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Introduction to ISO 9001 ComplianceTM



ISO 9001 ComplianceTM is composed of two parts, e.g., Work Instructions and Records. The first part includes 27 Work Instructions or Standard Operating Procedures (SOP’s) that form Level 2 of your company’s quality system pyramid. The second part includes 22 Forms, which lay the foundation for Level 3 of your company’s quality system pyramid.



For ease of use, ISO 9001 ComplianceTM is organized into twenty-(20) sections just like the ISO standard. Each ISO section has a corresponding SOP. Each SOP describes specific steps your company must perform to comply with the ISO 9001 standard. These work instructions form the basis of your company’s operations. ISO 9001 ComplianceTM also provides you with easy to use forms to document your work.









ISO 9001 ComplianceTM is composed of 27 SOP’s and 22 Forms ready for you to use. The table below serves as reference for each document number and document name. Note: your company may not use all of the documents provided. For example, if your company does not service its products, it is not subject to Servicing controls. 



Document Number�Document Name��SOP 01-01�Management Review ��SOP 02-01�Quality System��SOP 02-02�Product Master Record��SOP 03-01�Contract Review��SOP 04-01�Design Control��SOP 05-01�Document and Data Control��SOP 05-02�Change Control ��SOP 05-03�Proper  Documentation Practices��SOP 06-01�Purchasing��SOP 07-01�Control of Customer Supplied Product��SOP 08-01�Product Identification and Traceability��SOP 09-01�Process Control��SOP 09-02�Product History Record��SOP 09-03�Labeling Operations ��SOP 10-01�Inspection and Testing��SOP 11-01�Inspection, Measuring, and Test  Equipment��SOP 12-01�Inspection and Test Status��SOP 13-01�Control of Nonconforming Product ��SOP 14-01�Corrective and Preventive Action��SOP 14-02�Product / Process Investigation ��SOP 14-03�Product Recalls ��SOP 15-01�Handling, Storage, Packaging, Preservation, & Delivery��SOP 16-01�Quality Records��SOP 17-01�Internal Quality Audits ��SOP 18-01�Training��SOP 19-01�Servicing��SOP 20-01�Statistical Techniques�����Form 01-1�Management Review Record��Form 02-1�Quality Planning Record��Form 04-1�Design Input Proposal��Form 04-2�Design Control Checklist��Form 05-1�Master Document List��Form 05-2�Document Initiation and Change Control ��Form 06-1�Supplier Self-Evaluation��Form 07-1�Customer Supplied Product Tag��Form 08-1�Component Traceability Tag��Form 09-2�Device History Record��Form 10-1�Component Receiving Log��Form 11-1�Equipment Calibration Record��Form 12-1�Passed Required Inspections and Tests��Form 13-1�Nonconforming Product Record��Form 13-2�Nonconforming Product Tag��Form 14-1�Customer Complaint Record��Form 14-2�Product / Process Investigation Report��Form 14-3�Recall Summary Report ��Form 17-1�Internal Quality Audit Report��Form 17-2�ISO 9001 Audit Checklist��Form 18-1�Employee Training Record��Form 19-1�Service Record��ISO 9001 ComplianceTM can be customized to your company’s operations – simply add or delete sections, as appropriate. For example, if your company does not service it’s products, then delete SOP 19-01, Servicing and update the Master Document List, Form 05-1.





ISO Preamble



The ISO (Internationale Organisation pour Standardization) was formed in 1946 and is based In Geneva, Switzerland. The ISO consists of a worldwide group of government representatives that establish minimum requirements for manufacturing products and/or providing services. These requirements are collectively grouped into quality system models. There are three different quality system models:

ISO 9001 – Model for Quality Assurance in Design, Development, Production, Installation and Servicing.

ISO 9002 – Model for Quality Assurance in Production, Installation & Servicing.

ISO 9003 – Model for Quality Assurance Final Inspection and Test.



Note:  Most companies apply ISO 9002 to their operations. However if you design and develop your product then ISO 9001 is choice. Apply ISO 9003 when you only want your finished products tested and certified.



These quality system models assume a company’s quality system documentation is pyramidal. That is, the documentation is divided into three levels. 

Level 1 consists of the Quality Manual.

Level 2 consists of Work Instructions. 

Level 3 consists of Quality Records.







Pre- and Post-ISO 9001 ComplianceTM Implementation



Example: Implementation of a sound quality system is great for business. The reason is simple. ISO standards focus your company’s resources to achieve faster and better results with less cost. For example, imagine 50 people must cross the Atlantic Ocean in 50 different canoes versus a single 50-person sailing yacht. 

 

Pre-ISO Implementation (50 different canoes)

In most business, everyone does their “own thing” at their own desk with their own phone and their own PC. Daily you hear (1) I don’t know what to do, (2) that’s not my job, (3) how do you that, and (4) how am I supposed to know what to do.  Each of these responses erodes teamwork, undermines your business plan and ultimately reduces your company’s viability. So, it’s unlikely that any of the 50 people in canoes will make even a fraction of the Trans-Atlantic trip. 



Post-ISO Implementation (50-person sailing yacht)

All employees of the team have clearly defined roles. The 50-person sailing yacht has little difficulty mastering the seas. Similarly, ISO harnesses the energy from Marketing, Customer Service, Engineering, and Production Departments to form a cohesive team. Your business energy is directed to taking orders, reducing rework, eliminating waste, expediting design and product development, handling nonconforming products and implementing efficient product handling and shipping methods. 







Management Review

Management Review (SOP 01-01) establishes a standard method for documenting management reviews of the quality system. Management should review all reports and trends related to the overall state of the quality system. Such reports and trends include back orders, non-conforming finished product lot, customer complaints, and Internal Quality Audit trends. After reviewing these quality data, management must describe the steps to be taken to resolve these issues. Use Form 01-1, Management Review Record for documenting management reviews. 







Quality System

Quality System (SOP 02-01) establishes a standard method for documenting, and maintaining all activities affecting the quality system. Quality System reviews must be performed prior to the addition of significant new products, projects, or contracts that have an impact on the company’s quality system. Examples include moving facility locations, addition of personnel, and addition or expansion of product lines or servicing operations. Use Form 02-1, Quality Planning Record for documenting significant changes affecting the quality system.



Product Master Record (SOP 02-02) establishes a standard method for initiating and changing quality system documentation. A Product Master Record is the compilation of records containing the procedures and specifications for delivering a finished product or service.















Contract Review

Contract Review (SOP 03-01) establishes a standard method for performing contract review activities. A contract includes any written, verbal, or electronic order accepted by a company from a customer. Ensure that all people who take orders have immediate access to product catalogs, price lists, and shipping costs. Have a second person review the contract or order for clarity. Ensure your company can meet the demand. If you cannot, inform the customer. Revise shipping dates as necessary. No specific form is provided for contract review. However, a company’s invoicing system must be documented and included as part of the contract review system. You must ensure that all changes to contracts, orders, etc.… are clearly documented and reviewed and approved. No form is provided for this section.





Design Control

Design Control (SOP 04-01) establishes a standard method for controlling and verifying the design of products. Simply put, design controls ensure all features promised to customers are delivered. Keep in mind no amount of effort will ever overcome a designs inherent limitations. Design Controls are divided into five (5) elements.

Design Inputs: A set of top level requirements that a product must possess and that can be later verified and /or validated via appropriate methods. 

Design Output: Acceptance criteria that are essential for the proper functioning of the product.

Design Plan: Simply describes steps required to accomplish the Design Inputs. Usually contains (1) list of things to do (2) by whom, and (3) expected date of completion, and (4) actual date of completion. 

Design Verification: Stage in the design development process when the Design Output is confirmed to meet the Design Inputs.

Design Validation: Stage in the design development process when multiple products lots or batches are challenged via worst-case conditions to assure that the Design Inputs will meet customer requirements. 



Use Form 04-1, Design Input Proposal and Form 04-2, Design Control Checklist to ensure all design requirements are met.







Document and Data Control

Document and Data Control (SOP 05-01) establishes a standard procedure for controlling documents and data and to assure that only valid information is available for use. Documents and data applies to all information manually or electronically recorded that describe attributes of the quality system. Form 05-1, Master Document List is a documentation aid to help a company keep track of documents currently available.



Change Control (SOP 05-02) is intended to establish a standard method for initiating and changing documents affecting the quality system. Use Form 05-2, Change Control Record for initiating and changing quality system documentation.



Proper Documentation Practices (SOP 05-03) is intended to establish a standard procedure for properly documenting information. Good record keeping practices are necessary since records are usually the only means to assure compliance to ISO.







Purchasing

Purchasing (SOP 06-01) establishes a standard method for conducting purchasing activities. Spend resources on vendors that provide custom or critical parts for your company’s operations. Also, don’t forget to include vendors that provide services, such as, pest control service, shipping companies (UPS, FedEx, etc.), and consultants. Use Form 06-1, Supplier Self-Evaluation to document supplier self-evaluations. 







Control of Customer Supplied Product

Control of Customer Supplied Product (SOP 07-01) establishes a standard method for controlling customer-supplied products. While your company may only rarely use your customer’s raw material or parts, it must be identified and controlled as other parts. Use Form 07-1, Customer Supplied Product Tag to identify lots or batches of customer supplied product.









Product Identification and Traceability

Product Identification and Traceability (SOP 08-01) establishes a standard method for identifying all parts or components that enter into your quality system. Product ID and Traceability starts with receipt of raw material and ends with issuance to finished products. Use Form 08-1, Component Traceability Tag to identify lots or batches of incoming parts and raw materials.







Process Control

Process Control (SOP 09-01) establishes a standard method for controlling all processes related to the manufacturing, production, installation and servicing activities, which directly affect quality. Here’s are some things of what not to do: 

Don’t smoke, eat or drink in production areas.

Don’t have overcrowded working conditions.

Don’t squirrel-away parts for use at later time.

Don’t leave wastebaskets full of trash. 

Don’t paste Post-It( notes to official documents.

Don’t leave raw materials, in-process materials, or finished products unidentified.

Don’t leave manufacturing debris on floors and workstations.

Don’t have dust on desks, racks, equipment, PC’s, and telephones.

Don’t leave piles of documents in end boxes, on the floor, and in bookcases.

Don’t post “unofficial” work instructions on cubicle walls, taped to phones and PC’s.



Product History Record SOP 09-02 and Labeling Operations SOP 09-03 provide instructions on how to organize your workflow. Use Form 09-2, Product History Record to document your workflow. 







Inspection and Testing

Inspection and Testing SOP 10-01 establishes a standard method for controlling inspection and testing activities. Raw materials parts, components, and in-process materials must be inspected and/or tested to ensure they meet specified requirements. Use Form 10-1, Component Receiving Log to document inspections and/or tests of incoming parts and raw materials. Other records of inspections and/or testing should be prepared for additional testing performed.







Inspection, Measuring, & Test Equipment

Inspection, Measuring, & Test Equipment (SOP 11-01) establishes a standard method for controlling and documenting the maintenance of all inspection, measuring and test equipment (IMT). All IMT equipment must be calibrated, used, and stored properly. Make sure IMT equipment is immediately removed when found out of calibration. Also, ensure accuracy and precision requirements are established for IMT equipment. Ensure accuracy and precision requirements are established for all IMT equipment. Use Form 11-1, Equipment Calibration Record to document equipment calibrations if calibrations are performed in-house. 







Inspection and Test Status

Inspection and Test Status (SOP 12-01) establishes a standard method for controlling inspection and test activities on incoming parts, in-process materials, and finished products. The inspection and test status of product must be maintained at all stages, including raw materials, parts, components, in-process materials, and finished products. Note: only products passing required inspections and tests distributed. Use Form 12-1, Passed Required Inspections and Tests to document test status.







Control of Nonconforming Product

Control of Nonconforming Product (SOP 13-01) establishes a standard method for documenting nonconforming product disposition and reprocessing. The key here is to prevent nonconforming raw materials, parts, components, in-process materials, and finished products from being inadvertently used. Just because you have nonconforming product doesn’t mean an automatic business loss. Look for ways to rework it, use for alternative applications, and return if possible to the vendor. Use Form 13-1, Nonconforming Product Record and Form 13-2, Nonconforming Product Tag to document nonconforming products.









Corrective and Preventative Action

Corrective and Preventive Action (SOP 14-01) establishes a standard method for documenting customer complaint and conducting corrective and preventive actions. The key here is to ensure collection of all complaints. Very often, complaints are written on pieces of paper, desk calendars, and Post-It( notes. And, lost under stacks of paper or end boxes. Use your Form 14-1, Customer Complaint Record to document complaints.



Very often, corrective actions are taken but not preventive actions for a given complaint. For example, let’s say you receive a complaint of a mislabeled product. The corrective action is to request return of the product and replaces it. The preventive action should not simply add another in-process check for proper labeling. Instead, track down and eliminate the original error. Look at the entire labeling process; even begin at Receiving Department, as necessary.



Product / Process Investigation (SOP 14-02) establishes a standard method for evaluating product and process failures during routine manufacturing. Use Form 14-2, Product / Process Investigation Report to document these failures.



Product Recalls (SOP 14-03) and Form 14-3, Recall Summary Report establish a standard method for conducting product recalls. These operating procedures are only used when product design features promised to customers are not met and the product is in distribution.







Handling, Storage, Packaging, & Delivery

Handling, Storage, Packaging, & Delivery (SOP 15-01) establishes a standard method for handling, storing, packaging, and delivery of finished products. Focus your resources on ensuring delivery methods prevent product damage and ensuring First-in First-out (FIFO) product distribution methods are used. No form is provided for this section.







Quality Records

Quality Records (SOP 16-01) establishes a standard method for identification, collection, and storing quality records. Quality records absolutely must be accurate, legible, and stored in a permanent medium. Also, when asked for a given quality record, you should be able to produce the record within 5 - 30 minutes. Unwarranted delays cast doubt on the document retrieval process. No form is provided for this section.







Internal Quality Audits

Internal Quality Audits (SOP 17-01) establishes a standard method for evaluating your quality assurance system. Quality audits must be performed qualified yet independent personnel. Very often, persons qualified to do audits are not independent. Such as, a Production Manager audits Process Control activities. Instead, the Production Manager could inspect the Engineering Department. Remember follow-up audits are always necessary, unless justified. Use Form 17-1, Internal Quality Audit Report and Form 17-2, ISO 9001 Audit Checklist to document internal audits.







Training

Training (SOP 18-01) establishes a standard method for documenting employee-training activities. Because of the revolving company door with respect to employees, and inevitably employees will be on vacation or sick when training occurs, there will always be gaps in training. Don’t sweat it, use Form 18-1, Employee Training Record to document training.







Servicing

Servicing (SOP 19-01) establishes a standard method for documenting service requests. Make sure service personnel do not service notes on pieces of paper, note pads, and Post-It( notes. They can easily be lost under stacks of paper, fall behind desks, or get stuck in end boxes. Use Form 19-1, Service Record to help you document all service requests







Statistical Techniques

Statistical Techniques (SOP 20-01) establishes a standard method for applying statistical techniques to achieve consistent quality. Various statistical techniques used for establishing, controlling, and verifying product / process capability, e.g., x bar charts, Cpk, and AQL levels are commonly used. Use your judgment on what is best for your company. No form is provided for this section.







ISO 9001 ComplianceTM Tips

General

Customize ISO 9001 ComplianceTM  to your company’s operations.

Use the Replace command in the Edit menu to change Company Name, Inc. to your company name.

Review the document and replace title of Company Official with title of the official in your company responsible for the operation.

Modify the document, as required, when compared to your company operations. 

Note: Remember to save all changes and retain back-up copies of all documents.

Customize ISO 9001 ComplianceTM  to your company’s operations – simply add or delete SOP’s and forms, as appropriate. For example, if your company does service it’s products, then delete SOP 19-01, Servicing and update the Master Document List, Form 05-1. The same rule applies if you don’t use Customer-Supplied Products in your operations. Also,  if you do not design your own products, then delete SOP 04-01, Design Control from your quality system

As you implement new processes, be sure to include them into your quality system. Use a blank ISO 9001 ComplianceTM template provided to document your new process and update the Master Document List, Form 05-1.



General things to remember about your quality system.

Keep in mind, all activities related to your quality system -  MUST BE DOCUMENTED. 

The rule is “if you didn’t document it, you didn’t do it”. 

As you implement new processes, be sure to include them into your quality system.



What to know about ISO Audits.

ISO audit typically lasts 1 - 2 days with 1 - 2 auditors. 

Costs about US$4,000. 



What to know about ISO Auditors.

ISO auditors are people just like you and me. 

Always treat ISO auditors with respect and establish a rapport with them.

ISO auditors expect your company to pay their hotels and lunch during the audit.

ISO auditors encourage discussions rather than yes or no answers to their questions.

ISO auditors usually cover about 10 sections of the ISO standard during each audit. 

However ISO auditors always cover the Big Ones. The Big Ones are:

Management Review.

Design Controls.

Corrective and Preventive Action.

Internal Quality Audits.
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