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Executive Summary 

Most medical device companies treat audits as 
something to get through. Preparation kicks off 
when a notification arrives, the weeks before an 
inspection become a scramble, and the moment 
the auditor leaves, everyone goes back to normal 
until next time. It may work in the short term, 
but it is expensive, stressful, and significantly 
riskier than it needs to be.

There is a better way to approach this.

A quality management system designed for 
audit readiness from the outset does not require 
emergency preparation because the evidence 
an auditor needs is already there, generated as a 
natural byproduct of how the organisation works 
day to day.  

That changes not only what audits feel like, 
but what the QMS actually delivers: earlier 
identification of problems, more reliable 
processes, and stronger operational credibility 
with regulators, customers, and investors.

Audit-Ready by Design
Turning ISO 13485 Audits and Inspections into a Strategic Advantage

This white paper explains how to get there. It 
covers why reactive preparation keeps failing, 
what auditors are looking for, and how to build 
and maintain a QMS that stays audit-ready 
without significant overhead. It also addresses 
FDA inspection readiness specifically, including 
the implications of the Quality Management 
System Regulation (QMSR) that came into effect 
in 2026.

The argument throughout is the same: audit 
readiness is not a compliance burden. Handled 
well, it is a competitive advantage.

The white paper covers:

•	  What auditors are looking for 

•	  Why most audit preparation fails businesses 

•	  How to design an audit-ready QMS 

•	  How FDA inspections differ 

•	  What audit readiness looks like across 
different company types.
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Regulatory and Operational Context 
Behind Audit Pressure

ISO 13485:2016 is the internationally recognised 
standard for quality management systems 
in medical device manufacturing. In most 
major markets, alignment with it is either a 
direct regulatory requirement or the practical 
foundation for demonstrating broader 
compliance. Understanding why that matters, 
and what it means in practice for an audit, is the 
starting point for building a QMS that holds up 
under scrutiny.

Regulatory Context

Regulatory bodies around the world require 
manufacturers to demonstrate that their QMS 
is not only documented but implemented, 
maintained, and effective. In the European 
Union, this expectation sits at the heart of 
the Medical Device Regulation (MDR) and 
In Vitro Diagnostic Regulation (IVDR), under 
which notified bodies conduct regular audits. 
In the United States, the FDA's  QMSR, which 
came into effect in February 2026, replaced 
the longstanding QMSR by incorporating 
ISO 13485:2016 directly by reference, formally 
aligning US requirements with the international 
standard. In Canada, manufacturers of certain 
devices must demonstrate compliance 
with ISO 13485-based quality management 
requirements. Australia's Therapeutic Goods 
Administration similarly expects manufacturers 
to adhere to ISO 13485 or comparable quality 
management standards as part of market 
access requirements, including inclusion on the 
Australian Register of Therapeutic Goods.

Across these frameworks there is also the 
Medical Device Single Audit Program (MDSAP), 
which allows a single audit conducted 
by an authorised organisation to satisfy 
the requirements of multiple regulators 
simultaneously, including the FDA, the TGA, 
Health Canada, ANVISA in Brazil and MHLW/
PMDA in Japan. 

For manufacturers active in several of these 
markets, MDSAP can significantly reduce audit 
burden, but it raises the stakes of each individual 
audit considerably.

Operating across multiple markets introduces 
additional complexity. A manufacturer may need 
to satisfy ISO 13485 certification requirements, 
meet specific expectations under the EU 
medical device framework, address Australian 
TGA requirements, and prepare for entry into 
selected Asian jurisdictions. Although these 
frameworks overlap significantly, they are 
not identical. Without a coherent strategy,  
organisations often end up with duplicated 
processes, inconsistent records, and fragmented 
process ownership.

Additionally, the regulatory audit is not the 
only type of inspection a manufacturer will 
face. Certification body and notified body 
audits confirm ongoing compliance with 
QMS standards and the relevant regulatory 
framework. Customer audits, particularly from 
large hospital groups, health systems, and 
OEM partners, assess whether a supplier's 
QMS meets their own procurement standards. 
Internal audits, required by ISO 13485 itself, are 
the mechanism by which the organisation is 
expected to monitor and improve its own system 
between external assessments.

What Gets Audited

Auditors and inspectors assess whether the 
organisation can demonstrate that its processes 
are implemented, effective, and appropriately 
controlled. This means  auditors examine not 
only documented procedures, but also the 
associated records, responsibilities, training, 
interfaces, risk controls, and escalation pathways 
used in practice.

ISO 13485 covers the full lifecycle of a medical 
device. An audit conducted against the 
standard will typically examine management 
responsibility and leadership oversight of the 
QMS; the planning, execution, and follow-up of 
the organisation's own internal audits; document 
and record controls; design and development 
controls, including how design inputs, outputs, 
verification, and validation are documented and 
linked; supplier management and the controls 
applied to purchased goods and services; 
production and service provision, including 
process validation and sterile manufacturing 
controls where relevant; complaint handling 
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and post-market surveillance where applicable; 
and the organisation's corrective and preventive 
action (CAPA) processes.

The scope and depth of an audit will depend  
on the certification scope, the type of audit 
being conducted, and the organisation's product 
portfolio and risk profile. A surveillance audit 
between recertification cycles will typically 
sample across these areas rather than reviewing 
everything in depth. A recertification or 
regulatory inspection may be considerably  
more thorough.

Why Traditional Audit Preparation  
Fails Businesses

There is a common misconception that audit 
readiness begins a few weeks before the external 
assessment. True readiness is the outcome of 
day-to-day operational discipline. It depends 
on how well the organisation captures design 
decisions, maintains traceability, controls 
suppliers, manages change, trains personnel, 
investigates complaints, and closes corrective 
actions in a timely manner.

When a company isn’t audit-ready,  the 
weaknesses are often not immediately visible 
internally. Procedures exist, records get created, 
operations continue as usual. Yet over time, 
the way work is documented and the way it 
happens can drift apart as processes evolve and 

teams change. That drift often remians hidden 
until  external scrutiny begins. What follows is 
significant operational strain: documentation 
updated at the last minute, staff pulled from 
their normal work, and weeks of productive 
capacity lost to reconstruction.

The cost of that scramble is real even when 
the audit goes well. When it doesn't, the 
consequences compound: delayed certification, 
slower market entry, remediation programmes, 
and damage to the commercial credibility that 
customers, partners, and investors watch more 
closely than many organisations realise.
 Those pressures also affect organisations 
differently depending on size, maturity, and 
market exposure. Smaller organisations often 
work with limited regulatory and quality 
capacity, yet face the same demands for control, 
traceability, and clear evidence as far larger peers. 
Growing businesses tend to have procedures 
in place, but struggle to keep them aligned as 
teams expand, sites multiply, and requirements 
diverge across markets and jurisdictions. Even 
at an early stage, the risk does not disappear. 
Startups that have not yet faced a formal 
regulatory audit often encounter similar scrutiny 
sooner than expected, most often when investors 
ask for proof of compliance during due diligence.

When gaps surface, they tend to point back to 
the same root cause: the QMS was not designed 
to remain audit-ready as the organisation evolves.

What Auditors Look For
Evidence that your QMS is implemented and delivering safe, compliant products

1. WHAT YOU SAY 2. WHAT PEOPLE DO 3. EVIDENCE 4. WHY IT WORKS 5. WHAT YOU IMPROVE

Documented 
processes and 
procedures

Training, 
competence and 
understanding

Records that show 
it was done

Risk controls 
and process 
effectiveness

Issues identified, 
esculated and 
resolved

The auditor’s goal:  Confidence that your QMS is consistently followed and leads to safe, compliant devices
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Designing an Audit-Ready Quality 
Management System 

The solution is to become audit-ready by design. 
This means building the quality management 
system, governance model, and operational 
routines in a way that makes audit readiness a 
natural consequence of everyday work rather 
than a separate preparation project.

An audit-ready-by-design organisation does 
several things differently:

•	 It designs processes so that required records 
are produced automatically as part of routine 
work. 

•	 It aligns documentation, roles, and workflows 
so that accountability is clear. 

•	 It prioritises controls based on product and 
process risk rather than applying the same 
level of bureaucracy everywhere. 

•	 It uses internal audits, management review, 
CAPA, and metrics as active management 
tools. 

•	 It treats audits and inspections as sources of 
intelligence that reveal weaknesses, trends, 
and improvement opportunities. 

What Audit-Ready Companies Do Differently

1. BUILT-IN  
EVIDENCE

2. CLEAR  
ACCOUNTABILITY

3. RISK-BASED  
FOCUS

4. ACTIVE  
MANAGEMENT TOOLS

5. INTELLIGENCE  
FROM AUDITS

Processes are 
designed so 
required records  
are produced 
automatically as 
part of routine work. 

Documentation, 
roles and workflows 
are aligned so  
accountability is 
clear and traceable.

Controls are  
prioritised based on 
product and process 
risk - not the same 
level of bureaucracy  
everywhere.

Internal audits,  
management 
review, CAPA and 
metrics are used as 
active management 
tools.

Audits and  
inspections are 
treated as sources 
of intelligence that 
reveal weaknesses, 
trends and  
improvement  
opportunities.

The shift is operational as much as procedural. 
Rather than asking how a company can get 
through an audit, the aim is to design the QMS 
workflow from the outset so that formal audit 
preparation becomes largely unnecessary, with 
the required evidence already in place as a 
natural by-product of day-to-day work.

When workflows are designed effectively, daily 
operations become more consistent, errors in 
the QMS become less likely, and audits lose their 
status as exceptional events that demand special 
preparation.  In that environment, the QMS 
becomes more than a compliance mechanism 
and starts functioning as an operational asset.

Five Principles of Audit-Ready  
QMS Design

Translating the audit-ready principle into 
practice comes down to five things: how 
evidence is created, how complex the system 
is allowed to become, who owns what, how 
information connects across the lifecycle, and 
how audit results are used. 

Evidence: Strong systems are designed so 
records are generated during the work itself, 
rather than reconstructed later. Templates, 
approval workflows, and review checkpoints 
should ensure that evidence is generated as part 
of the work itself. Design review minutes, risk 
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AUDIT-READY
BY DESIGN

The five principles

2
SIMPLICITY

Focus rigour where it 
matters most. 

Avoid unnecessary 
complexity

1
EVIDENCE

Evidence is created as 
work happens 

— not after the fact

3
OWNERSHIP

Clear ownership drives  
accountability,  

performance and  
audit readiness

5
USING AUDIT 

RESULTS
Audit results are used  

to drive continuous  
improvement and  
management risk

4
TRACEABILTY
Information is  

connected across the 
lifecycle for clarity,  

confidence and faster 
decisions

Audit-Ready By Design Principles By Elevate MedTech

updates, approval signatures, training records, 
and change assessments should emerge 
naturally from the process rather than being 
recreated later for compliance purposes.

Complexity: Not every activity requires the same 
level of formality.  Over-engineered systems 
often create complexity that teams bypass in 
practice. A well-designed QMS concentrates 
its rigour where it matters most: patient safety, 
regulatory impact, product quality, software 
control, supplier risk, and post-market feedback.

Ownership: Every critical process should have 
an owner who understands both operational 
performance and compliance expectations. 
Audit readiness fails when responsibility is 
diffuse. Process owners must know what records 
matter, what good performance looks like, what 
trends need to be monitored, and how issues are 
escalated.

Traceability: Audit findings often come 
down to how effectively an organisation can 
demonstrate traceability across related activities. 
Design inputs should link to outputs, risk 
controls to verification evidence, complaints to 
investigations, CAPAs to effectiveness checks, 
and supplier issues to evaluation and follow-
up. Strong traceability satisfies auditors and 
makes internal decision-making faster and more 
reliable.

Using audit results: Internal audits are most 
valuable when treated as a management tool. 
Recurring findings, delayed actions, training 
gaps, and poor record quality are signals of 
structural weaknesses that matter well beyond 
the inspection itself. Leadership that uses audit 
results to improve overall performance gets 
genuine insight into whether strategic risks are  
under control.
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Six Steps to an Audit-Ready QMS

In practice, building an audit-ready QMS is a 
structured improvement process that starts 
with an honest assessment of where things 
stand, focuses effort where it matters most, and 
then builds the habits and mechanisms that 
keep the system current over time. For most 
organisations, the following six steps provide a 
practical path forward:

Step 1: Assess where you stand 
Begin with a focused assessment of the 
current QMS against ISO 13485 requirements 
and the business's intended market pathway. 
The objective is not only to identify missing 
procedures but to understand where the 
system is weak in implementation, evidence, 
accountability, and consistency.

Key questions to work through:

•	 Are quality records created in real time or 
reconstructed later? 

•	 Are process interfaces clear between 
regulatory affairs, quality, R&D, operations, 
and clinical teams? 

•	 Are CAPAs and complaints closed on time 
with genuine root cause analysis? 

•	 Can the company demonstrate traceability 
across the product lifecycle without 
significant effort? 

•	 Do process owners understand how an 
auditor would test their area?

Step 2: Prioritise high-risk processes
Rather than trying to improve everything at 
once, focus first on the processes most likely to 
drive audit findings or regulatory concern. 

These typically include design and development 
controls, document and record control, supplier 
management, software lifecycle activities, 
complaint handling, CAPA, change control, 
validation, and management review.

Improving these areas delivers the strongest 
return because they are examined closely 

in most audits and have broad influence on 
product quality and compliance 

Step 3: Redesign processes so evidence 
generates itself 
For each priority process, ask a simple question:  
does the process naturally generate the 
evidence an auditor is likely to request? If not, 
redesign is needed. In practice this means: 

•	 Revising templates so required fields cannot 
be left blank 

•	 Simplifying forms so teams actually use 
them rather than working around them 

•	 Linking approval steps to role definitions and 
training records 

•	 Integrating risk review into change control 
rather than running it as a separate task 

•	 Standardising meeting outputs and action 
tracking 

•	 Using dashboards or metrics to monitor 
timeliness and closure rates 

The objective is to generate the right evidence 
with less friction, not more paperwork.

Step 4: Make internal audits and management 
reviews count
An effective internal audit programme should 
reflect the organisation's real risk profile. High-
risk or weakly controlled processes may need 
more frequent review. 

Newly implemented processes may also need 
early follow-up to confirm they are working as 
intended.

Management reviews should then use the 
outputs of internal audits alongside CAPA status, 
complaint trends, supplier performance, and 
quality metrics to make actual decisions about 
priorities and resources. 

This approach ensures that compliance 
oversight directly supports operational and 
strategic decision-making.
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Step 5: Get your team ready
External audits assess people as much as 
procedures. Staff need to understand their role, 
speak confidently about how the process works 
in practice, and know where evidence is stored. 
Short, role-specific preparation sessions are 
far more effective than broad generic training 
delivered to everyone at once.

Teams should be ready to explain:

•	 What the process is intended to achieve 

•	 What records it generates 

•	 How issues are handled 

•	 What has recently changed 

•	 How effectiveness is monitored

This creates consistency and reduces the risk of 
confusion during interviews.

Step 6: Harmonise across jurisdictions
Where companies are active in several different 
jurisdictions or planning to expand into multiple 
markets, the QMS should be built around a 
common core rather than duplicated market by 
market. 

A single ISO 13485-based framework can 
support multiple jurisdictions if market-
specific requirements are mapped carefully 
and addressed through defined additions, work 
instructions, or regulatory plans. This reduces 
redundancy, improves training consistency, 
and creates a more stable platform for future 
expansion. For companies with global ambitions, 
it also creates a more stable and consistent 
foundation as the business grows.

Preparing for FDA Inspections

For companies operating in the US market 
or planning to expand there, FDA inspection 
readiness requires specific attention alongside 
ISO 13485 certification and other regulatory 
audits. This has become even more important 
since the new Quality Management System 
Regulation (QMSR) took effect in 2026. The 
regulation aligns US quality requirements more 

closely with ISO 13485 and replaces the previous 
Quality System Regulation. It also signals a move 
away from the FDA’s long-standing Quality 
System Inspection Technique (QSIT), which 
guided inspectors through a structured review of 
key subsystems such as management controls, 
design controls, CAPA, production, and process 
controls.

Under QMSR, the FDA now assesses compliance 
against a framework that is more closely aligned 
with ISO 13485. In practice, however, inspections 
remain distinct from certification audits. FDA 
inspectors still focus on legal compliance under 
US law, review records in greater operational 
detail, and have broader enforcement powers 
when they identify deficiencies.

This means that companies cannot assume that 
being “ISO 13485 ready” automatically makes 
them fully prepared for the style, focus, and 
potential consequences of an FDA inspection.

How An FDA Inspection Differs From  
Other Audits

An FDA inspection differs from many 
certification audits in both tone and potential 
impact. While ISO 13485 audits often focus on 
conformity to a standard and the effectiveness 
of the quality management system, FDA 
inspections assess compliance with legal and 
regulatory requirements. 

If inspectors identify significant issues, they 
may issue formal observations on Form 483, the 
FDA’s official list of inspectional observations 
presented to management at the end of an 
inspection, or escalate concerns through 
warning letters. For that reason, audit-ready by 
design should include explicit preparation for 
inspection conduct, document control under 
pressure, response discipline, and executive 
oversight.

What stays the same
That said, FDA readiness still builds on the 
same fundamentals outlined throughout this 
white paper: strong process ownership, reliable 
records, clear traceability, effective CAPA 
processes, and active management oversight.
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Six Steps to an Audit-Ready QMS
Building Audit Readiness Step By Step

ASSESS
Where you actually stand

Review Evaluate Identify gaps Focus areas

1

PRIORITISE
High-risk processes

Risk focus Key processes Prioritise Impact

2

REDESIGN
So evidence generates itself

Simplify Integrate Automate Measure

3

MAKE COUNT
Audits and management reviews

Audit Analyse Act Improve

4

GET READY
Your team for the audit

Understand Know records Communicate Confident

5

KEEP IMPROVING
Continuously

Learn Adapt Sustain Excel

6
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However, companies need to go a step further 
by preparing for the operational realities of an 
FDA inspection. This includes: 

•	 Defining clear front-room and back-room 
roles during the inspection process  

•	 Ensuring subject matter experts can answer 
questions accurately, clearly, and concisely  

•	 Confirming that requested records can be 
retrieved quickly and consistently  

•	 Establishing disciplined escalation pathways 
so emerging issues are reviewed promptly  

•	 Ensuring leadership teams can align on 
responses in real time when concerns arise 
during the inspection. 

Attention should be paid to areas that have 
historically drawn scrutiny, such as CAPA, 
complaint handling, design controls, production 
and process controls, and whether procedures 
are not only written but consistently followed. 

Companies should therefore test their 
readiness through mock inspections that 
simulate investigator questioning, document 
requests, interview dynamics, and decision 
making under time pressure. A well-run mock 
inspection often reveals that the real weakness 
is not the procedure itself, but inconsistent 
implementation, unclear ownership, or the 
inability to present evidence in a coherent way.

The underlying principle remains: companies 
should integrate FDA requirements into their 
day-to-day operations on an ongoing basis. 
When this is done well, FDA inspections become 
less of a disruptive event and more of a high 
stakes demonstration that the business can 
operate with control, consistency, and regulatory 
credibility.

Lessons from Real-World Implementations

The following examples illustrate what audit 
readiness looks like across different organisation 
types and stages. The details differ, but the 
underlying approach is consistent with the 
principles outlined throughout this white paper.

Example 1: Early-stage manufacturer preparing 
for first certification audit
A small device company approaching its first 
certification audit often has the essential 
procedures in place but struggles with consistent 
records. Design history information may be 
spread across folders, supplier evaluations may 
be incomplete, and management review may 
exist more as a presentation than as an evidence-
based decision forum.
In an audit-ready-by-design model, the company 
would first stabilise its core lifecycle records, 
define process ownership clearly, and establish 
a rhythm of internal review before the external 
audit. This reduces dependence on last-minute 
remediation and gives leadership better visibility 
of whether the system is truly working.

Example 2: Scaling organisation with multiple 
functions and rapid growth
A growth-stage company may have started 
with a lean and effective QMS, but expansion 
can create inconsistency. Different teams 
begin using different templates, local 
practices evolve, approval pathways become 
unclear, and responsibilities overlap. Audit 
findings in this situation often stem not from 
missing procedures, but from inconsistent 
implementation across teams. 
Applying audit-ready-by-design principles helps 
standardise records, simplify governance, and 
ensure that critical processes remain coherent as 
the organisation scales. The result is a stronger 
audit outcome and improved cross-functional 
coordination.

Example 3: SaMD company managing software 
change and post-market evidence
Software-based medical device companies 
often face specific audit pressure around 
change control, traceability, cybersecurity, 
release decisions, and post-market monitoring. 
If development records are dispersed across 
multiple tools without a clear compliance 
structure, the audit can quickly become difficult.
A well-designed QMS for SaMD integrates 
software lifecycle evidence, risk management, 
verification, release approval, and field feedback 
into a traceable system. This allows the company 
to demonstrate compliance and a disciplined and 
scalable approach to software governance.
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3. SaMD company managing  
software change & post-market  

evidence

▶ Consolidate core lifescycle 
records and close  
documentation gaps

▶ Define process ownership and 
responsibilities clearly

▶ Establish a rhythm of internal 
reviews and mock audits

▶ Give leadership visibility of 
system performance and risks

2. Scaling organisation  
with multiple functions and  

rapid growth

1. Early-stage  
manufacturer preparing for first 

certification audit

Audit Readiness By Company Type
Audit readiness looks different depending on your stage and complexity, but the approach is the same

Same Principle:  Design your QMS so the right evidence is created, aligned and used in everyday work

Focus: Stabilise 
fundamentals and build 
a reliable foundation

Focus: Align processes 
and governance as 
you scale

Focus: Integrate software 
lifecycle evidence and  
post market data

▶ Standardise templates,  
records and work instructions

▶ Clarify approval pathways and 
decision authorities

▶ Ensure critical processes  
remain coherent across teams 
and sites

▶ Improve cross-fuctional  
coordination and consistency

▶ Maintain end-to-end trace-
ability or requirements, changes 
and tests

▶ Manage cybersecurity, access 
controls and risk

▶ Document release decisions 
and verification evidence

▶ Capture and act on post- 
market feedback and field data

Final Thoughts

Regardless of which markets or jurisdictions a 
company operates in, designing the QMS to be 
permanently audit-ready is always worthwhile. It 
satisfies ISO 13485 requirements, but more than 
that, it saves time, resources, and considerable 
stress when the next audit arrives.

Done properly, the benefits go beyond passing 
inspections. Weaknesses surface faster and can 
be addressed before they become findings. 
Investors, customers, and regulators see an 
organisation that is in control of its operations, 
which builds credibility in ways that a certificate 
alone cannot. 

And the data that a well-run QMS continuously 
generates becomes genuinely useful 
management information: a source of insight 
that sharp organisations use to improve 
products, optimise processes, and stay ahead of 
the competition.

Still, none of this happens by accident. It requires 
a disciplined approach that runs through the 
entire organisation, from the quality team 
managing the day-to-day to the leadership 
setting the tone.  Ultimately, an audit-ready QMS 
reflects an organisation’s ability to operate with 
consistency, control, and accountability every 
day, not only when an auditor is present.


