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1 Scope
1.1 General

Our company has developed and implemented the Quality Management System (QMS)
described in this manual to help our organization demonstra s ability to consistently provide
products/services that meet customer and applicable reg quirements, and operate
with increased effectiveness and efficiency with the ov f enhancing customer
satisfaction.

Our QMS utilizes the process approach and qu i contained in the ISO
9001:2008 international standard to enh i g

1.2 Application

Our QMS complies with all app
encompasses all operatj

Company Name

Street Address
City, State, Zip Ct

to help you
in this Quality

Requirements EXCLUSION TABLE

Clause or Justification
Sub-clause
7.3 Design and Development Our company receives orders from

customers to manufacture customer-
specific products. Our company does
not market any off-the shelf
company-owned designs.

7.5.2 Production Process Validation Our company does not have any
processes in which the results cannot
be verified by subsequent monitoring
or measurement.
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2 Reference Documents

The following external documents contain provisions, which through reference in this manual,
constitute provisions of our QMS:

ISO 9000:2005, Quality Management Systems — Fundamentals and vocabulary
ISO 9001:2008, Quality Management Systems — Requirements

Section 10 of this manual shows all of our company’s procedur the sequence and interaction

between them.

The latest edition of each referenced document appl es our policy and

ote: documents are
n@s given in ISO

procedures governing the control of these and ot
referenced throughout this manual by docuy

3 Terms and Definitions

Our QMS uses the same inter
9000:2005.

uz@@%\interaction of these processes,

ria amNitnethods needed to ensure that both the operation and

d) ensures thevavailability of resources and information necessary to support the operation
and monitoring of these processes,

e) monitors, measures, where applicable, and analyzes these processes, and

f) implements actions necessary to achieve planned results and continual improvement of
these processes.

These processes are managed in accordance with the requirements of this manual and the ISO
9001:2008 International Standard.
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Outsourced processes that affect product conformity are controlled utilizing Contracts,
Purchase Orders and Inspection as defined in Section 7.4 and its subclauses. Our company
takes responsibility for conformity to all customer, statutory and regulatory requirements, even
when processes are outsourced. The type and extent of control is influenced by factors such
as:

a) the potential impact of the outsourced process on the organization's capability to provide
product that conforms to requirements,
b) the degree to which the control for the process is shared,

c) the capability of achieving the necessary control throug application of 7.4.

referred to above include
s, product realization,

NOTE1 Processes needed for the Quality Managem
processes for management activities, provisio
measurement, analysis and improverprnt.

4.2 Documentation Requirements

4.2.1 General

©
2

9 :2008 International

The Quality Managem

the effective planning,

4.2.3 Control of Documents

Documents required by the Quality Management System are controlled. Records are a
special type of document and shall be controlled according to the requirements given
in4.2.4.

Our company has a documented procedure that defines the controls needed
a) to approve documents for adequacy prior to issue,
b) toreview and update as necessary and re-approve documents,

The CONTROLLED version is stored electronically.
Page 5 of 28 Printed copies are for REFERENCE ONLY. QUALITY MANUAL REV. 0



c) toensure that changes and the current revision status of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of
use,

e) to ensure that documents remain legible and readily identifiable,

f) to ensure that documents of external origin that are necessary for the planning and
operation of the Quality Management System are identified and their distribution
controlled, and

g) to prevent the unintended use of obsolete doc
identification to them if they are retained fo

ts, and to apply suitable

4.2.4 Control of Records
Our company keeps records to provide y to requirements and of

the effective operation of the Qup* cords
controlled. @
r the

sp records. Records

Our company has a do
identification, storage,

5. Management Respo

5.1 Management

conducts
e) ensuresthe

5.2 Customer Focu

Top management shall ensure that customer requirements are determined and are met with
the aim of enhancing customer satisfaction (see Sections 7.2.1 and 8.2.1.)

Our Quality Policy articulates our commitment to our customers. Customer complaints and
other feedback are monitored to measure and identify opportunities for improvement (see
Section 8.2.1.) We continually look for other ways to interact directly with individual
customers to ensure are meeting their unique needs and expectations.
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Instructions: If your company doesn’t have a web presence, delete the following paragraph.

Additionally, we have established an interactive website to provide our customers with quick
access to information and points of contact within our organization regarding our products (see
Section 7.2.3.)

5.3 Quality Policy

Top management has established a Quality Policy that:

a) describes our company’s core competency,

b) includes a commitment to comply with requirements a
effectiveness of our Quality Management System a

c) provides a framework for establishing and reviewing

{nually improve the

The Quality Policy is communicated and under ithi ation, and is reviewed
for continuing suitability during ManagementRe

5.4 Planning

5.4.1 Quality Objectives

istent with the Quality
@o support the

5.4.2

5.5 Responsibility, Auth
5.5.1 Respons nd Authority

Top management has defined responsibilities and authorities and communicated them
within the organization.

Instructions: Review the following responsibilities and modify to meet your company’s
operations. Un-highlighted references related to the Quality Management
Representative and Top Management must not change.
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The President sets direction and ensures the success of our business through the clear
definition and communication of QMS responsibilities and authorities. Other members
of Top Management include: the CFO and the Vice President of Sales Engineering.

With respect to the QMS, the Quality Management Representative is included as a
member of Top Management. The interrelationship of Top Management and other key

personnel is depicted in our company’s Organizational Chart (see Section 9.)

Overall QMS responsibility and authority is as follows:

Top Management — Members of Top Manageme
quality of our company’s products and services si
processes by which work is accomplished ATop Ma
Business Planning, development and co
Planning (including the establishmeg~-

ately responsible for the
ol the systems and

’

m\nt of operational
and improve

5.5.2 Managem

Instructiond# Enter the correct title of the individual who is managing the company’s
ISO program.

Top management has appointed the Title of a Staff Member as the company’s

Management Representative, who, irrespective of other responsibilities, has

responsibility and authority for

a) ensuring that processes needed for the Quality Management System are
established, implemented and maintained,

b) reporting to top management on the performance of the Quality Management
System and any need for improvement, and
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