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INTRODUCTION TO QUALITY
MANAGEMENT SYSTEMS

In today’'s competitive and highly regulated
business environment, selecting the right Quality

Management System (QMS) is critical. With a wide

range of vendors and ever-evolving technology,

including the rise of Generative Al (Gen Al), finding

the right platform, approach, and vendor for
your organization can seem like a daunting task.

But don’t worry.
We are here to help.

Al
MARKET GROWTH:

The global quality management
market was valued at

$11.14

COST OF INEFFICIENCY:

Choosing the right Quality Management System
for your company and ensuring successful user
adoption is critical to helping you achieve the
significant employee productivity gains that are
possible. Whether you're in manufacturing, life
sciences, aerospace, or any other quality-driven
industry, a modern QMS can help you ensure
compliance, reduce risk, and drive continuous
improvement. If you utilize Microsoft 365, the
right QMS can help you optimize that investment
by providing complementary capabilities for
business processes and information governance.

£
ADOPTION RATES:

Industries such as manufacturing,
energy, pharmaceuticals, aerospace,
and healthcare are leading adopters
due to strict compliance requirements2.

o

=

On average, businesses spend

billion in 2024 and is
projected to grow at a CAGR
of 10.6% from 2025 to 2030".

Our comprehensive guide aims to demystify
the process by helping you understand

the capabilities and benefits of a quality
management system. It also highlights key
considerations to keep in mind when evaluating
vendors, ensuring you make an informed

3120

in labor costs
searching for every
misfiled document3.

decision that aligns with your organization’s
needs and goals. This guide is designed to help
you navigate the QMS landscape, understand
key capabilities, and make an informed decision
that aligns with your organization’s goals.

TQuality Management Software Market | Industry Report, 2030

2Quality Management Software Market | Industry Report, 2030
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WHAT IS A QUALITY MANAGEMENT SYSTEM (QMS)?

A Quality Management System (QMS) is a
formalized system that documents processes,
procedures, and responsibilities for achieving
quality policies and objectives. It helps coordinate
and direct an organization'’s activities to meet
customer and regulatory requirements and improve
effectiveness and efficiency on a continuous basis.
A QMS improves quality control by embedding
quality management processes into daily business
operations. It leverages controlled document
management and learning requirements to

ensure staff always use up-to-date procedures.
Additionally, it automates the traceability of issues,
corrective actions and preventive actions (CAPA),
and streamlines audits with automated evidence
from version control and audit trails.

Modern QMS platforms go beyond
compliance—they integrate with other
business systems such as Learning
Management Systems (LMS), Enterprise
Resource Planning (ERP), Document
Management Systems (DMS), and Customer
Relationship Management (CRM) tools.
These integrations help automate workflows,
streamline training and documentation,
and provide real-time insights into quality
performance across the organization.

WHY DO ORGANIZATIONS NEED A QUALITY MANAGEMENT SYSTEM?

Companies that produce products with rigorous
quality requirements face numerous challenges
associated with meeting quality objectives—ranging
from the need to comply with quality standards
(such as ISO 9001,1SO14001, FDA 21 CFR Part 11,
FDA 21 CFR Part 820, AS9100, AS9120, and EU

GMP Annex 11) to operating in highly-regulated

and frequently audited environments.

Organizations of all sizes and across all industries
can easily fall prey to quality issues without effective
information controls as a core component of

their quality management systems. The result can
range from organizational inefficiencies and poorly
allocated resources to negative brand perception,
lost revenue and increased liability.

Without a centralized and organization-wide
approach to managing their content, companies
leave themselves vulnerable because of the
difficulty and complexity of managing critical
and sensitive information and processes that
affect quality and compliance.

Establishing document and data control
processes within a quality management
framework improves manufacturing and
production processes, enhances collaboration,
better utilizes existing resources, and drives
organizational efficiencies that affect a
company’s bottom-line business objectives.

Equally important is the implementation

of robust records retention policies and
procedures. These ensure that quality-related
documentation—such as audit trails, training
records, and corrective action reports—

is retained, archived, and disposed of in
accordance with regulatory requirements.
Proper records retention not only supports
audit readiness and compliance but also
strengthens traceability, reduces legal risk,
and reinforces the integrity of the entire
quality management system.
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DOES YOUR ORGANIZATION NEED TO INTEGRATE AN INFORMATION MANAGEMENT
SOLUTION WITHIN YOUR QUALITY MANAGEMENT PLATFORM?

To help answer this, here are a few questions to consider:

@ 1. Areyouable to efficiently route documents, obtain
approval signatures, and access records for fast
responses to manufacturing and quality related issues?

' 2. fyour organization must comply with regulatory standards
or mandates, how much time do you spend compiling,
organizing and managing the documentation for this effort?

. 3. How many regulatory or compliance related files and records
does your company misfile or lose on a regular basis?

‘ 4. How many staff hours are used to route documents,
obtain approvals and locate correct file versions?

' 5. How effectively does your current system support audit
preparation and management—arguably the most rigorous
test of any quality management process?

© 2025 M-Files. Allrights reserved.
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BENEFITS OF IMPLEMENTING

Implementing a Quality Management System
(QMS) within an organization brings a multitude
of benefits that contribute to both short-term
improvements and long-term success.

One of the most significant advantages is the
enhancement of product and service quality.

By standardizing processes and establishing
clear quality benchmarks, a QMS helps reduce
errors and inconsistencies, leading to more
reliable outcomes. This, in turn, boosts customer
satisfaction, as clients receive products and
services that meet or exceed their expectations.
A QMS also fosters operational efficiency by
streamlining workflows, minimizing waste,

and optimizing resource use, which can result
in substantial cost savings.

Moreover, a QMS supports regulatory
compliance by ensuring that the organization
adheres to relevant industry standards and
legal requirements, thereby reducing the

risk of penalties and reputational damage. It
promotes a culture of continuous improvement
through regular evaluations and feedback
loops, encouraging innovation and adaptability.
Decision-making becomes more data-driven,
as quality metrics and audit results provide
valuable insights into performance and areas
for improvement.

© 2025 M-Files. All rights reserved.
il

Employee engagement is another key benefit,
as a QMS clarifies roles and responsibilities,
provides necessary training, and fosters a
sense of accountability. This often leads to
higher morale and productivity. Additionally,
organizations with a robust QMS can gain a
competitive edge, especially when certified
under recognized standards like ISO 9001,
which signals a commitment to quality to
customers and partners. Risk management is
also enhanced, as the system helps identify
potential issues early and implement preventive
measures. Finally, a QMS strengthens supplier
relationships by setting consistent quality
expectations, leading to more reliable and
collaborative partnerships.
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KEY BENEFITS

OF A QUALITY MANAGEMENT SYSTEM
FOR YOUR BUSINESS OPERATIONS

1. IMPROVED PRODUCT AND SERVICE QUALITY:

A QMS ensures that processes are standardized and controlled,
leading to consistent and high-quality outputs. This reduces
defects and enhances the overall value delivered to customers.

2. INCREASED CUSTOMER SATISFACTION:

By consistently meeting or exceeding customer expectations, a
QMS helps build trust and loyalty. It often includes mechanisms
for collecting and acting on customer feedback.

3. ENHANCED OPERATIONAL EFFICIENCY:

Standardized procedures reduce variability and waste,
streamline workflows, and improve resource utilization—
resulting in cost savings and faster turnaround times.

4. REGULATORY AND STANDARDS COMPLIANCE:

A QMS helps organizations comply with industry regulations
and standards (e.g., ISO 9001), reducing the risk of legal issues,
fines, and reputational damage.

9. AUDIT READINESS:

A Quality Management System enhances audit readiness
by maintaining organized, up-to-date documentation and
standardized processes that demonstrate compliance with
regulatory and industry standards.



M-Files.

6. COMPLIANT RECORDS RETENTION:

A QMS establishes structured policies for retaining, archiving,
and securely disposing of quality-related records—supporting
regulatory compliance, audit readiness, and long-term traceability.

1. CULTURE OF CONTINUOUS IMPROVEMENT:

It fosters a mindset of ongoing evaluation and enhancement
through tools like internal audits, corrective and preventative
actions (CAPA), and performance reviews.

8. DATA-DRIVEN DECISION MAKING:

Quality metrics and performance data provide valuable insights,
enabling informed decisions and effective problem-solving.

9. STRONGER EMPLOYEE ENGAGEMENT:

Clearly defined roles, responsibilities, and training programs
empower employees, increase accountability, and boost morale.

10. COMPETITIVE ADVANTAGE:

Certification and a reputation for quality can differentiate
your business in the marketplace, attracting new customers
and partners.

11. BETTER RISK MANAGEMENT:

A QMS identifies potential risks early and implements controls
to mitigate them, enhancing business resilience and continuity.

12. IMPROVED SUPPLIER RELATIONSHIPS:

By setting clear quality expectations and performance criteria,
a QMS strengthens collaboration and reliability across the
supply chain.

© 2025 M-Files. All rights reserved. e
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EVALUATING YOUR NEEDS
AND REQUIREMENTS FOR A

Before implementing a Quality Management System, it's essential to conduct a thorough evaluation
of your organization's specific needs, goals, and operational context. This ensures that the QMS
you adopt is tailored to support your business objectives and deliver maximum value.

UNDERSTAND YOUR BUSINESS OBJECTIVES EVALUATE RESOURCE AVAILABILITY

Start by identifying what you aim to achieve Assess the resources you can allocate to
with a QMS. Are you looking to improve product QMS implementation, including budget,
quality, enhance customer satisfaction, meet personnel, time, and technology. This will
regulatory requirements, or gain a competitive influence whether you adopt a manual,
edge? Clear goals will guide the design and hybrid, or fully digital system.

scope of your system.

ASSESS CURRENT PROCESSES AND PERFORMANCE DETERMINE SCALABILITY AND FLEXIBILITY NEEDS

Evaluate your existing workflows, quality Consider how your QMS will adapt to future
control measures, and performance metrics. growth, new products, or market changes.
Identify areas of inefficiency, inconsistency, or A scalable and flexible system ensures long-
risk. This baseline assessment helps determine term sustainability and relevance.

where a QMS can have the greatest impact.

IDENTIFY REGULATORY AND INDUSTRY REQUIREMENTS CHOOSE THE RIGHT TOOLS AND FRAMEWORK

Consider any legal, regulatory, or industry- Based on your evaluation, decide whether to
specific standards your organization must build a custom QMS, adopt a standard like ISO
comply with (e.g., ISO 9001, FDA, GMP). 9001, or implement a software-based solution.
These requirements will shape the structure The right framework should align with your
and documentation needs of your QMS. operational complexity and compliance needs.

DEFINE STAKEHOLDER EXPECTATIONS SET RETENTION & DOCUMENTATION STANDARDS

Engage with internal and external stakeholders— Define what quality records to keep,
including employees, customers, suppliers, how long, and in what format. Ensure
and partners—to understand their quality policies meet regulatory requirements
expectations. Their input can help prioritize and support traceability, accountability,
features and processes within the QMS. and continuous improvement.

By following these steps, you can ensure a thorough evaluation of your needs and requirements,
leading to a more informed decision when upgrading your quality management platform. Remember,
the key is to align the new system with your organization'’s strategic goals and user needs.

© 2025 M-Files. All rights reserved. °
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CHALLENGES OF MANUAL
QUALITY PROCESSES

For many organizations, information Manual information control procedures
control processes are managed separately are error-prone and may inadvertently

by different departments. This proves compromise an organization’s ability to
ineffective as individuals in one department adhere to regulations and standards such
lack visibility into important data control as 1SO 9001, FDA 21 CFR Part 11, CGMP and
procedures implemented within other EU GMP Annex 11.

departments. In addition to the challenge

of coordinating disparate electronic data Furthermore, organizations can also incur
management methods, the problem is high costs because of the excess time
frequently exacerbated using archaic, manual and resources spent manually managing
processes for storing and organizing critical documentation to maintain compliance
documentation in physical file folders. and mitigate operational risks.

[ 4
WHO IS THE GATEKEEPER? &

A manual quality process often revolves around one person who
manages all essential quality-related documentation. What happens
if this person is sick, on vacation or if he/she leaves the company?

=)
DID YOU GET THAT EMAIL? 2

It's often difficult to get up-to-date information about the state of
quality documentation and processes because related information
and communications are often dispersed among unrelated
collections of paper documents, electronic data, emails and other
content. In this environment, it's almost impossible to get a quick
answer to a simple question such as “have the required people
read the new instructions we approved two weeks ago?”

(2
HOW ARE QUALITY PROCESSES MANAGED? U=

Many companies have instituted quality policies featuring specific
repetitive tasks such as weekly system health checks, periodic
maintenance, monthly data recovery tests, or regular SOP reviews.
However, organizations often find it challenging to actually

ensure these tasks are completed on time and according to policy
guidelines because only a very limited number of people (often
only one) have visibility into how quality processes are managed.
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WHERE DOES OUR DOCUMENTATION RESIDE? Eé

Quality management is information intensive, and the number of
associated documents can grow exponentially over time. Many
quality related records require approval by signature, which
traditionally has meant storing paper-based documents in physical
file cabinets. In a manual paper-based quality environment, it's
difficult to find documents and verify the existence of back-up files
of signed records - not to mention the significant investment in
storage space to maintain essential documentation.

d& 5\ IE\‘

HAVE QUALITY ISSUES BEEN RESOLVED?

Audits, inspections and normal daily operations all produce different

kinds of issues, non-conformities, audit findings and protocol deviations.
Manual quality issue management is not only tedious, but also error-prone
and tends to deteriorate over time. Quality managers can do little other
than send endless email reminders and make follow-up phone calls about
pending corrective actions. Today, more and more firms have realized that
to mitigate risk associated with production processes and procedures, an
effective document and data management system must be put in place.

Next generation information management solutions deliver a high level
of control, empowering organizations to improve productivity, reduce
production costs, ensure compliance, and reduce risk.

© 2025 M-Files. All rights reserved..
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ESTABLISHING INFORMATION
CATEGORIES WITHIN A

Organizations that operate in quality-intensive
and highly regulated industries produce

an overwhelming amount of information.
Adequately managing inspection sheets, audit
reports, nonconformance documents, corrective
and preventative actions (CAPA), customer
complaints and inquiries can be daunting

and resource-draining tasks.

When integrating a solution for document

and data control as a component of a quality
management system, one of the first steps is to
define the categories of content that exist (or will
exist) during business. Once primary categories
are defined, more specific types of information
within each category can also be defined.

The goal of identifying specific data categories
is to paint a comprehensive picture of how a
product was designed, what decisions were
made during the process (including why certain

alternative designs were rejected), how a product

was tested, and why that testing was reasonable
and adequate. Another important goal is to
show how a company responsibly processes
and responds to complaints and mishaps.

The following are examples of broad information
categories companies typically establish within
their quality management system:

1. Product Design and Development

2. Manufacturing/Quality Control

3. Merchandising

4. Service/Installation

5. Complaints/Mishaps

6. Personnel

7. Management/Coordination

In addition to these general classifications,
organizations should also define additional
categories and sub-categories based on the
specific types of information they produce
during business. For instance, subcategories of
“Product Design and Development” may include
specifications, drawings, or bills of materials (BOM),
and for “Personnel” examples of sub-categories
or types could be employee reviews and manuals,
training certificates, and so on.
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FDA-regulated companies that maintain
paper-based systems are falling behind -
and the reason for the lag is quite evident.
Quality systems based on paper document
control processes put companies at a
competitive disadvantage. Paper-based
systems significantly increase the risk of
non-compliance with cGMP in organizations
regulated by the FDA or those seeking to
comply with ISO and other standards.

Electronic information management systems
provide a framework for centrally organizing,
managing and tracking important content
and processes. In addition, they support
lean manufacturing practices and quality
management programs that ensure efficient
processes that comply with government
regulations and industry standards.

Today’s global companies are overwhelmed
with data - so much so that their disparate
systems struggle to adequately store and
organize it all. Worse still, critical information
assets are frequently dispersed, disconnected,
duplicated and, all too often, inaccurate.
Companies know they need a better approach
to regulatory information management - what
they often don't know is where to start and
how to weave this vital capability across the
enterprise’s diverse business applications.

Users Reading Edit Delete

2 Tina Smith ] O
O
2 John Brown D D

2 Jane Doe
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Data is generated by the day-to-day activities
that take place in each department. Regulatory
operations personnel, for example, produce
documents and develop submissions, which
they file for approval. However, a submission
begins long before the documents are created.
In most cases, data gathering is conducted
locally, with responsible departments drawing
on the minimal amount of information needed
to adhere to regulatory requirements or to
track commitments.

What is often missing is the ability to aggregate
information across the enterprise so that it

can be used to conduct more predictive work,
such as project planning across the portfolio,
resource planning, and pre-and post-marketing
activities. In so doing, companies can manage
their activities more holistically and better
equip themselves to recognize and act upon
information that can impact operations.

Clearly, regulatory information management
involves far more than just tracking
submissions. The processes and technologies
employed to enable successful regulatory
content management also help companies

to consolidate their disparate systems and
produce meaningful information that leads
to better decision making. The starting point
is managing and structuring data in a clear
and consistent manner. Only by having clean,
consistent and reliable data is it possible to
build a broad picture of how an organization’s
resources are currently being used as well as
how they can be maximized in the future.
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With a formal content management

solution in place, companies can simplify
compliance procedures, streamline processes,
automate information exchange and reduce
administrative overhead. As a result, teams can
work together in a more effective and efficient
manner by keeping personnel connected,
informed and on task-providing access to the
right information to everyone at any time,
from anywhere. Complete, accurate and clear
documentation is the key to maintaining
compliance in a Good Manufacturing Practice
(GMP) environment. Accurate and up-to-date
information is needed to establish quality
management principles, describe specific
processes and procedures and maintain
records that demonstrate such processes

and procedures were followed.

Together, these principles, processes,
procedures and records demonstrate that

a manufacturer is operating in a state of
control, defined as, “a condition in which

the set of controls consistently provides
assurance of continued process performance
and product quality.” Adherence to GMP
specifically requires that, “the quality control
unit shall have the responsibility for approving
or rejecting all procedures or specifications
impacting on the identity, strength, quality
and purity of the product.”

Information management is a critical
component of quality management
systems. Good manufacturing practices,
FDA regulations, I1SO standards and other
regulations and standards require that
companies manage file versions, document
and execute standard operating procedures
(SOP), control employee access, facilitate
training initiatives and implement appropriate
change control procedures for

all organizational information.

© 2025 M-Files. All rights reserved.

To be competitive in today’s global marketplace,
it's paramount to have a tightly integrated and
comprehensive solution for managing and
controlling information across the enterprise
from within a single, centralized repository.
When documents and data can be searched,
viewed and managed across multiple integrated
systems, efficiency is optimized as organizations
significantly streamline workflow processes and
reduce costs.

With an effective approach to information
management integrated within a quality
management framework, companies can

control and regulate document access,

improve visibility and control revisions across
multiple departments, while also providing the
necessary level of automated notifications and
communication to those people who are affected
by the changes. Furthermore, all of these benefits
can be realized while maintaining compliance
with industry regulations and standards.

D
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CORE FEATURES T0 LOOK FOR
WHEN EVALUATING QUALITY
MANAGEMENT SYSTEM PLATFORMS

Choosing the right Quality Management System involves understanding the
essential features and considerations that will best meet your organization’s
needs. We will outline key aspects to consider when evaluating a QMS.

— Document Control

_O A robust QMS should offer centralized, secure, and version-controlled management
of all quality-related documents, including Standard Operating Procedures (SOPs),
work instructions, policies, and forms. Key capabilities include:

« Automated version control to prevent outdated documents from being used

+ Access controls and permissions to ensure only authorized personnel can
edit or approve documents

« Audit trails to track who made changes and when
+ Electronic signatures to support regulatory compliance (e.g., FDA 21 CFR Part 11)
« Searchable repositories for quick retrieval of critical documents

This ensures that employees always access the most current and approved
documents, reducing errors and maintaining compliance with regulatory standards.

CAPA (Corrective Action and Preventive Action) Management
CAPA tools help organizations systematically identify, investigate, and resolve

nonconformances or quality issues. A comprehensive CAPA module should include:

+ Issue intake and categorization for consistent reporting
« Root cause analysis tools (e.g., 5 Whys, Fishbone diagrams)
Automated workflows for assigning tasks, setting deadlines, and tracking progress
« Effectiveness checks to verify that corrective actions have resolved the issue
+ Integration with other QMS modules (e.g., audits, complaints, risk management)

This ensures continuous improvement, reduces recurrence of issues, and supports

regulatory compliance.
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Audit Management

This feature supports the planning, execution, and documentation of both
internal and external audits. A strong audit management module should offer:
+ Audit scheduling and calendar integration

+ Customizable checklists and templates for different audit types

+ Real-time audit tracking and mobile access for on-site audits

* Nonconformance logging and follow-up tracking

+ Comprehensive reporting and dashboards for audit outcomes and trends

Effective audit management helps maintain readiness for regulatory
inspections and internal reviews, while also identifying areas for improvement.

Training Management

Training management ensures that employees are properly trained and
qualified for their roles. A capable QMS should provide:

* Role-based training matrices to define required competencies

+ Automated training assignments based on job roles or document updates
+ Tracking of training completion, certifications, and expirations

* Quizzes and assessments to verify knowledge retention

+ Alerts and reminders for upcoming or overdue training

This helps maintain workforce competency, supports compliance with
industry standards, and reduces operational risk.

Change Control and Risk Management

A robust Quality Management System (QMS) must include structured
approaches to both change control and risk management, as these elements
are essential for maintaining quality, compliance, and operational stability.

Change Control

Change control functionality enables organizations to manage and document
changes to processes, documents, equipment, assets, or products in a controlled
and traceable manner. Whether updating a standard operating procedure or
modifying a piece of equipment, this process ensures that all changes are:

+ Reviewed for potential impacts on quality, safety, and compliance
+ Approved by appropriate stakeholders before implementation
« Communicated effectively across relevant teams to ensure alignment and readiness

By minimizing disruption and maintaining consistency, change control supports
continuous improvement while safeguarding product and process integrity.
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Risk Management

E .. @ Integrated risk management tools within a QMS allow organizations to proactively
identify, assess, and mitigate risks throughout the product or service lifecycle.

Key components include:

+ Risk Registers to document and track identified risks
« Impact Assessments to evaluate potential consequences of risks or changes
+ Mitigation Plans to reduce the likelihood or severity of adverse outcomes

Proactive risk management not only helps prevent quality issues but also
supports strategic decision-making and regulatory compliance. When combined
with change control, it ensures that any proposed changes are evaluated through
a risk-informed lens, enhancing overall system resilience.

Supplier Quality Management

@ Supplier Quality Management (SQM) is a critical component of a robust Quality
Management System, enabling organizations to ensure that their external partners
consistently meet defined quality and compliance standards. This function involves
monitoring and evaluating supplier performance, conducting supplier audits, and
fostering transparent communication and collaboration.

Effective SQM helps reduce supply chain risks, ensures the consistent quality

of incoming materials or services, and supports long-term supplier relationships.
In manufacturing environments, these practices are especially vital, as the quality
of raw materials and components directly impacts production efficiency and final
product quality.

A comprehensive SQM approach should cover both general and industry-specific
requirements, including:

+ Performance Monitoring: Regularly assess supplier output against key
performance indicators (KPIs) such as defect rates, delivery timelines,
and responsiveness.

« Compliance Assurance: Verify that suppliers adhere to regulatory, contractual,
and industry-specific standards (e.g., ISO, GMP).

+ Audit Management: Plan and execute supplier audits to identify risks,
verify processes, and drive continuous improvement.

« Collaboration and Communication: Establish clear channels for feedback,
issue resolution, and joint quality initiatives.

By integrating these practices, organizations can build a resilient supply chain
that supports operational excellence and customer satisfaction.

Analytics & Dashboards

Qﬁ Real-time dashboards and analytics provide visibility into key quality metrics
— such as defect rates, audit findings, CAPA trends, and training compliance.
These insights support data-driven decision-making, help identify trends and
| enable continuous improvement across the organization.
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Cloud vs. On-Premises QMS

£»
{&} When choosing between a cloud-based and an on-premises Quality Management
System (QMS), it's important to consider your organization’s operational needs,
budget, and regulatory environment. Cloud-based QMS platforms offer significant
advantages in terms of scalability, lower upfront costs, and the convenience of
remote access. These systems are typically maintained by the vendor, which
reduces the burden on internal IT teams and allows for faster implementation
and updates. They are ideal for organizations seeking flexibility and accessibility
across multiple locations or remote teams.

In contrast, an on-premises QMS is hosted locally on your organization’s servers,
offering greater control over data, system customization, and security protocols.
This model is often preferred by companies in highly regulated industries—such
as pharmaceuticals, defense, or finance—where strict data governance and
compliance requirements are critical. While on-premises systems may involve
higher initial costs and ongoing maintenance responsibilities, they provide a
level of control and customization that some organizations find essential.

and Scalable Quality Management

Modern Quality Management Systems (QMS) are undergoing a transformative
shift through the integration of artificial intelligence (Al) and automation.
These technologies are not only streamlining operations but also redefining
how organizations manage quality, compliance, and risk.

j Al and Automation in QMS: Unlocking Intelligent, Secure,

Al and automation enable the intelligent orchestration of security protocols and
permissions, reducing manual configuration errors and ensuring consistent access
control across systems. This is particularly impactful in regulated industries, where
data integrity and traceability are paramount. By automating these foundational
elements, organizations can build a safer and more secure information vault,
where sensitive quality records are always protected and audit-ready.

A standout innovation is the use of Aino Metadata, which enriches documents
with contextual intelligence. This metadata layer allows systems to understand
the content and purpose of each file, enabling smarter classification, retrieval,
and lifecycle management. As a result, QMS platforms become more intuitive
and responsive, adapting to user behavior and organizational needs in real time

Beyond metadata, Al-driven analytics empower teams to predict and prevent quality
issues before they escalate. Machine learning models analyze historical data to
identify patterns and anomalies, supporting proactive interventions and continuous
improvement. Automation further enhances this by organizing inspection data,
generating compliance reports, and flagging deviations instantly reducing the
burden on quality teams and accelerating resolution cycles.

Natural language processing (NLP) adds another layer of usability, allowing users
to interact with QMS platforms conversationally. Whether searching for a specific
audit trail or querying the status of a corrective action, NLP enables intuitive access
to complex datasets, democratizing information and boosting productivity.

Together, these capabilities foster a QMS environment that is not only efficient

and compliant, but also intelligent, adaptive, and secure. By embracing Al and
automation, organizations can shift from reactive quality control to strategic

quality leadership—empowering teams to focus on innovation, customer 0

satisfaction, and long-term value creation.



M-Files.

Security and Compliance

A robust Quality Management System must prioritize security and compliance

to protect sensitive data and meet regulatory requirements. This includes
implementing access controls through role-based permissions to ensure that only
authorized personnel can view or modify specific information. Comprehensive
audit trails are essential for maintaining full traceability of all changes and user
actions, supporting accountability and transparency. Additionally, data encryption
safeguards quality records and sensitive information from unauthorized access
or breaches. To support regulatory obligations, the system should also offer
regulatory reporting tools that can generate accurate, on-demand compliance
reports, streamlining audits and inspections.

R&>

You will be able to select a QMS that not only meets your current needs but also supports
future growth and technological advancement by considering these essential features.

iles. All rights reserved.
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IMPLEMENTING A QUALITY
MANAGEMENT SYSTEM

Implementing a quality management system requires careful planning and execution.
An example implementation timeline for your organization to follow is detailed below.

SAMPLE TIMELINE:

Needs Assessment

Begin by evaluating your current quality
management practices, identifying gaps,
and defining key objectives. This phase
sets the foundation for selecting and
implementing the right QMS solution.

Solution Evaluation

Conduct in-depth evaluations of
shortlisted vendors. This includes
detailed product demonstrations, proof
of concept (PoC) trials, and reference
checks with existing customers.

Contract Negotiation

Negotiate terms with the selected

System Configuration and Customization

Configure the QMS to reflect your
organization’s workflows, terminology,
and compliance needs. This may include
setting up modules like document control,
CAPA, training, and audits.

User Training

administrators on how to use the
new system effectively. Training
should be role-specific and include
hands-on practice.

vendor, ensuring that all functional,
technical, and compliance requirements
are clearly documented and agreed upon.

Train end-users, quality teams, and

Defining your Approach

Decide whether to implement the QMS
organization-wide or start with a specific
department or use case. This strategic
decision will influence the scope,
timeline, and resource allocation.

Vendor Shortlisting

Research and narrow down
potential QMS vendors to

a shortlist of 3-5 based on
initial demos, capabilities, and
alignment with your needs.

Implementation Planning

Collaborate with the vendor to develop
a detailed implementation roadmap,
including milestones, responsibilities,
timelines, and resource planning.

Data Migration

Transfer existing quality
documents, records, and metadata
into the new system. This step
may involve data cleansing and
validation to ensure accuracy.

Go-Live and Support

Launch the QMS and monitor
its performance. Provide
support to users, resolve any
issues, and ensure a smooth
transition to the new system.

Effectively managing the implementation of your organization’s Quality

Management System (QMS) is essential for a successful launch and

long-term adoption. To ensure the implementation aligns with your

organization’s goals, several key considerations should be kept in mind. @

© 2025 M-Files. All rights reserved.
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To ensure the successful implementation of a Quality Management System (QMS),
it's essential to begin with a strong foundation. This starts with the creation of a
Project Charter, which clearly defines the project's scope, objectives, stakeholders,
and success criteria. The charter acts as a guiding document throughout the
implementation, ensuring alignment across departments and keeping the project
focused on its intended outcomes.

Following this, a detailed Project Plan is
developed. This plan breaks the implementation
into manageable phases, assigns timelines and
responsibilities, and allocates the necessary
resources. It serves as a living document that
helps the project team track progress, manage
dependencies, and ensure the QMS is delivered
on time and within budget.

Risk Management is another key
component of the implementation
process. By proactively identifying
potential risks—such as data migration

\L issues, user resistance, or regulatory
A\V"// non-compliance, the project team
g\lw‘\; can develop mitigation strategies to
4' ?): address them before they escalate. This
4 foresight helps maintain momentum
' and ensures the project stays on track.
Securing an Executive Sponsor is critical to align —
the QMS implementation with organizational : - T o
goals and to ensure top-level support. Forming a g .
cross-functional Project Team with representatives 6 @ —
from quality, operations, IT, compliance, and other ~ /\‘ L
key departments brings diverse expertise and ensures ) .

Engaging stakeholders throughout the process

is a vital part of Change Management. Regular
communication, feedback sessions, and involvement
in decision-making help build buy-in and reduce
resistance to change. This engagement is essential for

] i .
the successful adoption and long-term sustainability
of the QMS.

© 2025 M-Files. All rights reserved. @
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Establishing clear milestones and deliverables for
each phase of your Quality Management System
(QMS) implementation is essential for measuring
progress and maintaining alignment with your quality
objectives. These milestones serve as checkpoints
that help ensure each stage—from planning and
configuration to training and go-live—is completed
on time and to standard.

To keep the project on track, it's important to leverage
project management tools that allow you to
monitor progress against these milestones, assign
responsibilities, and manage timelines effectively.
Regular project reviews and status meetings
provide opportunities to assess alignment with

the implementation plan, address any roadblocks,
and make timely adjustments.

Driving successful adoption of a Quality Management System (QMS) requires active
involvement from users across all departments. Engaging team members early in

the design and testing phases ensures the system is intuitive, relevant, and aligned
with their day-to-day responsibilities. This collaborative approach not only improves
system usability but also fosters a sense of ownership among users.

Equally important is the development of comprehensive
training programs tailored to different user roles.
These programs should cover both the technical use
of the QMS and the underlying quality principles it
supports. Well-structured training helps ease the
transition, reduces resistance, and boosts confidence
in using the new system.

To sustain engagement, it's essential to establish a
feedback mechanism that allows users to share their
experiences, report issues, and suggest improvements.
Acting on this feedback demonstrates that user input
is valued and helps refine the system over time. This
inclusive, user-centered approach leads to higher
adoption rates, better compliance, and a stronger
culture of quality throughout the organization.

© 2025 M-Files. All rights reserved.
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M-FILES, THE LEADING KNOWLEDGE
WORK AUTOMATION PLATFORM
FOR QUALITY MANAGEMENT

DISCOVER M-FILES QUALITY
MANAGEMENT IN ACTION.

WHAT IS M-FILES?

M-Files is the leading platform for document management and
knowledge work automation. Knowledge work automation

takes document and quality management to the next level,
utilizing GenAl technology to automate tasks, leaving knowledge
workers free to do the intellectual work for which they were
hired. Knowledge work automation allows knowledge workers to
automate processes from document creation and management
to workflow automation, external collaboration, enterprise
search, security and compliance, and more.

With the M-Files platform, knowledge workers can find
information faster, work smarter, and achieve more. M-Files
features an innovative metadata-driven architecture, embedded
workflow engine, and advanced artificial intelligence. This
enables our customers to eliminate information chaos, improve
process efficiency, and automate security and compliance.

M-Files QMS is a practical and easy-to-use solution that helps
manufacturing organizations and related businesses fulfill the
documentation and data requirements associated with quality
standards such as ISO 9001, CE marking or labeling, compliance
with FDA 21 CFR Part 11 and EU GMP Annex 11, and audits
associated with all these activities. M-Files QMS is ideally suited
for businesses in regulated industries such as pharmaceutical and
life sciences, petrochemicals and other highly process-related
manufacturing sectors, food production, transportation
(including aviation, automotive, etc.), mining and others.

© 2025 M-Files. All rights reserved. a
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HOW M-FILES AND MICROSOFT

For organizations focused on quality
management, leveraging a QMS that offers a
M365 native experience can significantly enhance
operational efficiency and compliance. M-Files
now has a strategic partnership with Microsoft to
deliver a unified solution for quality management
systems. This collaboration unlocks native
Microsoft 365 capabilities for M-Files Al-curated
content, including agentic experiences powered
by Microsoft 365 Copilot and M-Files Aino.

Unlike legacy document management systems
that suffer from fragmented governance and
poor content quality, the M-Files and Microsoft
365 solution provides a centralized, scalable
environment. It enables high-precision document
retrieval, lifecycle content management, and
Al-driven business workflows, enhancing
efficiency and reducing risk.

Key benefits include:

Confidence in Al results are grounded in
accurate, relevant, and trusted content.

Enhanced productivity through native
Microsoft 365 co-authoring and collaboration.

Unified security and compliance with
automated governance via Microsoft Purview.

Maximized ROI by avoiding costly
custom development and leveraging
future joint innovations.

© 2025 M-Files. All rights reserved.

By embedding M-Files within the Microsoft
365 ecosystem, organizations gain a seamless,
secure platform for managing critical business
documents. This integration streamlines
workflows, eliminates content silos, and
supports quality management processes such
as standard operating procedures (SOPs),
corrective actions and preventive actions
(CAPAs), and validation documentation.

The result is a powerful, future-ready quality
management system that boosts productivity
and ensures compliance.
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Microsoft SharePoint

M-Files enhances SharePoint by automatically organizing documents
based on their type, metadata, and relationships—such as linking
procedures to audits or corrective actions to nonconformances—
within the Microsoft 365 environment. This eliminates the need for
manual folder navigation or trial-and-error searches, ensuring that
quality documentation is always accurate, accessible, and audit-ready.

For quality teams, this means enhanced traceability, simplified audits,
and stronger data governance. By embedding M-Files into Microsoft's
ecosystem at the storage level, the integration not only reduces
information silos but also ensures that quality data is seamlessly
accessible across workflows—supporting smarter work, regulatory
compliance, and continuous improvement.

Microsoft Outlook

M-Files + Outlook streamlines quality processes by letting teams
manage and classify documents and emails directly in their inbox.
With metadata-driven search, version control, and automated
filing, it ensures secure, compliant, and traceable documentation—
boosting efficiency and reducing errors.

Microsoft Teams

Microsoft Teams + M-Files empowers quality teams to collaborate
in real time while maintaining full control over documents and
compliance. The integration enables users to manage audits,
CAPAs, and workflows directly in Teams—ensuring traceability,
version control, and alignment with quality standards.
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Microsoft Copilot

Microsoft Copilot for Microsoft 365, integrated with M-Files,
helps quality teams quickly access and act on critical data using
natural language. It streamlines tasks like audits, SOPs, and
compliance analysis, boosting productivity and aligning with
standards like ISO 9001 and FDA 21 CFR Part 11.

on enhancing your Microsoft
Copilot experience with M-Files

Microsoft Purview

Microsoft Purview provides organizations with tools and
solutions to govern, protect, and manage their data in
Microsoft 365. For quality management systems, this means
enhanced control over sensitive quality records, automated
compliance enforcement, and streamlined audit readiness.
Purview's data classification and lifecycle management features
help ensure that documents like SOPs, CAPAs, and training logs
remain secure, traceable, and aligned with regulatory standards.

Gain a Unified User Experience. The Microsoft 365
M-Files native experience allows users to access
content directly within the familiar Microsoft interface.
Employees can collaborate, share documents, and
manage content without switching between M-Files
and Microsoft applications. This unified experience
enhances user adoption and productivity.

© 2025 M-Files. All rights reserved. e
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M-FILES KEY STRENGTHS
AND DIFFERENTIATORS

M-Files stands out due to several key strengths and differentiators
that set it apart from other quality management systems:

Account o

[ 1B Consulting

Unified Information Management

Object type

Class

M-Files unifies quality-related systems, user
data, and documents across the organization et
without requiring data migration, enabling
teams to access and manage critical
information—such as SOPs, CAPAs, and
audit records—from a single, compliant
platform. This streamlined access accelerates
decision-making, enhances traceability, and
supports continuous improvement across .
your Quality Management System. i

1IB Project

lectrical engineering docx

> 3 1B Project management plan docx Document

don template.ppix Document

D Presenty:,

Workflow Automation

Embedded workflow engine automates
quality-related document processes,
such as approvals, reviews, and change
controls—enhancing compliance,
improving efficiency, and reducing
manual effort across your Quality
Management System.

Built on Metadata

Instead of relying on traditional folder structures,
M-Files utilizes metadata to categorize and find
documents, making it easier to locate information
based on what it is rather than where it is stored.
Our metadata approach drives superior Al
experiences with connectivity, confidentiality,

and curation capabilities.

11B Project
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o § Project
@ Customer
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@ Name
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User-Friendly Interface

M-Files offers a simplified, consumer-like user
experience, making it easier for users to adopt

and use the system and perform searches
from all connected systems to find the right
information instantly from any source.

Metadata

Smith Contract
< m
- . Document

Class* Contract
Name or title* Smith Contract

nnnnnnnnnnnn 3/4/2024

6' -

lth—pr e for Signing

Fa\

Smart Migration

M-Files smart migration service assists
in migrating documents from external
repositories into M-Files, automatically
classifying and adding metadata to
the content.

© 2025 M-Files. All rights reserved.
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Scalability and Ease of Use

M-Files platform can scale with the
organization, accommodating growing
volumes of documents and users.
Users can manage any enterprise
information, from any system, and
build relationships between them.

Automated Creation
of Complex Documents

Experts minimize manual tasks to focus
on what matters most so organizations
can easily re-use organizational knowledge.

m CBH Project Plan.doc
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Created 10/10/2023 2:07 PM John Doe

Co-edited 3/1/2024 5:02 PM Tina Smith

Security and Compliance

Robust security features, including
encryption and access controls, ensure

data protection and compliance with
”em"’“'asmith . regulatory requirements.

Document

w8 Class* Contract
Name or title* Smith Contract

Document date* 3/4/2024

Metadata

m 118 Project management plan

Document

B Preject management plan

34112024

Austin Distrct Redeveiopment

Manage Permissions Automatically

Users have seamless access to all
relevant information while information
is safe from unauthorized access.

users Reading Edit Delete
& Tina Smith v X X
2 Jane Doe v v X

2 John Brown X v X

Generative Al Enhancements

M-Files utilizes Generative Al technology
to streamline quality management,
workflow automation, and search

using natural language interaction.

Complement Microsoft Investments

M-Files adds classification, automation,
search, and compliance to Microsoft 365 and
embeds in the apps for easy, secure access
for improved knowledge worker productivity.

© 2025 M-Files. All rights reserved.
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By understanding these features and strengths, you can see
how M-Files can significantly enhance your quality
management processes and overall business efficiency.

FEATURE M-FILES OTHER TRADITIONAL DMS
Architecture Metadata-Driven Folder-Based

Workflow Automation  Embedded Workflow Engine Limited or None

Al Capabilities Advanced Al for Automation Basic or None

Integration Extensive (Microsoft 365) Limited

Security Robust (Encryption, Access Control) Basic Security Features

Compliance Comprehensive Compliance Tools Limited Compliance Features
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When considering M-Files for your quality
management needs, you have two primary options
to explore the platform: trying M-Files for free or

scheduling a demo. Each option serves different
purposes and can be chosen based on your specific
needs and stage in the decision-making process.

Try M-Files for Free

The M-Files free trial gives you 30 days
to explore its features at your own
pace—solo or with your team. Choose
from four trial options: a general trial for
a broad overview, or industry-specific
trials tailored to Wealth Management,
Manufacturing, and Energy & Utilities.
Each option helps you evaluate how
M-Files supports your business goals
and information management needs.

EEVE
E :EI TRY M-FILES
FOR FREE

Schedule a Demo of M-Files

Scheduling a demo provides
a personalized, guided tour of
M-Files by an expert. This option is
perfect for organizations that need
a deeper understanding of how
M-Files can address their specific
By choosing the option that best fits your current challenges and requirements.
needs, you can effectively evaluate M-Files and
make an informed decision about its suitability for -
your organization. Let's take the next step towards EIE:.EE
| SCHEDULE A DEMO
OF M-FILES

optimizing your quality management processes!

Eu

© 2025 M-Files. All rights reserved. @
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INDUSTRY FOCUS: PHARMACEUTICAL

AND LIFE SCIENCES

In the pharmaceutical and life sciences industries,
quality is not optional, it's mission-critical

for patient safety, product efficacy, and
organizational credibility. These sectors
operate under some of the most rigorous
regulatory frameworks in the world, including
FDA 21 CFR Part 11, EU Annex 11, GxP, and ISO
13485, which mandate stringent controls over
documentation, processes, and data integrity.
A robust Quality Management System (QMS)
is essential for navigating this complex
landscape, ensuring that every product
released to the market meets the highest
standards of safety and compliance.

Beyond basic functionality, a QMS tailored
for pharmaceutical and life sciences
organizations must support comprehensive
traceability, secure electronic signatures,
and detailed audit trails. It should be built
on a validation-ready architecture that aligns
with regulatory expectations and simplifies
compliance audits. Integration capabilities are
also critical connecting seamlessly with core
systems like LIMS (Laboratory Information
Management Systems), ERP (Enterprise
Resource Planning), and MES (Manufacturing
Execution Systems) ensures data consistency
and operational efficiency across the entire
product lifecycle.

© 2025 M-Files. All rights reserved.

Modern QMS platforms go further by
enabling real-time visibility into quality
processes, automating document control,
training management, and workflows for
CAPA (Corrective and Preventive Actions),
deviations, and change control. Cloud-based
solutions with mobile access empower global
teams to collaborate effectively and respond
quickly to quality events, regardless of location.
Advanced analytics and Al-driven insights help
organizations identify patterns, mitigate risks,
and continuously improve their operations.

Investing in the right QMS is a strategic decision
that supports scalability, innovation, and
resilience. It allows pharmaceutical and life
sciences companies to maintain a proactive
quality culture, reduce the burden of manual
compliance tasks, and always remain inspection
ready. Ultimately, a well-implemented QMS
not only protects patients and ensures
regulatory alignment—it also enhances
operational agility and strengthens the
organization’s reputation in a competitive
and fast-evolving industry.
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INDUSTRY FOCUS: MANUFACTURING

In the manufacturing industry, quality is the
cornerstone of operational excellence. Whether
producing machinery, chemicals, food, or paper
goods, manufacturers must meet rigorous
standards for safety, consistency, and compliance.
Regulatory frameworks such as I1SO 9001,
IATF 16949, and OSHA guidelines demand
robust documentation, traceability, and
process control to ensure that every product
meets both customer expectations and legal
requirements.

A modern Quality Management System (QMS) is
essential for navigating this complex environment.
It must support the full audit lifecycle, from
inspection records and non-conformance
reports (NCRs) to Corrective Actions and
Preventive Actions (CAPAs). Integration with
systems like ERP (Enterprise Resource Planning),
MES (Manufacturing Execution Systems), and PLM
(Product Lifecycle Management) ensures seamless
data flow and operational efficiency across the
production chain.

Beyond compliance, a QMS tailored for
manufacturing should enable:

@ Automated document control for quality
manuals, inspection records, and SOPs.

@ Workflow automation for CAPA processing,
change control, and audit readiness.

@ Training management to track
employee qualifications and ensure
readiness for inspections.

. Real-time visibility into quality metrics
and production performance.

:-'1'

Cloud-based QMS platforms with mobile
access empower shop floor teams and quality
assurance personnel to collaborate in real time,
respond quickly to deviations, and maintain
continuous improvement cycles. Al-driven
analytics further enhance decision-making
by identifying trends, predicting risks, and
optimizing quality processes.

Investing in the right QMS is a strategic move
for manufacturers aiming to scale efficiently,
reduce waste, and maintain a competitive edge.
It fosters a culture of quality, minimizes the cost
of poor quality (COPQ), and ensures that every
product shipped is a testament to the brand’s
reliability and excellence.
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INDUSTRY FOCUS: ENERGY

In the energy sector—spanning oil & gas, Modern QMS platforms also leverage Al and
renewables, utilities, and power generation— analytics to identify patterns in equipment
quality management is not just about failures, predict maintenance needs, and
compliance; it’'s about ensuring safety, optimize resource allocation. Cloud-based
reliability, and sustainability in high-risk, deployment ensures scalability and
high-impact environments. With operations resilience, enabling energy companies to
often subject to intense regulatory scrutiny and adapt quickly to regulatory changes and

environmental oversight, energy companies must market dynamics.
adhere to standards such as ISO 9001, ISO 14001,

ISO 45001, and industry-specific frameworks like Investing in the right QMS empowers energy

API1 Q1/Q2 and NERC CIP. organizations to reduce downtime, improve
asset performance, and uphold their

A robust Quality Management System (QMS) commitment to environmental and worker

is essential for managing the complexity of safety. It fosters a culture of continuous

energy operations, from upstream exploration improvement and operational excellence,

to downstream distribution. It must support which is the key to thriving in a sector where

rigorous documentation control, real- quality and reliability are non-negotiable.

time monitoring, and traceability across
geographically dispersed assets and teams.
Integration with systems like SCADA (Supervisory
Control and Data Acquisition), EAM (Enterprise
Asset Management), and ERP platforms

are critical to ensure data consistency and
operational continuity.

Key capabilities for a QMS in the energy
industry include:

@ Automated compliance workflows for
audits, inspections, and incident reporting.

@ Risk-based CAPA management to address
safety events and operational deviations.

. Training and certification tracking
to ensure workforce readiness in
hazardous environments.

. Mobile access for field teams to capture
data and respond to quality events
in real time.
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The Smarter Way to Work.

M-Files is an Al-powered document management system.

With the M-Files platform, knowledge workers can find information
faster, work smarter, and achieve more. M-Files features an
innovative metadata-driven architecture, embedded workflow
engine, and advanced artificial intelligence. This enables customers
to eliminate information chaos, improve process efficiency, and
automate security and compliance.

For more information, visit m-files.com

M-Files has offices in eight countries.
To contact one of our regional offices, visit:
m-files.com/en/contact-us

M-Files is a registered trademark of M-Files Corporation.

All other registered trademarks belong to their respective owners.



