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A: Overview of the Sample Package

Thank you for viewing this sample content from the ISO 9001 QMS Policies,

Procedures & Forms.

The following 5 pages contain an abridged version of the Table of Contents, with key
sections shown in full detail and supporting sections listed as Tab Headings only.

Following the Table of Contents is a complete policy, procedures and form(s) set

from this manual. This policy for Pre-production Quality Planning exemplifies the
content, writing style and format of the full manual. The Pre-production Quality
Planning Policy is located in the manual under Tab 4: QMS Quality Procedures.

TERMS AND DEFINITIONS

Manual: A system of approved policy
statements and corresponding procedural
guidelines and supporting forms that direct an
organization toward its operational goals.

Policy: A stated course of action with a defined
purpose and scope to guide decision making
under a given set of circumstances within the
framework of corporate objectives, goals and
management philosophies.

Procedure: A series of prescribed steps
followed in a definite regular order which ensure
adherence to the guidelines set forth in the Policy
to which the Procedure applies

Activity: An action, element or decision
representing a prescribed step in the
Procedure process.

Task: A detailed component of an Activity
specifying required behavior to complete the
activity.

Form: A pre-formatted document containing

instructions and place-holders for data entry to
monitor progress through a particular Procedure
and to ensure proper recordkeeping.
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After viewing this pdf, close the
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TABLE OF CONTENTS

INtrodUCHION. .......c.ceeeeeee e Tab 1
Manual Preparation..................oeueeueieeiiiieeiiieiseisneasssnaeansssanenas Tab 2
QUAlItY MANUAL...............ceeeeeeeeeeeeeeeeeeseeeeee et e s e tess e et esseneasseenessernereennnne Tab 3
QMS900T ProCEAUIES............coeeeeeeeeeeencaeeseenseneeannaseesemnssasnensnasssnnnanneeenes Tab 4

Sample prewritten policy and procedure statements are provided as examples of the minimum set
of ISO 9001:2000 based policies and procedures used by other companies. These samples can be used
to generate ideas or to model policy and procedures for your own ISO 9000

program.
Modifications are needed, as appropriate and as necessary, to ensure they accurately reflect your
company's quality assurance system.

QMS 9001 Procedures
Table of Contents

QP1000 - DOCUMENT CONTROL
1.0 Document Distribution
2.0 Document Revision
3.0 Procedure and Work Instruction Format
4.0 Temporary Changes
QP1000-1 Request for Document Change (RDC)
QP1000-2 Document Change Control

QP1010 - QUALITY RECORDS

1.0 Identification of Quality Records
2.0 Record Generation
3.0 Record Maintenance
QP1010-1 Quality Records

QP1020 - MANAGEMENT RESPONSIBILITY
1.0 Planning 2.0 Management
Representative
3.0 Responsibilities and Authorities
4.0 Management Review

QP1030 - JOB DESCRIPTIONS
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1.0 Preparation
2.0 Format and Content QP1030-1
Job Description Format

QP1040 - COMPETENCE, AWARENESS AND TRAINING
1.0 New employee selection 2.0 New Employee
Orientation

QP1050 - QUOTATION PROCESS
1.0 Standard Products
2.0 Custom or modified products and services

QP1060 - SALES ORDERS
1.0 Sales Representatives
2.0 Customer Service
3.0 Credit Department
4.0 Internet Orders
5.0 Changes to orders.

QP1070 - CUSTOMER COMPLAINTS
1.0 General
2.0 Receiving a Contact/ customer Complaint
3.0 Trouble Shooting/Problem Diagnosis
4.0 Repairs and/or Replacements:
5.0 Trend Analysis QP1070-1 Customer
Service Log QP1070-2 Customer Service
Contact Form

QP1080 - RETURNED GOODS AUTHORIZATION
1.0 Origination
2.0 Receiving Goods and Processing
QP1080-1 Returned Goods Authorization

QP1090 - WARRANTY AND SERVICE POLICIES
1.0 Warranty Coverage 2.0 ~ Service
Programs
3.0 Parts Pricing QP1090-
1 Limited Warranty

QP1100 - DESIGN AND DEVELOPMENT 1.0 New Product Initiation
2.0 Design and Development Inputs 3.0
Design Planning 4.0 Product
Development
5.0 Design and Development Output 6.0
Design Review and Verification
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7.0 Design Validation
QP1100-1 Design Completion Checklist For Electromechanical Devices

QP1100-2 Design Completion Checklist For Non-Electromechanical Devices
QP1100-3 Request For Engineering Action (REA)

QP1110 - DESIGN CHANGE
1.0 Request for Design and/or Process Changes
2.0 Engineering Change Notice
QP1110-1 Engineering Change Notice (ECN)
QP 1120 - PRE-PRODUCTION QUALITY AND PLANNING 1.0
Design Completion
20 Design Transfer and Documentation
3.0 Production Plan
QP1120-1 Product Design Release Form

QP1130 - SUPPLIER EVALUATION
1.0 Vendor classification
2.0 Vendor evaluation
3.0 Vendor Files
QP1130-1 New Vendor Notification
QP1130-2 Vendor Survey Form

QP1140 - PURCHASING
1.0 Order Determination and Requisition
2.0 Order Placement
3.0 Record keeping and Matching
QP1140-1 Purchase Requisition QP 1140-2
Purchase Order QP 1140-3 Purchase Order
Log QP1140-4 Purchase Order Follow-Up
QP1150 - RECEIVING AND INSPECTION 1.0

Receiving
2.0 Inspection
3.0 Stocking

4.0 Rejection, Discrepancies and Disposition
QP1150-1 Receiving Log QP1150-2 Receiving And

Inspection Report

QP1160 - SCHEDULING
1.0 Production Planning 2.0

Work Order Packets
QP 1170 - MANUFACTURING
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1.0 Kitting Work Orders
2.0 Production

3.0 Final Inspection

4.0 Packaging and Labeling
5.0 Final Release

QP1180 - PART NUMBER ASSIGNMENT
1.0 Number Designation
2.0 Part Number Assignment/Record Keeping 3.0
Classification System
QP1190 - SERIAL NUMBER DESIGNATION
1.0 Serial Numbering
QP1200 - PRODUCT LABELING 1.0 Label Control
2.0 Identification Labels
3.0 Safety Hazard Labels

QP1210 - CUSTOMER PROPERTY
1.0 Receipt, Inspection and Stocking of Customer Supplied Items
2.0 Unsuitable or Missing Items
3.0 Customer Supplied Tooling and Fixtures
4.0 Intellectual Property
QP1210-1 Material Return Notice
QP1220 - CONTROL OF MONITORING AND MEASURING DEVICES
1.0 General requirements
2.0 Storage, Handling and Maintenance
3.0 Calibration System
4.0 Inspection of Special Tooling
5.0 Out-of-tolerance Conditions
6.0 Control of Subcontractor Calibration
7.0 Test Software
QP1220-1 Calibration Record

QP1230 - CUSTOMER SATISFACTION
1.0 General
2.0 Post-Sale Follow-Up
3.0 Customer Survey
4.0 Post-Service Follow-Up QP1230-
1 Post Sale Satisfaction Report QP1230-2
Customer Satisfaction Survey QP1230-3
Customer Satisfaction Report

QP1240 - INTERNAL QUALITY AUDITS
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1.0 Audit Guide
2.0 Audit Process
3.0 Corrective Action
4.0 Audit Records
QP1240-1 Quality Assurance Audit Checklist
QP1250 - MONITORING AND MEASUREMENT OF PROCESSES
1.0 Effectiveness Criteria
2.0 Reporting
3.0 Improvement
4.0 Review
QP1260- CONTROL OF NONCONFORMING PRODUCT
1.0 Identification and Segregation 2.0
Nonconformance Report 3.0 Returned Goods 4.0
Disposition
5.0 Corrective Action QP1260-1

Nonconformance Report
QP1270 - DATA ANALYSIS AND CONTINUAL IMPROVEMENT

1.0 Data collection
2.0 Data analysis
3.0 Continual Improvement

QP1280 - CORRECTIVE ACTION
1.0 Initiating a Corrective Action
2.0 Investigating the Cause
3.0 Taking Corrective Action
4.0 Preventing Recurrence
5.0 Verification and Closure
QP1280-1 Corrective Action Request

QP1290 - PREVENTIVE ACTION
1.0 Product Design
2.0 Process Design
3.0 Preventive Actions from Data Analysis

EMS Quality ProCeAUIES. .............eeeees et Tab 4.1

ISO: QMS Reports & FOIMS..........cooeeeneiiieieieeieee e eeeeanen . JAD S

INAEX . ... e Tab 6
Page 7 of 26
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Continue to next page to view sample Policy,
Procedure and Form Set A
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SOP # Revision: Prepared by:

Effective Date: Approved by:

TITLE: QP1120 - Pre-Production Quality and Planning

Purpose: Itis the policy of the company that programs and procedures will be developed and continually

maintained and redefined for assuring that appropriate pre-production activities are correctly
performed that will result in the orderly development and transfer into production of a new or
modified product.
This procedure outlines the steps, planning and reviews for implementing the orderly transfer of
a new or modified product upon completion of its design phase into full-scale production.
Scope: This procedure applies to all departments and individuals involved with the development and release of a
new or modified product prior to full-scale production.
Definitions: Intrinsic quality is the inherent quality designed into a product and the associated
manufacturing processes.
Achieved quality is assured through procedures for orderly transfer of the design information
into the production department followed by controlled manufacturing of the product.
Responsibilities:
Design and development is responsible for overseeing the release of the product design
including completing all forms and documentation as identified in this procedure.
Quality Assurance ensures that all product specifications have been met as required.
Manufacturing is responsible for producing the product to specifications in a timely and cost
efficient manner by providing input and feedback as requested in this procedure before the
product is released.

Procedure:

1.0 Design Completion

1.1 Upon completion of the Design and Development Validation phase, the product is ready to transition to
manufacturing.
1.2 Upon completion of the design phase, any changes, modifications or corrections made to the product or

existing documentation must adhere to proper document change and design change procedures.
See Quality Procedures: QP1110 - DESIGN CHANGE and QP1000 - DOCUMENT
CONTROL.

2.0 Design Transfer and Documentation

21 During design reviews and the verification and validation phases of design and
development, Quality Assurance and Manufacturing give consideration to the orderly transfer of the
product into production.
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2.2 Pre-production quality planning by this team must include consideration of all
significant aspects of the product, the manufacture of it, and its ultimate use.
Reviews should be performed to make certain that the following two goals are fully
met:

e The quality objectives and requirements for the product are clearly defined in
product and/or processes specifications.

e The processes are capable of achieving the quality objectives.

If a product design is not adequately translated into correct specifications as needed to
procure components and manufacture finished devices, the resulting product may be
unsafe, ineffective and/or unreliable. Therefore, a complete and adequate product and
process documentation, including all labeling and data forms, must be drafted and
approved before full-scale production and before commercial distribution of the
product.

3.0 Production Plan

3.1  Production processes should be planned, developed, validated and documented to
assure they will routinely achieve the intrinsic level of quality designed into the new or
modified product.

3.2 Process validation where the resulting output cannot be verified by subsequent
inspection is particularly important, especially in processes where deficiencies become
apparent only after the product is in use. Process validation demonstrates the ability of
the process to achieve the planned results. Validation includes defined criteria for
review and approval of the process:

e Approval of equipment

Qualification of personnel

Use of specific methods and procedures

Specific records to be maintained

Revalidation requirements

3.3 The adequacy of present facilities and equipment or requirements for additional space
and/or equipment for manufacturing the product should be determined in conjunction
with the anticipated production rate or volume. Included in this determination should
be the facilities used in, and equipment used for:

e Environmental Control

Assembly or Manufacturing

Inspection

Testing

Labeling Control

Component or Product Handling
e Packaging and Shipping
3.4 Manufacturing, customer, or vendor problems associated with previous product
designs should be analyzed to eliminate or reduce similar problems in new or
modified products.
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3.5 As discussed above, the product, and as appropriate, the packaging must be defined in terms of
desired attributes, such as physical and performance characteristics. These attributes must then be
translated into written product specifications, as discussed, and manufacturing specifications
to assure that the finished product conforms to the approved design.

3.6 Acceptable ranges or limits must be established for each attribute. The validity of the acceptance
specifications should be verified through testing and challenge of the product, packaging and
manufacturing processes during their development and later during pilot-production.

3.7 The manufacturing processes and equipment and inspection and testing processes and equipment
should be designed and/or selected so that inprocess and finished product specifications are
consistently achieved. This selection should be done with the participation of all appropriate groups that
are concemed with assuring a quality device (e.g., Engineering, Production and Quality Assurance).
The next step is to amange, obtain and install and qualify equipment and tooling for the processes.

3.8 Process Failure Mode and Effects Analysis (FMEA) (see procedure QP1100DESIGN AND
DEVELOPMENT for the definition of FMEA) should be used to identify potential process problems that
could result in product nonconformities (see procedure QP1290 - PREVENTIVE ACTION).

3.9 After process equipment is designed or selected, it should be reviewed, calibrated, evaluated and tested
to verify that it is capable of operating satisfactorily within the operating limits required by process
specifications.

3.10 Information obtained from qualification studies of process equipment and ancillary systems should
be documented and used to:

o  Establish written equipment calibration and maintenance procedures

o  Establish manufacturing procedures for the monitoring, operation and control of the equipment
including the minimum number of operators

o  Establish any needed environmental controls and procedures
e  Ensure that the work area has sufficient space to perform the processing and associated
activities.

3.11 The production planning process should also include development of programs to train personnel as required
to produce the new or modified product. One very valuable training technique is to require manufacturing
personnel assist engineering in assembling and evaluating prototypes. This technique:

e Achieves advance training for manufacturing personnel

e Reduces production problems by improving the producibility of the
product based on the expertise and input of the manufacturing personnel

e Improves communications and technology transfer between the various
departments

3.12 The evaluation of a new product and its associated manufacturing processes should usually include
pilot production of a few units. Pilot production is recommended as it helps debug the product
design and overall production
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program. Thus, pilot production should be planned so that manufacturing activities are monitored,
problems are discovered and resolved and documentation is updated.

3.13 As part of the quality assurance program for new or modified products, final prototypes or pilot-production
models must be evaluated by the product development group to determine that the product
conforms to specifications. A QP1120-1 Product Design Release form should be completed and all
evaluation data and associated records should be submitted to the design review group for review.

3.14 Any discrepancies in the finished products versus the specification and other elements of the design and
development, or quality objectives must be resolved before the product is released for full-scale
production. If pilot models are to be commercially distributed, the pilot units must meet master record
requirements and be approved for release. Pilot models may be used intemally for technical writers or in
training programs for production and service personnel or as marketing displays as an alternate.

Effectiveness Criteria:

Smoothness of transition
Overall process yield
Conformance to Project Schedule
References:
Quality Procedures:
e QP1000 - DOCLTMENT CONTROL
e QP1100 - DESIGN AND DEVELOPMENT

e QP1110 - DESIGN CHANGE
e QP1290 - PREVENTIVE ACTION
Records:

Process Validation records
QP1120-1 Product Design Release Form
Process FMEAs

Revision History:

Revision Date Description of changes Requested By

0 06/29/01 Initial Release
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QP1120-1 PRODUCT DESIGN RELEASE FORM
Product Name: Model:

I. -
DOCUMENTATION COMMENTS*
1) Master Record Index -

Device Master Record -
(Overall Review)

Verified Device Specifications -
Verified Test and Inspection Procedures -
Production Validation Documentation -
Labels, Artwork -
Packaging -
Purchase Specifications -
Vendor Evaluations -
10) SOP & QA Manual References -

MANUFACTURI COMMENTS
NG

AAN T H L

12) Personnel

13) Process
14) Pilot Production

15) Pilot Release -
REGULATORY COMMENTS
1) FDA Pre-market ~ Approval -

SERVICE COMMENTS

1) Servicing Plan
2) Personnel

* The following comment abbreviations may be used to save time, attach additional sheets if
necessary.
U= Unsatisfactory NA = Not Applicable NI = Needs Improvement S= Satisfactory
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Thank you for viewing the ISO 9000 QMS Policies, Procedures &
Forms Sample Package. We hope you found it informative and
helpful.

What would you like to do next?

1. Place an order on-line now

2. View samples of other 4expertise products
3. View and print a fax/mail order form

4. Contact us by phone 800-221-3104 or 619-267-9743
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MNAME
TITLE
COMPANY
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CITY-STATE-ZIP
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