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Introduction
To our valued customers:

Swagelok Denver is proud to be an exclusive sales and service center providing Swagelok products and solutions.  Your unique business challenges and product applications have provided an opportunity for our business to grow over the years.  

It seems that every year you are challenged to grow your own businesses with fewer resources and less technical support.  You continue to find ways to meet the demands of a changing marketplace and it is our goal to support your efforts.

We are committed to continuing to innovate and adapt our business to meet your requirements.  We know that this will require the highest commitment to quality and continuous improvement.  All of our associates are dedicated to improving every day.


Thank your for your continued support as together we take on the challenges of today and plan for the challenges of the future.


Sincerely,

Pat O’Connor

President

Scope

The scope of the quality management system at Swagelok Denver includes all activities, including integrated services and postponement activities related to selling and servicing Swagelok products.

Changes that may affect quality control or approval status are communicated to Swagelok. These may include, but are not limited to

· quality system scope/quality manual changes

· quality system certification status

· sales and service center ownership

· sales and service center quality management representative

· Relocation and/or addition of any functions defined in this policy document. (example:  Adding a branch location or beginning integrated service activity in a branch location)

Only personnel qualified through appropriate Swagelok certification programs perform activities related to Integrated Services and postponement activities.  Where certification programs do not exist, requests are processed according to the sourcing and assembly process and will follow acceptable industry standard guidelines for technical competencies and proficiencies will apply.  Under no circumstances will work requiring a Swagelok certification program be performed by someone without those credentials.  
Quality Policy
Swagelok Denver is SQS certified, with a commitment to seeking and incorporating customer and associate feedback to continuously improve our performance.  


We are committed to:

· quickly and efficiently meeting customer requirements

· on time delivery of safe, reliable, defect free fluid system solutions

· providing support and service that exceeds customer expectations and;

· continuously improving the effectiveness of our quality system

We develop organizational excellence and quality awareness through innovative process improvements, training, measurements and development of customer and associate satisfaction programs.

Basis for this manual

To ensure an effective quality system is created, documented and managed to meet the requirements of the Swagelok Quality System (SQS) for Authorized Sales & Service Centers.  As an authorized organization performing integrated services and postponement-related activities, meeting or exceeding the SQS objectives, policies and requirements is vital to ensure quality products, processes and systems. This manual describes how we meet each of these requirements. 

Process Model

Swagelok Denver promotes the use of a process approach to describe the overall design & interaction of business processes.  This approach will help ensure the effectiveness of the overall system to meet customer expectations for execution & continuous improvement.

Quality System Requirements
Swagelok Denver has established, documented, implemented, and maintains a quality system and continuously improves its effectiveness.

The quality system refers the network of quality and business processes needed to regulate, control and improve the quality of products and services.  

Process Approach

Swagelok Denver has adopted a process methodology to define and manage business and quality activities of our quality system. 

The process approach is built on the understanding that a desired result is achieved more efficiently when activities and related resources are planned and managed as a process. The process approach is a management strategy that means understanding and managing the processes in the organization, their interactions with each other and the inputs and outputs that glue them together.  Following established processes will provide better overall results than the results of individuals putting forth their best individual efforts.  

Customer-related, support, management and improvement processes needed to meet the requirements of the quality system have been identified, as well as a process owner for each, as listed in SDFM-311-2.  Swagelok Denver defines the sequences and interactions of the processes, as well as key interfaces with Swagelok processes as described in the process model that follows:   
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Quality System Documentation
This quality manual describes our Quality processes and appropriate business process documentation.  The manual is a communication tool to describe the process of planning, managing, and improving quality, and will be used with customer, corporate and internal audiences.  

 Document Control  

Documents required by Swagelok, customers, regulators or other sources are controlled, and the method of control is defined and documented in procedure SDPR-331-1.

Document control refers to the system of collecting, reviewing, revising, approving, accessing, filing, indexing, maintaining and disposing of electronic and hard-copy documents. Document control has two major components: 

· control of the content and 

· control of the availability or distribution.  

Relevant documents shall be appropriate to their intended purpose, available at points of use, up-to-date and legible.  Documents are available on the Quality Representatives shared files under SQS. External documents are maintained per SDFM-331-3.  Some documents are also available through ISwagelok.  

If a process is changed, the documented procedures must also be revised according to defined practices. A history of process changes also should be maintained to provide evidence of the development and improvement of modifications. 

Record Control 

Records required as a part of our business system will be maintained in a manner that allows for prompt retrieval.  The method of control is documented in procedure SDPR-341-1 This procedure defines the controls needed for identification, storage, protection, retrieval, and retention time.  Records, because they are long-term documents, will be stored where they cannot be damaged, per Records Matrix SDFM-331-4.  Some records are kept as hard copy on site, some are electronic copies kept locally, and others are kept and controlled by Swagelok.
Quality records are evidence that the quality system has been followed and activity has been performed. Examples of records are purchase orders, sales records, contracts, internal audits, meeting minutes and test data.

Management Responsibility 
Effective leadership greatly enhances the possibility that initiative, dedication and innovation will flourish throughout an organization; the accompanying positive impact on productivity and continual improvement is obvious. Senior managers in our organization shall establish clear direction and purpose for quality, and create an environment that encourages associates to achieve organizational objectives. Management must be responsible for keeping the focus on customers and meeting or exceeding customer expectations in systematic and measurable ways.  

Quality and Business Planning

During our quarterly review and updates, the impact of changes in our business is assessed to ensure the integrity of the quality system, and define appropriate action to ensure its continued effectiveness and records are retained.  

Quality Objectives

Quality objectives are established annually during our normal budget preparation and operational planning.  These objectives are found in the DOP, Distributor Operating Plan.  Objectives are communicated at all relevant points in the organization via direct communication between management and employees..

Communication

Work responsibilities and decision-making authority are defined and communicated within the organization. These responsibilities are depicted in the following organization chart
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The Quality Representative is designated as Paula Dietz per SDFM-411-3. The Quality Representative has the responsibility and authority to:

· assure that quality system processes are established, implemented and maintained;

· report on the performance of the system and any needs for improvement;

· promote awareness of customer requirements to all associates; and

· act as a liaison for Swagelok Denver for issues of quality. 

Process Owners are responsible for the training, communication and verification of their processes.

Responsibility and authority are defined in greater detail in our processes and work instructions and through direct communication between management and employees.
Management Review

The quality system is reviewed periodically to determine continued suitability for our organization, market, scope of activities and work, as well as for performance and effectiveness.  

Management reviews are conducted quarterly with the annual business planning process. During the review, we assess the need for changes to the quality system (including the quality policy and quality objectives) and identify opportunities for improvement. 

Management review records are maintained.   

The following inputs, at a minimum, are included in the annual review cycle: 

· feedback from Swagelok,

· results of audits,

· customer feedback, including complaints and product returns,

· process performance and product conformity,

· status of preventive and corrective actions,

· follow-up actions from previous management reviews,

· changes that could affect the quality system, and

· recommendations for improvement.

The results of the review include decisions and actions related to:

· improvement of the effectiveness of operations and processes, including the quality system,

· improvement of product related to customer requirements, and

· resource needs.

Resource Management 
Swagelok Denver plans for, identifies, assigns, and manages resources needed to maintain and continuously improve the effectiveness of business and quality system, and enhance customer satisfaction.

Training and Qualification  

We use qualified personnel.  We provide appropriate training; and identify and document the skills, experience, education and training required to be qualified. 

Associate competence and experience, as it relates to the tasks at hand, is documented in SDFM-551-2, Training Matrix., as well as on Swagelok University.  Training needs and qualification requirements, such as Swagelok certification programs or legal, regulatory, customer or market/industry instruction, are managed throughout the SDPR-551-1, Training and Qualification process.
 Training is provided and associates complete training in a timely manner. 

Equipment Maintenance  

We have established, documented and continue to manage the process for maintaining equipment in order to deliver the highest quality products and service.  The process is documented in SDPR-521-1, Equipment Maintenance Process.
Calibration  

The process to control monitoring and measuring devices used to provide evidence of conformity to product and process requirements is documented in the Calibration process SDPR-531-1, Equipment Calibration Process.
This process is important to effectively manage because it will ensure that all gages and other methods to verify product provide accurate measurements.  

 Records of calibrations will be maintained and include:

· the monitoring and measuring device number

· the date the calibration was performed

· results, including actual readings taken

· identification of standard(s) used for calibrating

· identification of personnel/company performing the calibration

· calibration frequency

· disposition of the monitoring and measuring device

· location of the monitoring and measuring device

Product Realization
Swagelok Denver has developed processes that identify, plan for, control and fulfill customer requirements on all products and services.

Product realization is the term used to describe the work that we go through to develop, manufacture, and deliver finished goods or services. An effective quality system provides a comprehensive approach to getting from product requirements to finished product. 

Our approach is a quality plan that includes:

· product requirements and quality objectives;

· processes, documents, and resources needed for product realization; 

· required verification, monitoring, inspection, and test activities, and

· a list of records to be maintained. 

We have described the activities for providing weld services, postponement and integrated service assembly in a process map found at SDPR-601-2, Defining Weld Service, Postponement, and Integrated Services Fabrication.

Contract Review
Our process to gather, review and confirm the requirements of each quote/order/contract with the customer prior to acceptance and will effectively communicate with customers in relation to product information, contracts and order handling is titled SDPR-611-1.  Integrated Service order shall meet the requirements of SDPR-621-1, Integrated Services Product Requirements Process.
Our Quote process used for creating and providing the customer with a document of proposed product specifications and conditions of sale can be found on SDPR-611-3, Quote Process.  Quote records will minimally include:

· customer name

· date of quote

· Swagelok product part numbers and quantity

· customer part number(s) and drawings, as appropriate

· customer and/or regulatory specifications

· packaging and freight proposals

· delivery terms

· other terms and conditions 

· pricing

Integrated Services Product Requirements 

We plan, develop and manage the process for working with customers to refine integrated service product solutions as defined in the process SDPR-621-1 Integrated Services Product Requirements Process.  All integrated services product inputs and any subsequent changes will be approved by the customer.  Activities requiring system design will be conducted at Swagelok Company.

Any refining of customers’ integrated service solutions or suggestions relative to this are done accurately, effectively and with a complete understanding of the solution. This ensures the product is what the customer expects.  

Details of the process that defines the plans and control activities needed to work with customers to refine solutions for integrated services products can be found in SDPR-621-1.
Records of this process are maintained.

Manufacturing Quality Planning & Production 

We plan production and service processes and provide an environment where work can proceed in an orderly fashion.  We ensure that the product is manufactured/ assembled/purchased to the latest revision of all documents.

Manufacturing quality planning and production process refers to the overall system for carrying out production and service based upon the related requirements from the customer.  This ensures the manufacturing and assembly processes meet product requirements and align with the customer requirements.

The processes needed for production activities, such as assemblies, and for service activities, such as weld system rental and/or repairs are defined and can be found in SDPR-631-1, Quality Planning and Fabrication Process, SDPR-631-4, Rental Equipment Process, and SDPR-631-6 Equipment Repair Process.
Records of production are maintained for a minimum of three years from the date of manufacture. Production records may include but are not limited to:  drawings, bill of materials, routing and/or process sequence document, quality plan and/or checklist, and any special instructions.  

Purchasing

We utilize only approved suppliers when outsourcing products and services.  These suppliers are qualified based on the risk presented to Swagelok, the criticality of the product or service to be supplied, and supplier performance.  Customer and / or Swagelok Factory approval is required to source products that are pressure containing or controlling.

Procurement and supplier management processes enable the distributor to provide products and services from other manufactures that meet the customers’ needs and expectations in the areas of quality, delivery and price.

We ensure that purchased product and services conform to specified and implied requirements, have been automatically approved by Swagelok, has been approved by Swagelok Denver, or has been customer approved and conforms to any additional requirements.  This process is defined on SDPR-641-1, Purchasing Process.
Integrated Service Factory Approval Requirements 

Approval is obtained from Swagelok for each Integrated Service order, use of 3rd party (non-Swagelok purchased) product for an order, and/or outsourcing of processes to support integrated services.  Certain projects are pre-approved as outlined below.  For all other approvals, the distributor will submit a request through the Sourcing & Assembly Opportunity Assessment Form, reference SDPR-651-1 Integrated Services Sourcing Approval Requirements.
Sourcing and Integrated Service Opportunities that have been previously approved in the past three months are pre-approved provided that they are for the same end item part number and customer.  Other Sourcing and Integrated Service Opportunities are pre-approved provided that the following conditions are met…

· Our quality system is certified to the requirements of SQS.

· Where applicable, the activity is authorized under the Product Modification Policy.

· All internal manufacturing operations are covered by a Swagelok Certification program and will be performed by associates that have been certified.

· The project requires no outside processing or assembly services.

· Non-Swagelok products do not compete with a Swagelok product and are not manufactured by a Swagelok competitor.
· Non-Swagelok products are low energy or qualify as a combination of Axess sourcing services approved supplier and product series as defined by the Swagelok distributor policy entitled Distributor Sourcing of Non-Swagelok Products and Services Policy.

· Suppliers of Non-Swagelok products are approved in accordance with defined requirements per SDPR-641-7, Supplier Approval Procedure.

Identification & Traceability

We control and record unique identification of the product from receipt to customer delivery as required by the customer, industry, and/or Swagelok.

Component and assembly traceability enables us to provide product information and certifications to customers and industries that require material traceability.  Traceability records also enable the sales and service center to properly notify affected customers and mitigate risk resulting from improper manufacture. 

Identification and traceability details can be found in the procedure SDPR-661-1, Identification and Traceability Guideline, which includes specific references to Integrated Services requirements.
Records are maintained for all Swagelok orders and are traceable to the factory order number and product ID code.

For orders from suppliers other than Swagelok, we maintain records traceable to the purchase order.

Record are maintained for the following information for each Swagelok product affected:

· part number,

· factory order number (six-digit alpha numeric), or Swagelok product identification code (10-digit alpha numeric).

Packaging, Handling and Storage

We ensure that handling, packaging, and storage of product is sufficient to prevent product from becoming damaged or mixed during processing and delivery to the customer.

Processes involving packaging, handling, and storage help protect the Swagelok brand image by ensuring the proper product is delivered in good condition, and in packaging that has a consistent look and feel to all Swagelok customers worldwide.  These processes can be found in SDPR-671-1 Picking and Shipping as well as SDPR-671-14, Stocking and Storage.

Measurement, Analysis and Improvement 
We plan, identify and implement measurement, analysis and continuous improvement processes to systematically do things better and improve overall customer satisfaction.

Key measurements drive the results required to continuously improve operations & customer satisfaction. All processes critical to meeting or exceeding customer expectations are measured and monitored.

Customer Satisfaction
We have established SDPR-711-1, Customer Satisfaction Processes to effectively communicate with customers to ensure requirements and expectations are understood, and that all comments and inquiries are heard and managed.  This process monitors customers’ perceptions of our ability to meet requirements, as well.  

We have established a policy, objectives and a process that ensures complaints regarding products and service are handled in a consistent, timely and professional manner that satisfies the customer.  Related information is analyzed to identify opportunities to improve products and business processes.  This process can be found as SDPR-711-3, Customer Complaint Process and Procedure.
Internal Auditing

Our Internal Audit procedure defines our process to plan and conduct internal audits to verify the performance, conformance and effectiveness of the QMS. The responsibilities and requirements for managing (planning, conducting, reporting and maintaining records of) internal audit activities is documented in the Internal Audit Procedure which can be found as SDPR-721-4, Internal Audit Procedure.

Internal audits are a primary tool of management to determine the effectiveness and suitability of the quality system. They are performed to ensure 

· the quality system adequately defines the needs of the business;

· is effective and operating in accordance with specified requirements;

· documented procedures are practical, understood, followed, and meet specified requirements;

· quality activities and related results are documented and meet expectations; and

· the quality system is functioning in accordance with stated objectives.

Continuous Improvement

All associates shall actively look for opportunities to improve the business and quality processes they are involved with.  All associates are encouraged to make recommendations to the Process Owners, Quality Representative, VP of Operations or Distributor Principal, for improvements.  

All inside staff shall meet on Tuesday mornings for the purpose of discussion in the areas of New Products, Customer Service Issues, Training needs, Customer News, Scheduling Items, SQS News, Process Monitoring and Measurements, Open Discussion and Teachable Moments.
Lunch and Learns, for the presentation of Process, Process Improvements, and New Products shall be encouraged of all employees.

The collection of data per SDPR-751-1, Measures and Analysis, the results of SDPR-731-1, Corrective Action Process and the results of SDPR-731-11, Preventive Action Process shall be used in Continuous Improvement.

The annual Distributor Operation plan, the Quality Policy, and Management Review Meetings shall specify quality objectives that lead to the improvement in the processes.
Corrective Action

A methodical approach to corrective action ensures the elimination of existing nonconformities and defects of other undesirable situations to prevent reoccurrence (reactive). Corrective action is reacting to a problem and taking steps to eliminate the cause so the problem never reoccurs.  Our procedure for Corrective Action can be found as SDPR-731-1.  
Process Owners will work with Process performers to identify ways to resolve problems or errors or to increase the efficiency and effectiveness of our processes.

Preventive Action

Preventive action eliminates the causes of potential nonconformities or other undesirable situations in order to prevent occurrence (proactive).  Potential nonconformities and their cases can be determined through offers for improvement from Audit results or negative trends on process measurements.  Evaluations can be performed through quality team discussions. 
Our Preventive Action procedure ensures effective proactive practices for handling potential nonconformities.  Actions will be based on the significance of the potential nonconformities identified and the potential impact on product performance and customer satisfaction.  The Preventive Action can be found as SDPR-731-11.  

Non-Conforming Product

Product that does not conform to requirements is identified and controls are in place to prevent unintended use or delivery. 

The Non-Conforming Product procedure identifies personnel responsible for identifying, controlling, documenting, disposition and processing nonconforming items.  This procedure applies to all products, materials and work performed by, supplied by or supplied to us.  This procedure can be found as SDPR-741-1.

Records of the type of nonconformities (e.g., defect code) and the actions taken to deal with the nonconformity are maintained. 

The Swagelok CAP process is used to return non-conforming Swagelok product to the factory.

Product Recall

Our product recall procedure ensures the timely recalling of product from customers.  This procedure can be found as SDPR-741-5.

Measures and Analysis

We have developed and implemented processes for identifying, monitoring, measuring, and analyzing key product and process performance indicators.  The indicators support the improvement of Swagelok Denver and Swagelok objectives, as defined in the Distributor Operating Plan.

Metrics are used to monitor, analyze, and improve overall performance.  The metrics include certain identified Swagelok-required metrics to be reviewed on a routine basis.  

We have planned for and implemented the monitoring, measuring, analysis, and improvement processes needed to: 

· demonstrate conformity of product 

· ensure conformity of the quality system

· continuously improve the effectiveness of the quality system 

We monitor and measure processes,

· using suitable methods to monitor and measure the business and manufacturing and quality system processes;

· demonstrating the ability of the process to achieve planned results
· when planned results are not achieved, taking appropriate corrective action.

For Integrated Services we monitor and measure product characteristics to verify that product requirements have been met through inspection and testing.  This will be carried out at appropriate stages of the product manufacturing process in accordance with the quality plan.

Product release and service delivery will not proceed until the planned criterion has been satisfactorily completed, unless appropriately approved.  Evidence of conformity with the acceptance criteria will be maintained, including records indicating the person(s) authorizing release of product.  

We collect and analyze appropriate data to demonstrate the suitability and effectiveness of the business and quality system and to evaluate where the quality system can be improved. 

The analysis of data provides information relating to: 

· customer satisfaction,

· conformity to product requirements. 

· characteristics and trends of processes and products including opportunities for preventive action, and

· suppliers.

We have established metrics and assess performance of:

· non-conforming material,

· returns and recalls, and

· complaints.

The following metrics are reported to Swagelok on a routine basis:

· complaints,

· returns, and

· recalls.

Document History

Change Control Approval

	Rev
	Date
	Change Made
	Reason
	Approval

	B
	5/18/10
	DVF to Swagelok Denver
	Editorial
	N/A pd

	
	
	
	
	

	
	
	
	
	


1

_1274268632.vsd
Title


5.0 Resource 
Management 
Requirements


5.1
Training and Qualification


5.2
Equipment Maintenance


5.3 Calibration


4.0 Management Responsibility Requirements


4.1 Quality and Business Planning


4.2
Management Review


7.0 Measurement, Analysis, and Improvement Requirements


7.4 
Non-conforming Product


7.3
Continuous Improvement


7.2
Internal Auditing


7.1
Customer Satisfaction


6.2
Integrated Services Product Requirements


6.0 Product Realization Requirements


 Customer Requirement


Customer Satisfaction


6.4
Purchasing


6.3
Manufacturing Quality Planning and Production


Swagelok Factory/Regional Standard Orders


6.5
Integrated Services Approval Requirements


Metrics


6.7
Packaging, Handling and Delivery


6.6
Identification and Traceability


6.1
Contract Review


3.1 Process Approach


3.4 Record Control


3.3 Document Control


3.2 Quality System Documentation


3.0 Quality Systems Requirements


Stock


Swagelok RFQs/Regional Stock Checks


Resource Needs


Resources


Data


Swagelok Axess Blanket Approved Orders


Out Sourced Suppliers-Swagelok Profits Approval


Policies


Swagelok CAP for returns and evaluations


Swagelok Distributor Operating Plan


Swagelok University Certification


7.5
Measure and Analysis



_1288097031.vsd
Team Title�

Company Name
￼�

�

�

Company Name
Department Name�

Distributor Principal
 


VP of Operations
 �

Quality Representative
 �

Sales Manager
 �

Account Managers
 �

Integrated Service
 �

Shipping and Receiving
 �

Technical Service
 �

Returns
 �

Customer Service
 �


