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3.0
Scope & Exclusions
The purpose of this manual is to document the company’s quality management system, define the quality policy and objectives, instruct and guide employees, and define the controls implemented to ensure conformity to customer requirements and promoting continuous improvement within the business. 
Roden’s Machine & Mfg. Inc provides machining services for small and large quantity production runs for all industries. To continually improve our business and assure customer satisfaction, we have developed, implemented, and manage a quality management system that meets the requirements of ISO 9001:2008. This manual conforms to all applicable requirements and is divided into 8 separate sections covering the major processes associated with our business (which are identified in Appendix D, Process Flow Map). This Flow Map not only identifies the major processes, but also shows the interaction of these processes, identifies procedures that control how activities are performed, and identifies measuring methods so management can assure that the system is functioning as intended.

According to section 1.2 of the ISO 9001:2008 standard, certain exclusions are permissible to a Quality Management System. These exclusions are limited to section 7.0 (Product Realization) and must be identified. Certain requirements within a section may not apply, but will be addressed as such within this Quality Manual. Currently, Roden’s is taking the following exclusions to the requirements:
7.3 Design & Development
Roden’s provides complete machining services according to specifications and drawings provided by the customer. We provide no design services and do not retain any design authority. 

7.5.2 Validation of Processes for Production and Service Provision
Roden’s does not perform any process on production parts that cannot be validated or verified by inspection processes prior to shipment.
4.1
General Requirements

Management has established documented, implemented and maintains a quality management system and continually improves its effectiveness in accordance with the requirements of applicable standards. This includes the following:

a) Identification of the processes needed for the quality management system and their application throughout the organization by establishing detailed procedures to describe these processes, and by the Process Flow Map found in Appendix D of this manual,

b) Determination of the sequence and interaction of the processes are identified in the Process Flow Map (see Appendix D),

c) Determination of criteria and methods needed to ensure that both the operation and control of these processes are established and are effective through daily operations, design and development plans, holding regular management review meetings, and performing internal audits, 

d) Ensuring that the necessary resources are available in order to meet customer needs and business demands, 

e) Ensuring that the information needed to support the successful completion of jobs and achieving customer satisfaction are clearly defined and communicated to all employees by use of product specifications, internal documentation, and customer purchase orders,

f) Established measuring techniques on the main processes of the company (as defined in Appendix D) to assure each process is performing as intended,

g) Monitoring, measuring and analyzing process measurement data during management review meetings, and

h) Implementing actions necessary to achieve planned results and continual improvement of the processes and the management system as a whole.
These processes are managed in order to assure desired results are achieved, and to take action when trends show “slippage” from planned arrangements.
Appropriate controls are in place to assure that outsourcing of processes undergo verification activities as defined by company procedure SOP-10 (Purchasing & Receiving).

4.2
Documentation Requirements

4.2.1 Quality management system documentation includes the following:

a) A documented Quality Policy (Appendix A),

b) Documented Objectives that are measurable (See section 5.6, Target Attainment Plan (TAP), and Appendix A),

c) This Operations Manual (OM-100),

d) Procedures required by applicable standards (Appendix C, Procedure Matrix),

e) Procedures needed to ensure product conformity and customer satisfaction (SOP-12),

f) Documents needed by the organization to ensure effective planning, operation and control of its processes, and
g) Records required by applicable standards, or deemed necessary by the company to provide evidence (Refer to company procedure SOP-02, Records Control).)
4.2.2 This Manual includes the following information:

a) Scope of the quality management system, including details of and justification for any exclusions (See Section 3),

b) Documented procedures for the quality management system, or reference to them (See references within the manual and Appendix E),

c) The relationship between system requirements and the established procedures (See Appendix C),

d) A description of the interaction between processes of the quality management system (See Appendix D).

4.2.3 Documents required by applicable standards, along with all other documents deemed necessary by management, are controlled as described in company procedure SOP-01 (Document Control). These controls include the following:

a) Approving documents for adequacy prior to issue,

b) Reviewing, updating, and re-approving documents (as necessary),

c) Ensuring that changes and the current revisions of documents are identified,

d) Ensuring that relevant versions of applicable documents are available at points of use,

e) Ensuring that documents remain legible and readily identifiable,

f) Ensuring that documents of external origin are identified and their distribution controlled, 

g) Preventing the unintended use of obsolete documents and the application of suitable identification if they are retained for any historical purpose.
4.2.4 Records are established and maintained to provide evidence of conformity to requirements and of the effective operation of the quality management system.  Records will remain legible, readily identifiable and retrievable.

a) Company procedure SOP-02 (Records Control) has been established to define the controls needed for the identification, storage, protection, retrieval, retention time and disposition of records.
5.1
Management Commitment

Management provides evidence of its commitment to the development and implementation of the quality management system and continually improves its effectiveness by:
a) Communicating to the organization the importance of meeting customer requirements, as well as statutory and regulatory requirements, through production planning, training and formal/informal employee meetings,

b) Establishing and communicating the quality policy (Appendix A) to all personnel by postings and website interface,

c) Ensuring that quality objectives (Section 5.4.1 and Appendix A) are established and communicated to all personnel,

d) Ensuring that quality objective and overall company performance are reviewed through regularly scheduled management review meetings, and
e) Ensuring that necessary resources are available to achieve desired results.

5.2
Customer Focus

Management ensures that customer requirements are determined and are met with the aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1).

5.3
Quality Policy

Management has established a quality policy (Appendix A) that:

a) Is appropriate to the purpose of the organization,

b) Includes a commitment to comply with requirements and continually improve the effectiveness of the quality management system,

c) Provides a framework for establishing and reviewing quality objectives,

d) Is communicated and understood within the organization, and

e) Is reviewed for continuing suitability

5.4
Quality Management System Planning

5.4.1
Management has established specific quality objectives, including those needed to meet each contract in order to assure desired results are being achieved and to identify areas needing improvement and are measurable and consistent with the quality policy. 

a) Top-level objectives are identified in Appendix A.

b) Lower level goals have also been established that support the objectives stated in Appendix A, but are detailed in regards to acceptable levels of performance. These goals are defined in a Target Attainment Plan (TAP) which is approved and maintained by top management. 

c) The performance associated with the defined objectives and targets are reviewed during management review meetings (at a minimum annually) to assure processes are performing as desired.

5.4.2
Management ensures that the:

a) Planning of the quality management system is carried out in order to meet the requirements given in section 4.1, as well as to meet defined quality objectives, and

b) The integrity of the quality management system is maintained when changes are planned and implemented.

5.5
Responsibilities, Authority and Communication

5.5.1
Management communicates roles, responsibilities and authorities to all employees by use of an Organization Chart / Roles & Responsibility (Appendix B).

a) It is the responsibility of the President to assure all personnel are aware of organizational structure and the intent of having an ISO based management system.

5.5.2 Appendix B (Org. Chart / Roles and Responsibilities) identifies a member of management who has been appointed to be the ISO Management Representative who, irrespective of other responsibilities, has the responsibility and authority to perform the following:

a) Ensuring that processes needed for the quality management system are established, implemented and maintained,

b) Reporting to management on the performance of the quality management system and any need for improvement,

c) Ensuring the promotion of awareness of customer requirements throughout the organization.
5.5.3 Management ensures that appropriate communication processes are established within the organization and that communication takes place regarding the effectiveness of the quality management system through informal employee briefings. These briefings are held to assure:

a) Management communication to all employees regarding objective performance,

b) Any current problems / risks, 
c) Potential New business, 
d) Other issues and employee suggestions. 
5.6
Management Review

5.6.1 Management evaluates the quality system and objective performance through periodic management review meetings Per SOP-03, which are held as a minimum annually. This review includes evaluating current objectives and their performance, as well as other agenda items defined below. 
a) Minutes of Management Review Meetings are recorded on form QF-03-01 (Management Review Minutes), and are maintained in accordance with company procedure SOP-02 (Records Control).
b) Not all required topics identified in Section 5.6.2 and the QF-03-1 form are required to be reviewed during each Management Review, however, each topic is required to be reviewed at least annually.
5.6.2 Each Management Review (SOP-03) meeting will include the following actions: 
a) Review and discussion of all previous Management Review Action Items to assure closure.  
b) Customer feedback.  
c) All established objectives and their associated performance levels.  
d) Audit Results.  
e) Corrective / Preventive Action issues / status.  
f) Poor Performing Suppliers / those with repetitive quality or delivery issues.  
g) Process performance and product conformity.  
h) Changes in business scope that could affect the established system.  
i) Recommendations and suggestions to improve the system.  
5.6.3 The output of management review (SOP-03) meetings is recorded on QF-03-1 (Management Review Minutes) form as action items and may be entered into the action request system.  These outputs include decisions and/or actions related to the improvement of the effectiveness of the management system and its processes, improvement to product related to customer requirements, and resource need. 

a) The majority of action items from Management Review meetings are preventive in nature. Preventive Actions represent improvements to our system.

6.1 Provision of Resources

Management has determined and provides the necessary resources needed to implement and maintain the quality management system, continually improve its effectiveness, and enhance customer satisfaction by meeting customer requirements.

6.2
Human Resources

6.2.1 Management assures that only competent personnel are performing tasks that could affect product quality based on appropriate education, training, skill and experience.

6.2.2 Company procedure SOP-07 (Resource Management) has been established to provide detail on the following:

a) Identification of the necessary competence for personnel affecting product quality,

b) Providing training to meet competency requirements,

c) Evaluating the effectiveness of the training provided, and
d) Ensuring that personnel are aware of the relevance and importance of their activities and how they contribute to the achievement of the quality objectives defined in Appendix A (Quality Policy), and
e) Appropriate records of education, training, skills and experience are maintained in accordance with company procedure SOP-02 (Records Control).
6.3 Infrastructure
6.3.1
Management has determined, provides and maintains the infrastructure and equipment (SOP-14) needed to achieve conformance to customer and product requirements. The following resources are reviewed constantly by management in daily operations and evaluated again during the internal audit process:

a) Buildings, workspace and associated utilities,

b) Process equipment (both hardware and software), and

c) Supporting services (such as transport, communication and IT services).

6.4 Work Environment
6.4.1
Management has determined and manages the work environment needed to achieve conformance to customer and product requirements.  Management reviews the work environment, like the infrastructure, constantly during daily operations and again during the internal audit process.

7.1
Planning of Product Realization

7.1.1
The planning of product realization is carried out during all stages of the proposal and submittal processes as defined in company procedure SOP-9 (RFQ, Contract Processing) and SOP-11, Planning, Production and Inspection Planning, for each product, is customer specific  and includes the following (at a minimum): 
a) Customer requirements and objectives for the product,
b) Required processes and parts, including specifications, drawings, functional requirements, and other pertinent data, 
c) How and when verification, validation, monitoring, and measurement is performed to assure product acceptance,
d) Records needed to provide evidence that the realization processes and resulting product conforms to customer requirements.
7.1.2
The output to planning of product realization is the creation and acceptance of Quotes and generation of Work Orders for approved Customer Purchase Orders.
7.2 Customer-Related Processes

7.2.1
Customer Requirements and specifications are determined during the review and submittal processes as defined in company procedure SOP-09 (RFQ, Contract Review), which includes identifying the following:

a) Customer requirements, including those needed for delivery, post-delivery,
b) Requirements not stated clearly by the customer, but necessary for installation and use,
c) Statutory and Regulatory requirements related to the product, state, and country where item will be used, and
d) Additional requirements imposed by management.
7.2.2 Quotes submitted, per SOP-09, to the customer include all requirements and specifications in order to complete a specific job. Quotes are not submitted unless we have the capability and capacity to complete, or for requests with unclear or ambiguous requirements. Each quote is completed in the Peachtree Database with the creators name and dated as evidence of a completed review.
a) Quotes are approved and Work Orders are generated to authorize the start of work. 
b) Where the customer provides unclear or no specific requirements, parameters and definition negotiations for clarification will be made with the customer during preliminary activities as defined in company procedure SOP-09 (RFQ & Contract Review).

c) When contract requirements are altered after agreement, a change order from the customer will be requested.

d) If we drive the contract amendment, we will get customer concession prior to continuing the process. 

7.2.3 The President and VP of Sales are the initial contact with customers regarding products inquiries, existing contracts, placement of an order and necessary amendments to existing contracts, any questions that may arise, as well as the handling of customer feedback.

7.3 Design and Development

Roden’s manufactures to customer provided specification and drawings. For this reason, we have excluded the requirements of section 7.3 as described in section 3 of this manual.
7.4
Purchasing

7.4.1 We rely on our suppliers to provide quality materials and assembly services for the product we manufacture and sell.  All purchased items are verified upon receipt in accordance with company procedure SOP-10 (Purchasing and Receiving).  

a) The type and extent of control we apply on our suppliers are dependent upon the impact of the purchased item(s) on the final product/deliverable.

b) Suppliers are evaluated and approved based on their ability to provide quality products within the amount of time requested as defined by company procedure SOP-08 (Supplier Evaluation & Approval).  Records of these evaluations are maintained in accordance with company procedure SOP-02 (Records Control).
c) Suppliers are re-evaluated based on performance data provided during the management review process.
d) When specified by contract, only customer approved sources will be used by us, and our suppliers.
e) Approved suppliers are entered into a purchasing database, which is maintained by purchasing.
f) The Office Mgr./Purchasing Manager is responsible for performing supplier evaluations, approving suppliers, disapproving suppliers, monitoring supplier performance, re-evaluating suppliers when performance falls below desired levels as defined in company procedure SOP-08 (Supplier Evaluation & Approval).
7.4.2 Product Names, applicable specifications, and/or detailed descriptions of products or services requested from our suppliers are listed on the corresponding purchase order and may include requirements for qualification of personnel and/or quality management system requirements.  

a) If not specified by contract, requirements for the approval of products are left to the supplier to determine as long as items meet specified requirements. 
7.4.3 All products purchased that fall into the category defined in section 7.4.1 undergo receiving inspection to assure conformance to the requirements listed on the corresponding purchase order as defined in company procedures SOP-10 (Purchasing and Receiving). 

a) The majority of receiving inspection is reviewing the accompanying documentation (C of C, test reports, inspection reports, etc) received with part and comparing the items with what was ordered for consistency.

b) No products are used in processing until they have been reviewed and accepted. 

c) When our customers or we intend to perform inspection at the supplier’s premises, it will be noted on the purchase order and arrangements made as stated in the Terms and Conditions of contract. 

7.5
Control of Production and Service Provision

7.4.4 Assembly operations of our end-products are performed by approved sources per SOP-12 or customer designated sources as directed by contract. 

a) All manufacture and assembly of product are performed by internal personnel in accordance with customer drawings. 

b) All product requirements are defined in the customer provided drawings and specifications, which is available for all personnel who are involved in the manufacture of parts and assemblies. 
c) Equipment is identified during the planning process to be suitable for production of product.

d) Monitoring and measuring equipment adequate for acceptance for product release is provided for in the production process.
e) Product delivery and post-delivery activities are provided for per SOP-13, Shipping.

f) When we (or our customers) intend to perform inspection at the supplier’s premises, it will be noted on the purchase order and arrangements made as stated in the Terms and Conditions of contract.
7.4.5 The Validation of Processes for Production and Service Provision clause has been excluded from our management system as no activities are performed that would warrant process validation. Please refer to Section 3 (Scope and Exclusions) of this manual.

7.4.6 Traceability when required will be provided per customer requirements per SOP-09 and SOP-12. All products are identified based on engineering specifications and supplier purchase orders in case of product failure or spare parts orders.

7.4.7 Upon occasion, customers will provide us with materials for use in the products we provide.  
a) Customer provided items will be appropriately identified, protected and used to prevent damage or deterioration per SOP-10.
b) Customers will be notified immediately if items are lost, damaged, or determined incorrect.

7.4.8 We do not stock material of any type to maintain a minimum inventory. Items are ordered to provide for customer specific orders and are in stock only while waiting issue to production.  While items are in our facility and being produced, best practice will be utilized for handling, storing, and shipping activities per SOP-13.
7.5.5.1 There are currently no items in stock with shelf-life conditions that would warrant special cure date tracking and assessment.

7.6 Control of Monitoring and Measuring Devices 

7.6.1 With each request for items not previously manufactured, coordination with the quality assurance department may be required to ensure that we have the equipment needed to inspect the product being manufactured to determine requirements and that processes are in place to ensure that those measurements can be carried out. 

7.6.2 Company procedure SOP-15 (Calibration) describes the calibration system and references all required records. 
7.6.3 All measuring equipment used to accept product has its own calibration record and is listed in the calibration recall system maintained in Quality which is updated when any changes to equipment status is made. This recall system also identifies intervals as to when equipment is to be calibrated or verified, the location of the equipment, as well as the check method and acceptance criteria.
7.6.4 Measuring equipment is safeguarded for adjustments that would invalidate the measurement result.
7.6.5 Measuring equipment is used and stored in a manner that will protect it from damage and deterioration.
7.6.6  All measuring equipment used for product acceptance is calibrated or verified at specified intervals, or prior to use, against measurement standards traceable to National Institute of Standards and Technology and will be adjusted as necessary. Environmental considerations are taken regarding the calibration and use of inspection, measuring, and test equipment. 
7.6.7 Measuring equipment found to be out of tolerance during calibration activities will require previous product acceptance measurements to be assessed and validated.  This assessment may involve taking appropriate actions on the equipment and determining if any product was affected and results documented on the calibration record.
8.1 General

Management has determined all monitoring and measuring activities required based on the process defined in SOP-12, and established objectives. This includes product conformance, objective performance, and continual improvement through the management review and internal audit process.
8.2 Monitoring and Measuring

8.2.1 Customer Satisfaction is measured based on the amount of customer rejects we receive on the products we provide and on time delivery. Customer rejects are handled in accordance with company procedure SOP-11, Control of Nonconforming Product.
8.2.2 Internal Audits are performed per SOP-4 (Internal Audits) in order to verify conformance to applicable system and customer requirements and to assure consistency with our established procedures, as required by contract or regulatory requirements. 
8.2.2.1 An internal audit schedule is maintained by the ISO Management Representative, which shows when an audit is to be performed and what areas of the company will be reviewed. Each area is determined based on previous audit results and the importance of the activity.
8.2.2.2 The scope and method of assessment is recorded on the audit plan.
8.2.2.3 Auditors have appropriate training and are not allowed to assess their own work.
8.2.2.4 A record of the audit, including the plan, notes, results and actions required are maintained in accordance with company procedures SOP-4 (Internal Audits) and SOP-02 (Records Control).
8.2.2.5 Action items that result from audits will be placed in the Action Request system in accordance with company procedure SOP-5 (Corrective Actions), and forwarded to responsible area management for resolution. 
8.2.2.6 A follow-up is performed on each action to assure effective implementation and closure.

8.2.3 The major processes identified in the Process Flow Map (Appendix D) are monitored and measured to keep track of process performance and are reviewed during Management Reviews (SOP-3) to assure desired outputs are being achieved, however every process listed does not require a monitoring and measuring program.
8.2.3.1 Process performance data is reviewed during the management review process.
8.2.4 Products are verified as functional after fabrication is complete. This includes verifying that end product meets specified requirements in accordance with prints and specifications. Both verifications are defined in company procedure SOP-12. 
8.2.4.1 Customer specifications dictate the type of verification required and production planning determines the records to provide evidence of verification. 
8.3
Control of Nonconforming Product / Service

Items can be determined to be nonconforming from customer returns, receiving activities and product realization. Company procedure SOP-11 has been established to describe how these situations are handled and recorded. 
a) The Quality Manager is ultimately responsible for determining nonconforming product disposition.
b) Disposition types are generally limited to RTS (Return to Supplier), Rework, and Scrap.
c) If condition will not affect form, fit, or function, but deviates from contractual requirements; customer concessions will be obtained to use items dispositioned as “Use as Is (UAI)”.
d) When the disposition is “Rework” the product is re-validated to assure conformance to requirements.

e) Records of all discovered nonconforming products and dispositions will be recorded and maintained.
8.4
Analysis of Data

Company objectives, as defined in Appendix A and the TAP, and process measurements (defined in Appendix D) are periodically reviewed per SOP-3, Management Review, to determine if desired results are being achieved. This data includes the following (at a minimum):  
a) Internal Audit Results

b) Customer Satisfaction Data

c) Customer Complaints

d) Nonconforming Product Reports
e) Supplier Performance
8.5
Continual Improvement

8.5.1
We continually improve the effectiveness of our management system through internal audits, established quality policy and objectives, analysis of process performance data, management reviews, and the corrective/preventive action process.

8.5.2
A corrective action procedure, SOP-5 (Corrective Action), has been established describe the actions required to eliminate undesirable conditions (including the review of customer complaint trends) and the causes that led up to their existence. The procedure also describes the following:

a)
Documenting the condition in the Action Request system,

b)
Reviewing the situation,
c)
Determining the root cause,
d)
Developing an action plan to correct the condition and prevent reoccurrence, and
e)
Assuring the actions taken was implemented and effective.
8.5.3
A preventive action procedure, SOP-6 (Preventive Action), has been established to detect and take appropriate action for the prevention of potential nonconforming conditions. These items are generally improvement suggestions or action items that are derived from management review meetings. The procedure also describes the following:

a)
Documenting the potential nonconforming conditions in the Action Request system,

b)
Evaluating if preventive actions need to take place,
c)
Determining the actions needed and developing an action plan to correct the condition, and

e)
Assuring the actions taken was implemented and effective.
NOTE:


The information contained within this manual is company proprietary and should not be submitted to outside sources without approval by VP of Operations. A hard copy of this document may not be the latest version currently being used. For the current version, please refer to the copy maintained on the shared server, or ask management for assistance. 
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