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Quality Works


Part 1

To complete your Custom Manual, we ask you to provide the following information about your company:

	Check
	Category
	Information

	
	Company name
	

	
	Company logo
	Provide us with a jpeg logo of your business 

	
	Mailing address
	

	
	Phone number
	

	
	Fax number
	

	
	Web site address
	

	
	e-mail address
	

	
	Scope of activities
	ISO 9001

ISO 13485
ISO 14001

ISO 9001 / ISO 14001 Integrated system
AS9100

AS9100 / ISO 14001 Integrated system

BS OHSAS 18001

BS OHSAS 18001 / ISO 14001 Integrated system

BS OHSAS 18001 / ISO 9001 / ISO 14001 Integrated system

	
	Description of activities
	Detailed description as to appear in the manual

	
	Management Representative position
	Examples: Director QA, Operation Manager

	
	Abbreviation of your documentation change system
	Examples: DCR, DCO, ECO, etc.

	
	Manual title
	

	
	Manual document number
	If you use document numbers, provide this number

	
	Do you sell product over the Internet?
	Yes      No

	
	
	


Please contact us if you have any questions:
Mark Kaganov

303-985-7942

mark@quality-works.com

Skype: markkaganov

Part 2 – ISO 9001 2008, ISO 13485, AS9100 2009
Enter document titles for the second level procedures, if you have them and if they are different from those shown in the table, to be referenced in your Quality Manual. Enter “N” in the “Appl.” column for elements that are not applicable to your organization. Exclusions are limited only to Element 7. 

	Appl.
	Element
	Description (Overwrite with your titles or erase)

	
	4
	Quality management System

	
	4.1
	General Requirements

	
	4.2
	General Documentation Requirements

	
	5
	Management Responsibility

	
	5.1
	Management Commitment

	
	5.2
	Customer Focus

	
	5.3
	Quality Policy

	
	5.4
	Planning

	
	5.5
	Administration

	
	5.6
	Management Review

	
	6
	Resource Management

	
	6.1
	Provision of Resources

	
	6.2
	Human Resources

	
	6.3
	Facilities

	
	6.4
	Work Environment

	
	7
	Product Realization

	
	7.1
	Planning of Realization Processes

	
	7.2
	Customer-related Processes

	
	7.3
	Design and Development

	
	7.4
	Purchasing

	
	7.5
	Production and Service Operations

	
	7.6
	Control of Measuring and Monitoring Devices

	
	8
	Measurement, Analysis and Improvement

	
	8.1
	Planning

	
	8.2
	Measurement and Monitoring

	
	8.3
	Control of Non-conformity

	
	8.4
	Analysis of Data

	
	8.5
	Improvement

	
	
	


Part 3 – ISO 14001, BS OHSAS 18001
Enter document titles for the second level procedures, if you have them, to be referenced in your Environmental or Integrated Manual.

	Check
	Element
	Description (Overwrite with your titles or erase) 

	
	4
	EMS requirements

	
	4.1
	General requirements

	
	4.2
	Environmental policy

	
	4.3
	Planning

	
	4.3.1
	Environmental aspects procedure (EMS Matrix)

	
	4.3.2
	Legal requirements procedure

	
	4.3.3
	Objectives, targets and programs procedure (EMS Matrix)

	
	4.4
	Implementation and operation

	
	4.4.1
	Resource management procedure

	
	4.4.2
	Training procesure

	
	4.4.3
	Communication procedure

	
	4.4.4
	Documentation management procedure

	
	4.4.5
	(Above)

	
	4.4.6
	Operational procedure(s) (Product realization procedure, ISO 9001)

	
	4.4.7
	Emergency preparedness procedure

	
	4.5
	Checking (title)

	
	4.5.1
	Monitoring and measurement procedure

	
	4.5.2
	Evaluation of compliance procedure

	
	4.5.3
	NC-CAPA (Non-conformity and corrective & preventive action) provcedure

	
	4.5.4
	Records procedure

	
	4.5.5
	Audit procedure

	
	4.6
	Management review procedure

	
	
	


When completed, please submit the form to:

mark@quality-works.com 

Thank you for your help.

