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Debunking the Myths...

> |SO is for large organizations with many employees.
» You need a Quality Manger for ISO.

» You must document everything you do.

» More paperwork.

» |SO is for manufacturers only.

> It's too complicated.

» |1SO is too expensive.

» You must train internal auditors to become ISO.




ISO 9001
Foundation



What is ISO 90017

» 1SO 9001 is published by the International Organization for
Standardization (ISO) and is recognized and used
worldwide across manufacturing, service, and non-profit
organizations of all sizes.

» |SO 9001 provides a framework to define their processes,
lead eftectively, manage risk, support operations, measure
performance, and continually improve also know as a
Quality Management System (QMS).



What is ISO 90017

» The standard does not prescribe how a business must
operate.

> Instead, it requires organizations to be customer -
focused.

» |ISO adapts to your organization; it does not change it.

Basically, 1ISO 9001 is just best business practices.



Benefits of ISO
9001



Benefits of Implementing ISO 9001

» Improved process consistency and efficiency
through standardized procedures.

» Enhanced customer satisfaction by focusing on
customer requirements and continual improvement.

> Increased credibility and market competitiveness,
especially when bidding for contracts or entering
new markets



Benefits of Implementing ISO 9001

> Better internal communication and clearer roles,
responsibilities, and accountability.

» Data-driven decision-making using performance metrics and
documented processes.

Y

Reduced waste, rework, and operational errors over time.

» Stronger foundation for scaling the business and supporting
long-term growth.
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Cost-Benefit
Analysis for Small
Businesses



Small Business Cost- Benefits

Understanding the financial impact of ISO 9001 is critical for
small businesses.

» While implementation requires upfront investment, many
organizations achieve measurable returns over time.

» For many small businesses, the return on investment (ROI) is
realized within one to three years, particularly when ISO 2001
is implemented pragmatically and integrated into daily
operations rather than treated as a standalone compliance
exercise.
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Small Business Cost- Benefits

» Although ISO 9001 requires financial and operational
commitment, small businesses that align the standard with
business objectives often experience improved performance,
reduced costs, and long-term competitive advantage.

> Typical small business costs can include:

v' Certification and audit fees (initial certification and ongoing surveillance
audits).

v Consulting or external support, if internal expertise is limited.
v' Third party Calibration contracts

v' Employee training and awareness activities.
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ISO 9001 Structure
Overview




Structure Overview

> 1SO 9001:2015 has 10 clauses

» Clauses 4-10 are auditable requirements

4.0 Context of the organization

5.0 Leadership
6.0 Planning
7.0 Support
8.0 Operation

9.0 Performance evaluation

10.0 Improvement



Structure Overview

ISO 9001 follows a logical business model:
» Understand the organization

> Lead the system

» Plan for risks and objectives

» Support operations

» Deliver products/services

» Measure performance

» Improve

As a small business, you have an advantage when it
comes to ISO implementation.




Understanding the Organization

4.0 Context of the Organization “Who are we and what affects our
quality?”

> Identify internal and external issues (4.1)

> Identify interested parties (4.2)

* Issues are naturally identified because employees wear multiple
hats. This makes understanding the entire business much easier.



Understanding the Organization

4.0 Context of the Organization “Who are we and what affects our

quality?”

» Define the scope of the QMS

» Identify and manage core processes

« Small businesses thrive with employees performing multiple
roles, enhancing process visibility and flow understanding.

« ISO thrives when people feel responsible for their part of the
system.

In small businesses, accountability is built in—everyone sees how
their work affects the customer.



Lead the System

5.0 Leadership Commitment "How does top management show commitment
to the system?”

» Establish a quality policy
» Assign roles and responsibilities

« Smaller Businesses are not siloed, so roles and responsibilities are
known and shared inherently.

« ISO requires company-wide engagement. In small organizations,

getting everyone on board is simpler because:
v fewer people

v’ leadership is more visible

v’ communication is more personal
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Plan for risks and objectives

6.0 Planning “How do we measure success”?
» Identify risks and opportunities

» Establish quality objectives

» Manage changes to the QMS

* Risks and opportunities are communicated and managed more
efficiently

* Quality Objectives ( KPI’s ) can be high level to begin, measure what
you can control.

«  Without multiple departments, changes can be communicated and
managed without all the “red tape”.
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Support Operations

/.0 Support "How does the organization support the business
operations?”

> People, competence, and training

» Infrastructure and work environment

» Communication

* Less employees, less training.
« Smaller organizations tend to contract out maintenance needs
and do not need a complex preventative maintenance program.

« Smaller teams enable faster, face-to-face communication
eliminating lengthy email chains or meetings.
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Support Operations

Monitoring and measuring equipment (calibrated equipment)
Control of documented information

Minimal measuring tools used for conformance validation.

Small businesses can start clean, building documentation that
actually reflects reality.

Less Paperwork. Only need the minimum documented
information.

Work instructions can be informal.



Deliver products /services

8.0 Operations “How do meet our customer’s needs and
expectations?”

» Customer requirements and order review

» Supplier and purchasing controls

Smaller businesses tend to have stronger customer relations.
Customer Communication is inherently present.

Quoting and customer communications tend to be more
informal.

Supplier management is less complex.
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Deliver products /services

» Production or service delivery
> |dentification, traceability, preservation
» Control of nonconforming outputs

« Operations are streamlined, less complex inventory system.

» People in small organizations naturally see
v"How a customer order becomes a finished product
v"Where errors occur
v Where improvements can be made
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Measure Performance

9.0 Performance Evaluation “How are we doing?”
» Monitor and measure processes
» Review customer satisfaction

* Less data to work through.

» Customer Communication is captured through daily
communications.



Measure Performance

» Conduct internal audits
» Perform management review

Less processes to audit.

Issues affect the business are discussed more frequently
with the management team.

Issues effecting your QMS are communicated more
efficiently.

Faster feedback loops.



Improve

10.0 Improvement “ How do we improve?”
» React to nonconformities

» Prevent recurrence

» Drive continual improvement

« Cross-functional roles enable faster root cause analysis and
immediate implementation of improvements without
departmental delays.

« Smaller teams have a better grasp of problems because they
have a better understanding of how processes flow into
each other.

© IMEC All rights reserved.



Y VY

Takeaways

Small businesses have simpler workflows and fewer processes, resulting
in less documentation and easier ISO 9001 implementation.

Small teams naturally share information and collaborate, making ISO
structure fit effortlessly into how they already work

Small businesses have the agility, simplicity, and close-knit
communication that ISO systems are built on.

What feels “complex” for large organizations is often surprisingly
straightforward for smaller ones.

ISO can be lightweight, practical, and optimized for your size

Individuals see how their work impacts customers and colleagues,
fostering ownership critical for effective management.

Your customer relationships are your strengths



@ mbarr@imec.org
® (815)218-6070

*Please do not hesitate to reach out with any additional ISO
needs or questions.

LN -
Share your feedback

IMEC !
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