
  Subject: Compliance with ISO 9001:2008: Required changes to QM and to SOP’s  

	Name
	Required change – ISO 9001:2008

	Change references in company QM, Procedures, Work Instructions and Forms from ISO 9001:2000 to ISO 9001:2008

	Quality Manual (QM) 
	Change “regulatory requirements” to “statutory and regulatory requirements.” 
Change “Measurement Devices” to “Measurement Equipment”.

	Exclusions 
	Add reference to “statutory and regulatory requirements.” 

	SOP on Process Control 
	Change the definition of the “process approach” as follows:
“The application of a system of processes within an organization, together with the identification and 

interactions of these processes, and their management to produce the desired outcome, can be referred 

to as the process approach"; stress the importance of meeting an expected outcome or goal. Include outsourcing as a process and define it: “an outsourced process is identified as one needed for the organization's quality management system but chosen to be performed by a party external to the organization.”
Redefine the word “product”, which now covers “any intended output resulting from the product realization processes” and includes outsourcing. 

	SOP on Document Control 
	Organization to ensure that “documents of external origin”“determined by the organization to be necessary for the planning and operation of the quality management system are identified and their distribution controlled. 
Change references from “regulatory requirements” to “statutory and regulatory requirements”.

	SOP on Control of Quality Records 
	A change in wording has been made to clarify that records are needed both as required by ISO 9001, and as “determined by the organization to be necessary to ensure the effective planning, operation and control of its processes.” Determine which records are necessary for this purpose. 

	SOP on Management Responsibility and Man. Review
	Change “regulatory requirements” to “statutory and regulatory requirements”. 

	SOP on Management of Resources
	Change reference to “quality of products” to “product requirements”.

Add explanation of “work environment”: See new Note in Clause 6.4 of ISO 9001:2008:
“The term work environment relates to those conditions under which work is performed including physical, environmental, and other factors (such as noise, temperature, humidity, lighting, or weather)”   

	SOP on Contract Review
	Change “regulatory requirements” to “statutory and regulatory requirements”.  

	SOP on Purchasing
	Add section on control of “outsourced processes”. (Clause 4.1). The type and extent of control to be applied to outsourced processes shall be defined within the quality management system. 
Note 3 was added to Clause 4.1 in ISO 9001:2008: “Ensuring control over outsourced processes does not absolve the organization of the responsibility of conformity to all customer, statutory and regulatory requirements. The type and extent of control to be applied to the outsourced process can be 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 through the application of 7.4.”

	SOP on Service
	Expand definition of customer property to include “personal data.”


	SOP on Product Identification and Traceability
	Identifying the product monitoring and measurement status now applies “throughout product realization” and not only to the final product (i.e. it includes the in-process product). The new text from ISO 9001:2008 reads as follows: “The organization shall identify the product status with respect to monitoring and measurement requirements throughout product realization”.

	SOP on Control of Monitoring and Measurement Devices
	Change name of procedure to “Control of Monitoring and Measurement Equipment”. Change “Measurement Devices” in procedure to “Measurement Equipment”. A new note was added in ISO 9001:2008: 

Confirmation of the ability of computer software to satisfy the intended application would typically include its verification and configuration management to maintain its suitability for use.” Add requirement to implement verification and “configuration management” of (for example) SW test programs internally developed and used in the organization.

	SOP on Post Marketing Surveillance (PMS)
	Add note on monitoring “customer perception”. ISO 9001:2008 says that “monitoring customer perception can include obtaining input from sources such as customer satisfaction surveys, customer data on delivered product quality, user opinion surveys, lost business analysis, compliments, warranty claims, dealer reports.”

	SOP on Internal audits
	Add reference to necessary correction and corrective actions instead of “actions”. Add definition of correction and corrective actions from ISO 9000.

• Correction is “Action to eliminate a detected nonconformity.” It is also called commonly called “containment.”

• Corrective action is “Action to eliminate the cause of a detected nonconformity or other undesirable situation.”
Add that organization shall define requirements for reviewing the effectiveness of the corrective action taken. 

	SOP on CAPA 
	Add reference to necessary correction and corrective actions instead of “actions”.
Add definition of correction and corrective actions from ISO 9000:
• Correction is “Action to eliminate a detected nonconformity.” It is also called commonly called “containment.”

• Corrective action is “Action to eliminate the cause of a detected nonconformity or other undesirable situation.”
Add that organization shall define requirements for reviewing the effectiveness of the corrective action taken.
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