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CHAPTER 1

Executive Summary

Most mature manufacturers do not lack quality records. They have controlled documents, deviation 

forms, CAPA records, audit reports, training histories, supplier files, and approval workflows. The problem is 

that the relationships among those records are often fragmented.


That fragmentation becomes visible when a quality event occurs. A team needs to know which procedure 

applied at the time, whether the relevant people were trained, what evidence supported the investigation, 

whether similar events occurred before, what corrective action was selected, which records or processes 

changed as a result, and whether the action proved effective. The evidence may exist in several systems. 

The quality team must still reconstruct the chain.


This paper calls that gap the quality context problem.


The problem is not solved by digitizing paper forms alone. Electronic records can be controlled, approved, 

and retained while remaining disconnected from the product, process, supplier, laboratory, training, and 

change context required to interpret them. A QMS program becomes more valuable when it does more 

than store the record. It helps users retrieve the evidence behind a decision and follow the controlled 

changes that resulted from it.

THIS PAPER MAKES FIVE ARGUMENTS

01

CAPA and change control should preserve the reasoning, evidence, and implementation 

record behind quality decisions.

04
Audit readiness is a retrieval test. If evidence must be reconstructed manually every time, 

the architecture is incomplete.

05
QMS selection and implementation are data-architecture decisions, not only 

module-selection decisions.

The right operating model does not require every system to be replaced. Laboratory systems, ERP, 

manufacturing systems, supplier systems, and product-lifecycle applications all serve specialized 

purposes, organizations need authoritative records, controlled identifiers, and durable relationships 

among the evidence that quality decisions depend on.

02

03

Quality is an evidence chain, not a collection of modules.

Document control is necessary, but historical applicability and training linkage are what 

make it operationally useful.
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CHAPTER 2

The Digital QMS Paradox

Quality organizations have spent years moving from 

paper records toward digital systems. That shift has 

brought real benefits. Electronic approval routing can 

replace circulating binders. Controlled documents can 

be made easier to distribute. Training assignments 

can be tracked more consistently. Deviation and CAPA 

workflows can become visible to managers. Audit 

trails can provide a history of activity around a record.


Yet many digitally mature organizations still encounter 

the same operational problem: when they need to 

understand why something happened, they have to 

search across several sources and assemble the 

answer manually.


Document control

Supplier system

ERP/PLM

CAPA

LAB / LIMS

linked only 
by identifier

searched 
separately

looked up

by lot

exported,  
then read

found in 

an inbox

Deviation 
record

A deviation record may describe the event, while the associated procedure is held in a document-control 

system. The supporting test evidence may be held in a laboratory system. Product or material context  

may sit in a lifecycle or operational application. Supplier documents may be managed elsewhere.  

The CAPA may reference the deviation by identifier, and a change-control record may summarize the 

implementation work. Each item exists. The relationship among them may be loose, implicit, or dependent 

on human knowledge.


This is the digital QMS paradox. The organization has digitized individual records without necessarily 

digitizing the quality context around those records.


That distinction is important because quality work is rarely about one isolated record. It is about evidence, 

applicability, and sequence. Quality teams need to know not only that an SOP exists, but which version 

governed the work. They need to know not only that an action was assigned, but why it was selected  

and whether it changed the condition that led to the event. They need to know not only that training  

was completed, but whether the relevant individuals completed training before a revised procedure 

became effective.


The regulations and guidance governing computerized records reinforce the importance of the record 

lifecycle. FDA’s Part 11 framework applies to electronic records that are created, modified, maintained, 

archived, retrieved, or transmitted under applicable record requirements. It establishes criteria for when 

electronic records and signatures can be considered trustworthy, reliable, and generally equivalent to 

paper records and handwritten signatures.


That is a necessary foundation. But reliability of individual records does not by itself solve the context 

problem. A quality organization also needs to retrieve and interpret related records together.
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CHAPTER 2: The Digital QMS Paradox

2 . 1

A Quality System Is an Evidence System

The quality system is often described through its modules: document control, training, deviations, CAPA, 

audits, supplier quality, complaints, and change control. This description is useful, but incomplete.


A more useful description is that the QMS is an evidence system. It should allow the organization to create, 

govern, review, and retrieve the evidence needed to show that quality decisions were made appropriately.

2 . 2

Consider a recurring complaint or nonconformance. 


The organization may need to establish:

1

2

3

4

5

6

7

8

9

Event: What happened and when

Requirement: Which procedure or requirement applied

Scope: Which product, process, site, supplier, or material was affected

Evidence: What evidence was reviewed during the investigation

History: Whether similar events occurred previously

Root Cause: Which root-cause conclusion was accepted and why

Action: What correction, corrective action, or preventive action was taken

Change: What changed as a result

Verification: Whether the action was implemented and effective

None of these questions is unusual. The difficulty is whether 

the records that answer them can be navigated as an 

evidence chain rather than assembled as a research project.
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C H A P T E R  3

Quality Events Are Evidence Chains

A quality event is not a single form. It is a sequence of records, decisions, and actions that should remain 

understandable over time.


A deviation may originate in a laboratory result, a production observation, a supplier issue, a complaint, 

an audit observation, or a process exception. The event then enters an investigation. The investigation 

may require evidence from procedures, equipment records, test data, material history, product revisions, 

training status, supplier documentation, and prior events. The conclusion may lead to containment, 

correction, CAPA, document revision, training, supplier action, product change, or process change.


The path is not linear in every case. A supplier issue may lead to a material review. A document revision 

may trigger training. A laboratory trend may prompt a deviation. A customer complaint may reveal a 

broader process weakness. What remains consistent is that quality decisions depend on relationships 

among records.

3 . 1

The Quality Evidence Chain


A practical model is:

Eectiveness 
revie

At every stage, context can be lost.


The signal may be categorized inconsistently, which makes it difficult to identify similar events. The 

investigation may attach selected files without maintaining direct references to relevant product, supplier, 

or laboratory records. The action may be tracked separately from the controlled change it requires. The 

document revision may be approved without a clear link to training. The effectiveness review may close 

the record without structured evidence of whether the condition actually improved.


This is why a QMS should be evaluated in terms of traceable relationships, not only workflow completion.


- 6 - QUALITY WHITE PAPER  |  AUGUST 2026



CHAPTER 3: Quality Events Are Evidence Chains

3 .2

Records Need Both State and History

Quality records need a current state. A user must be able to see 

whether a document is effective, a deviation is open, a CAPA action 

is overdue, or a change is awaiting approval.


They also need history. When an auditor, investigator, or quality 

leader asks why a decision was made, the answer depends on the 

historical record. Which version was active then? Which approver 

authorized the action? What evidence was available at the time? 

Was a procedure later revised? Was training assigned before the 

new version became effective?

The ability to see both current state 

and historical context is what turns 

a digital repository into a quality 

evidence system.

current state

Document: Effective

Deviation: Open

CAPA action: Overdue

Change: Waiting approval

historical context

Which version was active?


Who authorized the action?


What evidence was available?


Was the procedure revised?


Was training assigned?

insight

The International Society for Pharmaceutical Engineering frames data 

integrity as a data-lifecycle concern. Its GAMP guidance addresses 

the management of records and data across their lifecycle,  

including expectations for governance and risk-based controls in 

GxP-regulated settings.


This paper does not offer regulatory advice, but the principle is 

broadly useful: organizations should design record handling around 

the full lifecycle of data, not only initial capture.
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CHAPTER 4

Document Control Is Necessary 
but Insufficient

Document control is often the first visible capability in a QMS program. It is easy to understand why. 

Procedures, work instructions, policies, forms, quality manuals, supplier agreements, and technical 

documents are central to controlled work.


But a document-management implementation can appear successful while still leaving critical quality 

questions unresolved.

4 . 1

The Four States of a Controlled Document


A controlled document must support at least four states of use.

Creation and Review1

The organization needs to know who owns the 

draft, who reviewed it, what changed, and 

who approved the release. Controlled redlines, 

approval workflows, and clear ownership are 

important because a document often 

embodies a decision about how work should 

be performed.

Use3 4

People performing the work need access  

to the applicable current document. That 

sounds basic, but it depends on a controlled 

distribution model, accessible retrieval,  

role-aware permissions, and prevention  

of unintended use of obsolete material.

The quality team must also retrieve the version 

that applied at a previous point in time. An event 

investigated today may have occurred under  

a procedure that was superseded months ago. 

The current version is useful for determining what 

should happen now. The historical version is 

essential for understanding what governed the 

event then.

FDA quality-system materials describe document controls that address review and approval of changes, 

prevention of unintended use of obsolete documents, and maintenance of records. The exact regulatory 

obligations differ by product and jurisdiction, but the operational lesson is broader: control of current 

documents and access to historical evidence must work together.
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Approval alone does not make a document 

operational. The organization needs to define 

when the document becomes effective and 

where it applies. A procedure may apply to one 

site, a group of roles, a product family, a process, 

or an entire organization. Effective dates and 

scope should be explicit.

Historical Retrieval

2 Effectivity
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CHAPTER 4: Document Control Is Necessary but Insufficient

4 .2

The Missing Link: Training

Document control becomes incomplete when training is treated as a separate administrative activity.


A revised procedure may require training for a defined set of users. The organization needs to identify  

the affected population, assign the training, track completion, handle overdue users, and determine 

whether the new procedure can become effective before completion. In some cases, the answer will be 

determined by risk and local policy. The system should make the decision and evidence visible.


The difficult question is not “Do we have training records?” It is “Can we demonstrate that the right 

people were trained on the right version before they were expected to follow it?”


When this relationship is maintained manually, the organization is exposed to avoidable ambiguity.  

A document may show approval. A learning system may show course completion. The link between the 

specific revision, its effective date, the required audience, and the completed training may exist only in  

a spreadsheet or coordinator’s knowledge.

4 .3

Documents Need Context, Not Just Metadata

Metadata is useful. Document type, owner, status, site, effective date, and review date all help organize 

records. But metadata alone does not create context.


Context comes from relationships. A procedure should be connected to the process it governs, the 

quality events in which it was cited, the changes that revised it, the training required by its release, and 

the evidence needed to understand historical applicability. The right degree of connection varies by 

organization and risk. The principle does not: documents become more useful when they remain part 

of the quality system’s evidence chain.

TODAY PART OF THE EVIDENCE CHAIN

SOP-0123 rev 4

Status Effective

Owner Quality

Approved 14 Aug 2026

Next review 14 Aug 2027

Metadata only. What the document


governs sits somewhere else.

Evidence
Results, records, batches

Training
Who is qualified to it

SOP-0123 
rev 4

THE PROCEDURE

Process
Where it is executed

Changes
What revised it, and why

Quality events
Deviations, CAPAs
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CHAPTER 5

CAPA Must Preserve the Reasoning 
Behind the Action

Corrective and preventive action is one of the most important mechanisms a quality organization has 

for turning an event into organizational learning.


The central risk is that CAPA becomes a closure process rather than a reasoning process.


A record may include a stated root cause, a list of actions, due dates, owners, approvals, and an 

effectiveness check. Those fields are important. The deeper question is whether a future user can 

understand the basis for the conclusion.

5 . 1

CAPA Is a Decision About Recurrence

1 |

A deviation can be corrected without addressing the reason it occurred. A CAPA is broader. It reflects a 

decision that the organization should change something to reduce or prevent recurrence.


That decision should be proportionate to risk. Not every event deserves the same depth of investigation 

or action. But when a CAPA is opened, its record should preserve the chain from the triggering event to 

the selected action.

a capa record USUALLY INCLUDES:

1 | The initiating deviation, complaint, audit observation, or trend.

2 | The relevant product, process, supplier, document, or system context.

3 | Evidence considered during investigation.

4 | The method used to evaluate potential causes.

5 | The accepted conclusion and its rationale.

6 | Containment and correction actions where relevant.

7 | Corrective or preventive actions, owners, and due dates.

8 | Related document, training, supplier, product, or process changes.

9 | Effectiveness evidence.

FDA quality-system materials describe CAPA as a documented activity and include management  

review of information related to quality problems and corrective and preventive actions. 
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CHAPTER 5: CAPA Must Preserve the Reasoning Behind the Action

5 . 2

Why Evidence Gets Lost

Evidence is often lost when CAPA is implemented as a standalone workflow. The CAPA system may 

capture the narrative and attachments, while relevant source records remain elsewhere. Users enter 

identifiers or upload copies to create a snapshot. That can be enough for closure, but it makes later 

analysis difficult.


The next investigator may find a completed CAPA without being able to see whether the associated 

product revision changed, whether the supplier issue was resolved, whether training was completed, or 

whether subsequent records show a recurrence.

A connected approach does not require the CAPA record to 

duplicate every source record. It preserves the relationship 

to authoritative records, making it possible to retrieve the 

evidence without maintaining several uncontrolled copies.

5 . 2

The Effectiveness Check Is a Learning Test

Effectiveness checks are sometimes treated as a final administrative requirement. They should be 

treated as a learning test.


A completed action is not necessarily an effective action. The organization needs to define what 

evidence would show that the condition has improved or that recurrence risk is reduced. That evidence 

may include a period without repeat events, process data, audit outcomes, training verification, supplier 

performance, or quality results.


The appropriate measure depends on the event. The important point is that effectiveness should be 

linked to the original risk and action, not treated as a generic signoff.

When effectiveness evidence remains structured and 

traceable, leaders can identify which types of actions work 

and which routinely fail to address the underlying issue.
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CHAPTER 6

Change Control Is the 
Architectural Stress Test

Change control is where the limitations of a fragmented quality architecture become most visible.


A substantial change can affect documents, training, equipment, suppliers, test methods, specifications, 

product definitions, process controls, customer commitments, and regulatory obligations. The exact 

impact depends on the organization and the change. The problem is that these objects are usually 

managed by different functions and systems.


A QMS can record that a change request was initiated and approved. That is not enough. The 

organization also needs to know what the change affects, who must review it, which records need 

revision, what must happen before effectivity, and how implementation will be verified.

6 . 1

A Change Request Is Not a Controlled Change

A deviation can be corrected without addressing the reason it occurred. A CAPA is broader. It reflects  

a decision that the organization should change something to reduce or prevent recurrence.


That decision should be proportionate to risk. Not every event deserves the same depth of investigation 

or action. But when a CAPA is opened, its record should preserve the chain from the triggering event to 

the selected action.

A change request captures an intention. A controlled change is a sequence of governed actions.


A useful change-control process should answer:

What is changing, and why?


What products, processes, materials, documents, specifications, methods, suppliers, and sites 

may be affected?


Which functions need to assess the change?


What evidence is required before approval?


Which approvals are required, and in what order?


What must happen before the change becomes effective?


Which training, validation, or qualification work is necessary?


How will implementation be verified?


What related records should preserve the change history?

The answer cannot reliably depend on someone remembering every downstream consequence. The 

system and process need to make impact assessment visible.
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CHAPTER 6: Change Control Is the Architectural Stress Test

6 .2

Change Crosses the QMS and Product Boundary

This is where QMS and Product Lifecycle must work together without being confused.

A product change may require both. A formula revision, for example, can affect the product definition, 

specification review, methods, training, supplier evidence, and quality validation. The systems do not 

have to become one application. They do need to preserve the connection between the change 

process and the product records it affects.

QMS governs the quality process 

around the change

risk assessment, review, approvals, 

controlled documents, training, deviations, 

CAPA, and evidence of implementation

+
Product Lifecycle governs the 

product record

formulas, material relationships, 

specifications, revisions, and 

development-to-commercialization context

6 .3

Static Handoffs Are a Weak Control

Many organizations manage change through a combination of forms, meetings, email, and exported 

documents. Those mechanisms may be necessary at points in the process, but they are weak as the only 

way to manage cross-functional context.


Static handoffs create copies. Copies become difficult to reconcile after a change is approved, revised, delayed, 

or partially implemented. A document can show what someone intended at the time it was exported. It does not 

necessarily show the current state of the associated product, training, supplier, or quality records.


The stronger model uses controlled relationships and clear ownership. It makes the change visible from 

the records it affects and makes the affected records visible from the change.

STATIC HANDOFF  •  ONE-WAY

A copy is taken once, then read forever.

CONTROLLED RELATIONSHIPS  • TWO-WAY

The link is the record. It is current by definition.

Product spec
SPC-4412 • v7 • 14 Aug

Export


14 Aug

Change summary.pdf

spec  •  rev 4

training  •  v1

supplier  •  2026 spec

LAST KNOWN STATE


14 Aug 2026, 09:41

Unverified since export

Product spec
SPC-4412 • v7 • CR-1043

Linked


Live

CR-1043

Binder viscosity 

spec revised

3 records affected


effective 14 Aug 2026

In effect • all links resolved

Training record
TRN-208 • v3 • 02 Aug

Supplier record
SUP-77 • 2026 • 21 Jul

Training record
TRN-208 • v3 • CR-1043

Supplier record
SUP-77 • 2026 • CR-1043
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CHAPTER 7

Audit Readiness Is a Retrieval Problem

Audit readiness is frequently described as preparation. In practice, it is a retrieval test.


If a quality organization can retrieve the correct version of a procedure, its approval history, applicable 

training evidence, related event record, CAPA actions, change history, and supporting context quickly, it 

is prepared because its normal records support the work.


If the organization needs to assemble this information manually for each audit, it may still pass. But the 

preparation effort reveals that the evidence chain is not readily accessible.

7 . 1

The Evidence Package an Auditor Often Needs

No single list applies to every audit. The pattern is consistent: auditors are interested in whether the 

organization can demonstrate control, traceability, and evidence-based decision-making.

For a specific event, record, or period, a quality team may need to provide:

The applicable controlled procedure and the version effective at the relevant time.

The approval and audit history around that procedure.

Evidence of training or qualification for relevant personnel.

The deviation, nonconformance, complaint, or audit observation.

Investigation evidence and rationale.

CAPA actions, status, and effectiveness review.

Related controlled changes.

Supplier, material, product, process, or laboratory evidence where relevant.
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CHAPTER 7: Audit Readiness Is a Retrieval Problem

7.2

Retrieval Is Different From Storage

A company can retain all the necessary records and still struggle to retrieve them in a meaningful order.

Storage answers the question, “Do we still have the file?” 

Retrieval answers the question, “Can we show why this 

record matters in relation to the event, decision, or process 

being reviewed?”

The difference is important for operational efficiency as well as compliance. A quality team that can 

retrieve linked evidence spends less time collecting documents and more time reviewing the substance 

of the issue. It is also less dependent on a small number of experienced employees who know where 

historical information was stored.

STORAGE

Do we still have the file?

RETRIEVAL

Can we show why this matters?

Event

Decision

record.pdf record.pdf
Process

A retention answer. The record exists, it is intact, 

and it can be produced on request.

A context answer. The same file, tied to the event it came 

from, the decision it supported, and the process it belongs to.

EU GMP Annex 11, which addresses computerized systems in GMP-regulated contexts, emphasizes 

lifecycle controls for computerized systems, including risk management, personnel, suppliers, 

validation, data, security, audit trails, change and configuration management, and business continuity.


The details of applicability should be assessed by qualified regulatory and validation experts. The 

broader design lesson is that evidence must remain available, controlled, and understandable 

throughout the system and record lifecycle.
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CHAPTER 8

Supplier Quality Is Part of the 
Evidence Chain

Supplier quality is frequently treated as adjacent to the QMS rather than central to it.


That approach can work when supplier records are stable and isolated. It becomes fragile when supplier 

issues affect incoming materials, production processes, product quality, customer commitments, or 

broader portfolio decisions.


A supplier-quality record may involve qualification evidence, quality agreements, certificates, audits, 

performance history, nonconformances, corrective actions, and approved changes. These records often 

interact with procurement, operations, technical teams, laboratories, and quality.

8 . 1

Why Supplier Records Fragment

Different functions own different pieces of the supplier relationship. Procurement may maintain 

commercial data. Quality may manage approvals and audits. Laboratories may assess incoming 

materials. Product or technical teams may understand the implications of material variation. Operations 

may manage inventory or delivery impact.


The result is not necessarily poor process design. It is a 

predictable consequence of specialization. The challenge is 

preserving the quality relationships across these records.

When a supplier issue occurs, quality teams need to understand more than the supplier’s status. They 

may need to know which material is affected, where it is used, whether the issue is isolated to a site or 

lot, whether there are related deviations, which products are exposed, and what controlled changes or 

actions are underway.

8 .2

Supplier Quality Is Not Procurement Replacement

A connected quality approach does not require the QMS to replace sourcing, purchasing, or supplier 

relationship management tools.


It requires supplier quality evidence to be governable and traceable. The QMS should support the quality 

processes around supplier qualification, audit, nonconformance, corrective action, and approval. The 

architecture should make it possible to relate that evidence to the materials, processes, products, and 

changes that quality decisions depend on.
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CHAPTER 9

The QMS Landscape: Modules, 
Suites, and Connected Evidence

The QMS market includes several architecture types. Each can be appropriate in the right setting. The 

relevant question is not which category is universally best. It is which model matches the organization’s 

regulated workflow depth, operational complexity, existing systems, data architecture, and change capacity.

9 . 1

Enterprise QMS Suites

Enterprise quality suites are typically evaluated by organizations that require broad module coverage, 

formal governance, global deployment support, and mature validation practices. Representative vendors 

include Veeva Vault Quality, MasterControl, TrackWise Digital, and ETQ Reliance.


Their strengths often include configurable quality workflows, document control, quality events, CAPA, 

audits, training, supplier-quality capabilities, and enterprise controls. Buyers should examine how the suite 

represents relationships among modules and how it connects to the systems that hold laboratory, 

product, operational, and supplier evidence.


The risk is assuming that broad module coverage automatically creates connected context. The 

organization should validate the exact workflow: can a user move from a deviation to the related evidence, 

change, document version, training record, and product context in a controlled, maintainable way?

9.2

Cloud QMS Platforms

Cloud QMS vendors such as Qualio, Greenlight Guru, and ComplianceQuest are often evaluated for 

focused quality workflows, configurable adoption, and ease of deployment in defined environments.


These platforms may be a good fit where the quality scope is clear and the organization values 

straightforward usability. The key buyer questions concern enterprise complexity: multi-site governance, 

integration architecture, regulated workflow depth, data model flexibility, localization needs, and how 

quality evidence connects beyond the QMS boundary.

9 .3

LIMS-Adjacent Quality Platforms

Laboratory information management vendors, including LabWare, LabVantage, and STARLIMS, may offer 

quality-management capabilities alongside laboratory workflows.


Laboratory proximity can be valuable when test results, sample workflows, specifications, and quality 

events are tightly connected. Buyers should still evaluate whether the QMS scope is sufficient for controlled 

documents, audits, supplier quality, training, CAPA, and change governance across the enterprise.
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CHAPTER 9: The QMS Landscape: Modules, Suites, and Connected Evidence

9 .4

Connected R&D, Quality, and Product Lifecycle Platforms

Connected platforms are relevant where the quality event frequently depends on formulation, 

specification, material, or product-revision context. In formulation-driven organizations, the question 

is whether Quality can remain connected to the R&D and Product Lifecycle records that explain the 

product and its changes.


Uncountable is designed for this use case: connecting R&D, Quality, and Product Lifecycle data on 

one structured data layer for formulation-driven organizations. The appropriate fit depends on the 

organization’s required QMS breadth, validation expectations, enterprise architecture, and 

surrounding systems.

9 .5

A Comparison Framework, Not a Ranking

The following table is a starting framework for evaluation. It is not a feature ranking. Capabilities 

change and should be validated through current official documentation, demonstrations, and 

reference conversations.

Architecture Type Representative Examples Typical Strengths Evaluation Question

Enterprise QMS 

Suites

Veeva Vault Quality, 

MasterControl, TrackWise 

Digital, ETQ Reliance

Broad quality workflow 

coverage and enterprise 

governance

How well does the architecture 

preserve context across documents, 

events, actions, training, and 

connected systems?

Cloud QMS Platforms Qualio, Greenlight Guru, 

ComplianceQuest

Focused quality workflows and 

cloud delivery

Does the platform fit the 

organization’s multi-site, integration, 

and governance requirements?

LIMS-Adjacent  

Quality Platforms

LabWare, LabVantage, 

STARLIMS

Strong laboratory workflow 

proximity

Is the QMS capability deep enough 

for document audit, CAPA, training, 

supplier, and change-control needs?

Connected R&D, 

Quality, and Product 

Lifecycle Platforms

Uncountable Shared data relationships 

for formulation-driven 

organizations

Does the organization need quality 

workflows directly connected to 

formulation, specification, and 

product-revision context?
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CHAPTER 1 0

Implementation Reality:  
Governance Before Configuration

A QMS program is not only a software deployment. It is an operating-model decision.


The organization must decide what should be standardized globally, where local variation is legitimate, 

who owns taxonomies and master data, how records will migrate, which systems remain authoritative, 

and how users will adopt new workflows.

1 0 . 1

Start With One Evidence Chain

A practical way to begin is to map a high-friction workflow from start to finish. A deviation-to-CAPA-to-

change sequence is often suitable because it exposes documents, training, approvals, actions, evidence, 

and cross-functional handoffs.

For that workflow, identify:

The records created at each stage.


The system that owns each record.


The identifiers used to relate them.


The information copied manually.


The documents or exports used as handoffs.


The decisions dependent on informal knowledge.


The points where evidence is difficult to retrieve.

ins ight

This exercise often identifies 

the actual architecture 

problem faster than a generic 

requirements list.

1 0 . 2

Standardize Taxonomy Before Building Reports

Organizations frequently want dashboards early in a QMS initiative. Reporting is valuable, but its quality 

depends on the underlying taxonomy.


If sites use different names for the same event type, root cause, action, supplier category, or process, 

enterprise trend analysis will require manual normalization. The system may produce charts, but the 

charts will not necessarily support consistent decisions.

A controlled taxonomy does not need to eliminate all local 

terminology. It should define the categories that must be 

comparable across the organization.
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CHAPTER 10: Implementation Reality: Governance Before Configuration

1 0 . 3

Govern Flexibility

Global templates and local workflows need not be mutually exclusive. The organization can define a 

common quality architecture while allowing controlled local configuration where product, site, or 

regulatory differences require it.


The key is that deviations from the global model are intentional, documented, and visible. Unofficial 

spreadsheets and local databases are often signals that the central workflow does not reflect how 

work is actually performed.

Validate the Workflow, Not Just the Demonstration

Vendor demonstrations can show individual capabilities. Buyers should test the connected workflow 

they actually need.

Ask a vendor to demonstrate a realistic scenario:

A document revision changes a work instruction

Training is assigned

An event occurs under the prior version

An investigation identifies a process issue

CAPA actions require a controlled change

The new process is implemented

Effectiveness evidence is reviewed

An auditor requests the full history

The question is not whether each module exists. It is whether 

the records remain understandable together.
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A Practical Framework for Building 
Quality Context

Organizations do not need to solve every quality-data issue at once. The most effective approach is 

to make the evidence chain visible, then improve one high-value workflow at a time.

01 Map the current evidence chain

Choose a recurring workflow such as deviation to CAPA to change. Identify every record, 

system, handoff, and manual search involved.

02 Define authoritative records

Decide which system owns each object: document, event, action, training evidence, supplier 

record, product record, or laboratory result.

03 Control identifiers and taxonomy

Standardize the identifiers and classifications that allow records to be related and analyzed.

04 Preserve historical applicability

Design for the question, “What was in effect at the time?” not only “What is current?”

05 Connect training to effectivity

Treat training as part of controlled change implementation, not a disconnected 

compliance activity.

06 Design CAPA around evidence and effectiveness

Preserve the reasoning behind the action and define what will demonstrate that the 

action worked.

07 Make change impact visible

Ensure that the change process identifies affected documents, products, methods, 

suppliers, training, and quality evidence.

08 Test audit retrieval

Use a real historical event to see whether the organization can retrieve the full evidence 

chain without manual reconstruction.

09 Measure reduction in reconstruction work

Track time spent preparing audit packages, assembling investigations, reconciling records, 

and confirming document or training applicability.
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conclusion

The next stage of QMS 
maturity is not more digital 
forms. It is better context.

Quality organizations need systems that preserve the relationships between documents, events, evidence, 

approvals, training, suppliers, and controlled changes. Without those relationships, digital records can still 

create manual reconstruction work at the moments when quality judgment matters most.


A connected quality system does not promise that investigations, audits, or changes become simple. It gives 

the people responsible for them a clearer, more traceable starting point. It allows the organization to move 

from asking, “Where is the record?” to asking the more useful question: “What does the evidence tell us?”

For formulation-driven organizations, Uncountable connects Quality workflows with  

the R&D, specification, and Product Lifecycle context behind the product. Explore the 

Uncountable Quality suite or speak with the team about the evidence chains that 

create the most work in your organization.

Ready to explore your quality system? Schedule a customized demo

Further reading

FDA: 21 CFR Part 11, Electronic Records; Electronic Signatures

FDA: Part 11, Electronic Records; Electronic Signatures: Scope and Application

FDA: Quality System Regulation Overview

European Commission: EU GMP Annex 11, Computerised Systems

ISPE: GAMP Guide, Records and Data Integrity

ISPE: Data Integrity © 2026 Uncountable. All rights reserved.


