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The 1SO 9000:2000 Overview moduleis .
1SO 9000:2000 Overview amust for any organization looking to Introduction
achieve certification to the 1SO 9001

. . = The ISO 9000 standards are a set of
standard. The moduleisalso applicable

international quality management

to those companies |ooking to comply standards and guidelines.
with the SO 9001 standard’s = The ISO 9000 standards were
requirements to meet customer initially published in 1987, were
requi rements, organiza[iona] goals, etc. revised in 1994 and again in 2000.

= Technical Committee (TC) 176 is
Management commitment is critical to responsible for the revision to the
implementing an effective SO 9001 standards.

1SO 10011 1SO 14000 compliant quality management system. = 53 participating member bodies and

10 observer members were involved
in the revision process.

Asaresult, the organization’s
management team is required to show its

commitment through its actions as well as

itswords. Management must be willing
to provide the resources needed to Documentation Requirements
implement the system as well as be 4.2.2 Quality Manual

knowledgeable of the requirements that

pertain to their area(s) of responsibility . L .
Course Obiectives and authority. Thismodule isideal for Estblish a_nd maintain a Quality
) o - Manual to include:
communicating those requirements and
. _ fulfilling various training requirements = Scope of QMS
v SHtlstgrygf 1SO 9000 Series of mandated by the 1SO 9001 standard. = Justification for exclusions
andards
v Reasons for & Benefits of the Revision The 1 SO 9000:2000 Overview moduleis E;);;Tsfwnetje?)rp:gfﬂ::fto them
¥ Major Changes to the Standard designed to provide participants with a « Descrintion of the interaction
¥ New ISO 9001 Requirements knowledge and understanding of the betwee% rocesses of the QMS
¥ Quality Management Principles International Standards Organization P
v" Reasons for/Benefits of Compliance (1SO) 9001 Quality Management System
v' Key Terms & Definitions requirements. The module includes an
v’ 1SO 9001 Requirements introduction to the 1SO 9000 series of Documentation Requirements
standards and discusses some key terms 4.2.2 Quality Manual - Notes
and concept relationshipsreferred to in
the Sandard The reasons for Compl | ance The scope of the QMS needs 10_be defined in the
. . . . . Quality Manual. The scope typically includes reference
or benefits associated with i mpl ementing to this standard, other applicable requirements (e.g.
and mal ntal ni ng an |SO 9001 Compllant indl:;tr{, statutory, regulatory, etc.) and field of
N application.
qual Ity management SVStem are al&) Any justification for exclusions shall be defined and
a hi gh| i ghted justified. Exclusions are limited to the requirements of
Clause 7 of this standard.

Course Outline

Identify the documented procedures the organization

An In—depth re'\/iaN Of '[he 1SO 9001 has established for the QMS, of refer to them in the
- . . manual. If not listed directly or identified in the
Introduction Sandard I'G]UI rementsis presented n manual, a supporting document/procedure index is

_ Reasonsfor Revision g mp| e, easy to understand |anguage_ often referenced or included as an appendix.
- Major Changes 4 H Describe how QMS processes are connected. This may
- New 9001 Requirements Addltl Onal Iy’ the qua“ty management ) be addressed by describing the system for initiating
- Quality Management princi pl €s upon which the new standard is and developing process plans. Process plans help to
Hp “ ” identify the activities and interactions needed to
_ Erel:gglsefor Compliance basaj and the prOCG.SS approa:h achieve an objective. A process plan may consist of or
~ Key Terms & Definitions methodology to continual improvement refer to a flowchart, project plan, quality plan,
A . . organization charts, device master record, or
1SO 9001 Requirements and the pre\/entlon Of non-Conforml ty are combination thereof. A process plan may include
reviewed. identification or reference to procedures, specifications,

records, inputs and outputs, required resources such as
personnel, equipment, training, skills, suppliers,
responsibilities and authority, etc.
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