supported continuation

under documented additional

monitoring.

The second example does not merely state the conclusion. It

shows the bridge between evidence and action.

The management question

Can we show what was known at

the time without rebuilding the

record later?

ComplianceWorxs Magazine  |  Issue 01  |  October 2026 13THE FIVE GAPS





FRAMEWORK

The Risk, Reasoning & Continuity Gaps
Three gaps that determine whether the decision survives scrutiny.

Risk
A good decision can still look weak later if the record does not

show that meaningful risks were recognized and evaluated.

Risk considered low.

Low based on what? Low in relation to what? A stronger

record identifies the concern, the evidence used, and any

residual control.

Reasoning
Organizations are usually good at recording conclusions. They

are less consistent about preserving the reasoning that

connects evidence, risk, authority, and action.

Proceed with production.

That states the action. It does not explain why the action was

considered appropriate.

Continuity
A continuity gap exists when understanding of an important

decision depends on the continued availability of the people

who made it.

Warning signs include: “Ask Sarah.” “The old Quality Director

would know.” “There was a meeting about it.” “I think there

was an email.” “That was before we changed systems.”

Would this decision still be

understandable if everyone

involved left tomorrow?

Together
Evidence. Authority. Risk. Reasoning. Continuity. If those

answers are visible, the organization has a strong foundation.

If they have to be reconstructed, there is exposure.
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RECURRING DEPARTMENT

The Signature, Meeting & Email Traps
Three places where reasoning often disappears.

The signature trap
A signature proves something important: someone approved

the record. It does not automatically prove why that person

considered the action appropriate.

The meeting trap
Important quality decisions are often made collaboratively.

The weakness appears when the meeting becomes the only

place the reasoning existed.

The solution is not to create

transcripts of every meeting. It is

to preserve the decision that

emerged from the meeting.

The email trap
Email frequently becomes an accidental decision system. A

thread may contain excellent reasoning, but the rationale may

be spread across twenty messages and the final decision may

never be clearly stated.

The fact that reasoning existed somewhere does not mean it

was preserved well.

A decision should not require

digital archaeology.

What should be captured
The decision. The decision-maker. The evidence. The

reasoning. The conditions or controls.
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CASE FILE

The Decision Problem
Investigations are decision infrastructure.

Every investigation ultimately supports decisions: should the

batch be rejected? Should other batches be assessed?

Should production continue? Is CAPA required? Does the

facility remain in a state of control?

Those decisions depend on evidence. If the evidence is

incomplete, poorly connected, or historically inaccurate, the

decision may be based on an incorrect picture of reality.

FDA explicitly criticized the firm’s investigational capability and

called for scientifically rigorous, well-documented, timely

investigations capable of identifying root causes and

supporting appropriate CAPA.

That is more than an

investigation-procedure problem.

It is a decision-quality problem.

The record problem became
even clearer
FDA also identified major deficiencies in batch documentation.

One batch record documented 12 interventions during sterile

filling, while other records indicated that approximately 200

interventions had actually occurred.

If the actual process involved roughly 200 interventions while

the batch record showed 12, the reviewer is no longer

evaluating the actual manufacturing history. The reviewer is

evaluating an incomplete representation of it.

FDA stated that incomplete manufacturing records compromise reliable batch

review, investigations, and the maintenance of a state of control.

ComplianceWorxs Magazine  |  Issue 01  |  October 2026 21CASE FILE





CASE FILE

The Boardroom Question
A documentation weakness that persists long enough becomes a management-system problem.

A senior executive does not need to

understand every microbiological detail of

this case.

Are the people making our most

consequential quality decisions

seeing a complete and reliable

version of what actually

happened?

If the answer is uncertain, the organization has a larger

problem than record completion. It has a decision-control

problem.

What a stronger system would
make visible
What happened. What evidence was available. What historical

information was relevant. What uncertainty remained. What

risk was identified. What alternatives were considered. Who

had decision authority. What action was authorized. Why that

action was considered appropriate. What controls or follow-up

were required.

The takeaway
This case demonstrates why inspection readiness cannot

begin when an inspection is announced. By then, the history

already exists. The interventions have occurred. The

investigations have been closed. The batches have been

reviewed. The decisions have been made.

The question becomes whether the record faithfully preserved

enough of that history to support what the organization later

says happened.

That is the difference between

reconstructing a story and

producing the record.

Editorial note: This Case File is based solely on FDA’s public warning letter. It

does not infer facts beyond the published record.
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REGULATORY WATCH

Regulatory Watch
What FDA’s 2026 Signals Mean for Quality Leaders

Regulatory developments matter. But not

every new guidance document deserves an

executive meeting. Regulatory Watch focuses

on signals that may change how quality

leaders should think about operations.

1. Quality maturity is moving
beyond baseline compliance
FDA’s Center for Drug Evaluation and Research continues

developing its Quality Management Maturity program. FDA

describes mature quality-management practices as going

beyond baseline CGMP and supporting more reliable

manufacturing performance and resilience.

In February 2026, FDA opened a third cohort for evaluation of

its prototype QMM assessment protocol.

The emerging question is not

only: Are we compliant? It is also:

How effectively does our

management system sustain

quality?

2. FDA keeps returning to Quality
Unit authority
Recent 2026 warning letters to K.C. Pharmaceuticals,

Reliance Life Sciences, Auriga Research, and Jabil repeatedly

emphasize Quality Unit authority, resources, oversight, and

the ability to perform required responsibilities.

The repetition matters. The issue is not simply whether an

organization has a Quality Unit. The question is whether

Quality can actually exercise its authority when consequential

decisions are being made.

Look beyond the organization

chart. Ask what happens when

Quality says no - or asks for more

evidence.

Sources: FDA CDER QMM program page; FDA warning letters dated Aug. 12,

Aug. 18, and Aug. 27, 2026.
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REGULATORY WATCH

Regulatory Watch
Reliable records remain fundamental to reliable decisions.

3. Data and record integrity are
decision issues
FDA’s August 2026 warning letter to Auriga Research

criticized incomplete and non-contemporaneous laboratory

documentation and called for comprehensive remediation of

documentation systems and Quality Unit capability.

Data integrity is sometimes discussed as a records problem.

But unreliable data creates a decision problem. If the

underlying record cannot be trusted, neither can the decisions

made from it.

What we are watching
Quality Management Maturity. Quality Unit authority.

Management oversight. Data and record integrity. Risk-based

inspection approaches.

The recurring theme is more

consequential than paperwork:

can the organization demonstrate

that its quality system actually

works?

For leaders
A useful response is not to create more forms. It is to

strengthen the connection between reliable evidence, clear

authority, management oversight, learning, and consequential

decisions.

Inspection readiness should become an operating condition

rather than an inspection-preparation project.

Source note
FDA, CDER Quality Management Maturity (updated 2026). FDA Warning

Letters: K.C. Pharmaceuticals Inc., Aug. 12, 2026; Auriga Research Pvt. Ltd.,

Aug. 12, 2026; Reliance Life Sciences Private Limited, Aug. 18, 2026; Jabil Inc.,

Aug. 27, 2026.

The magazine will continue to distinguish published regulatory

facts from ComplianceWorxs editorial interpretation.
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TOOLBOX

The 60-Second Decision Record Check
Before closing a consequential quality decision, ask five questions.

1
EVIDENCE

What do we know?

Can we identify the material evidence available at the time?
YES NO

2
AUTHORITY

Who is making the decision?

Is the accountable decision-maker explicit?
YES NO

3
RISK

What are we protecting against?

Does the record identify the material risk or uncertainty being managed?
YES NO

4
REASONING

Why does this action make sense?

Can another qualified person follow the connection between evidence and conclusion?
YES NO

5
CONTINUITY

Will this still make sense later?

Could someone understand the decision without calling the people who were there?
YES NO

One final question:

If an inspector challenged this a year from now, what would we wish we had written down today?
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