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GRACE ELECTRONICS, LLC.
Amendments

All copies of this Procedures Manual must be kept under strict control to prevent the system from becoming unreliable. The following procedures will ensure that the system remains current and valid.

1. All copies of the Procedures Manual will be clearly numbered and the holder recorded.
2. Each page in the Procedures Manual will carry its own number.
3. The Quality Management Representative will be responsible for all revisions and additions being recorded.
4. Changes can be suggested by any Employee, but must receive signed approval before being entered into the Procedures Manual.

5. Proposed changes to the Procedures Manual will be referred to the management review meeting for approval.
6. All changes must be recorded on the relevant Amendments List (PRM 00, Pages 05 of 08 and 06 of 08) and the appropriate pages or documents in the Procedures Manual changed.

7. The Procedures Manual is not distributed in its controlled form to any other locations, but may be issued in uncontrolled form to any location. Any Uncontrolled copy shall be distributed as "UNCONTROLLED – VALID ONLY", followed by the date. No records need to be maintained of the issue of uncontrolled copies of the Procedures Manual.
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	PRM 00
	3
	2
	6/29/04
	Item 6 changed from 5of 7, 6of7,

 to 5 of 8, 6 of 8.
	

	PRM 06
	1
	2
	6/29/04
	Item 3.0, added QMF 18
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	PRM 06
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	6/29/04
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	2
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	PRM 05
	9
	2
	1/24/06
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	Added QMF 22, QMF 23 to Reference Documents
	

	
	
	
	
	
	

	PRM  07
	2
	2
	1/24/06
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	PRM 01
	2
	2
	6/14/06
	Para 4.1.9, added logo, font, color exceptions
	

	PRM 09
	1,2,3,5
	2
	6/23/06
	Nomenclature changed from Reject tag to Rejected Material Report Form,
	

	PRM 01
	3,4
	3
	7/24/06
	Para.4.1.12 added N.N.P.I. section, 4.2.1, added seven yr. req't., 4.3.1 added correction procedure, 4.3.2, added Signature protection. 
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	PRM 05
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	7/24/06
	Para. 4.1.6 added ASTM item, Para. 4.1.9 to 4.1.9.9 added Material control “Level 1”, 4.3.1 added Mil-Q9858 +, 4.3.2.1 added Change Order process, 4.3.2.2 added change order, 4.3.3 sign-off process req'ts. 4.3.7 added the C.A.P.E.R sys., 4.3.8 modified shipping/ labelling reqts.4.5.6  “unique idents”, 4.8.4 CDRLS
	

	PRM 06
	3
	3
	7/27/06
	Para. 4.2.3 Purchase order  Quality Plan added,  4.3.1 modified inspection routing
	

	PRM 07
	1, 2
	3
	7/24/06
	Para.3.0 added C.A.P.E.R. sys., para. 4.7 modified process.
	

	PRM 08
	2, 
	2
	7/25/06
	Para. 4.1.3 added Special Audits, 4.2.3, added Internal Audit Check List (QMF 30), para., 4.3.1 modified.
	

	PRM 09
	4,5
	4
	7/26/06
	Para., 4.3.8, out of tolerance, para., 4.3.9 non-conformities after delivery, para. 4.4.3 Resubmitted Material process.
	

	PRM 11
	3,4
	3
	7/24/06
	Para. 4.3.2 added customer  “on site  surveys section., added GRACE Quality  Questionnaire ( QMF 31)
	

	PRM 03
	2,3
	4
	8/01/06
	Para. 4.2.3 added Malpractice and Fraud form, 4.2.7 added vision testing.
	

	Cover & Title 
	
	2
	2/14/08
	Address updated on all covers and title pages (20 Peachtree)
	

	PRM ALL
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	all
	2/11/09
	All footers now reflect AS9100
	

	PRM 00
	9
	9
	2/11/09
	Added forms: QMF 35, and QMF 37
	

	PRM 00
	10
	1
	2/11/09
	Added Appendix  SPR
	

	PRM 00
	11
	1
	2/11/09
	Added Interaction chart
	

	PRM 01
	1
	5
	2/11/09
	Added to 3.0last sentence: documents:
	

	PRM 01
	2
	5
	2/11/09
	Changed para.4.1.5 “vendors will…..”
	

	PRM 01
	3
	5
	2/11/09
	Changed 4.2.3 added Documents
	

	PRM 06
	3
	4
	2/11/09
	Changed 4.3.1 (better outlined inspection)
	

	PRM 06
	4
	4
	2/11/09
	Added Paragraphs 4.3.4, 4.3.5, & 4.3.6
	

	PRM 09
	2
	5
	2/11/09
	4.1.1 :Inspector  selection, 4.1.4 :Diposition
	

	PRM 09
	4
	5
	2/11/09
	4.3.9 added “two(2) working days after discovery.
	

	PRM 12
	3
	2
	2/11/09
	4.5.1 added: all changes agreed to are…..
	

	PRM 12
	5
	2
	2/11/09
	4.8.2 added “approved by Engineering and the Customer”…..
	

	PRM 01
	1
	6
	4/20/09
	Added 4.3 to clauses , and para.4.2.8
	

	PRM 012
	5
	3
	4/20/09
	Added Para 4.9 Config. Data Mgmt.
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	PRM 05
	6
	5
	4/28/09
	Called out work in process change authority/sign-off
	

	PRM 06
	2
	5
	4/28/09
	Para:4.1.3 clarified supplier review
	

	PRM 06
	3
	5
	4/28/09
	Removed  ANSI/ASQZ1 as sample ref., added DOD MIL-STD-1916
	

	PRM 12
	5
	4
	4/28/09
	Para: 4.8.1, adds Engineering Change Order(QMF 38) to the procedure.
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	PRM 00
	7
	2
	6/29/04
	Added forms : QMF 18, QMF 19, 
& QMF 20
	

	
	
	
	
	
	

	PRM 00
	8
	3
	7/14/04
	Added form :QMF 21 Training Checklist
	

	
	
	
	
	
	

	QFM02
	1
	2
	9/24/04
	Added PRM 06 Purchasing
	

	
	
	
	
	
	

	PRM 00
	9
	6
	1/24/06
	Added forms : QMF 22, QMF 23, & QMF 24
	

	QMF25HR, QMF26HR, QMF27HR
	2
	3
	3/14/06
	Added forms to PRM03, 4.2.3
	

	
	
	
	
	
	

	QMF 22
	na
	2
	8/1/06
	Added additional requirements to clauses
	

	QMF 29
	4
	2
	7/27/06
	Added  Quality Plan –Proposals
	

	QMF 29A
	3
	3
	7/27/06
	Added Quality Plan –Purchase orders
	

	QMF 30
	3
	2
	7/25/06
	Added Internal Audit Check List
	

	QMF 31
	4
	3
	7/24/06
	Added  External Audit
	

	QMF 32
	na
	1 
	8/3/06
	Created Inter Office Memorandum
	

	QMF 33
	na 
	1
	8/3/06
	Added Malpractice & Fraud form
	

	QMF 03
	na
	2
	7/25/06
	Added supervisor sign-off
	

	PRM 05 
	9-12
	3
	7/25/06
	Flow charts revised 
	

	
	
	
	
	
	

	PRM 01
	3
	4
	8/08/07
	Added para.4.1.13 FEDLOG Procedure
	

	
	
	
	
	
	

	
	
	
	
	
	

	QMF 34
	na
	1
	8/08/07
	Added this form for FEDLOG regulations
	

	QMF04A QMF12,

 QMF13 

13A

QMF18A, QMF19,

 QMF22,  QMF31
	na
	2
2

2

2

3

2

2

2
	2/14/08
ALL
	Up-dated address on all listed forms to 20 Peachtree Ct., Holbrook, NY, 11741
	

	
	
	
	
	
	

	QMF 35
	na
	1
	2/11/09
	ANSI/ASQCZ1.4-1993 GENERAL INSPECTION CHART
	

	
	
	
	
	
	

	QMF 37
	Na
	1
	2/11/09
	Corrective Action Request
	

	
	
	
	
	
	

	QMF 38
	NA
	1
	4/28/09
	Added Engineering Change Order
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Number
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	Date
	Issue No.



	QMF 01
	Training Details and Needs
	04.30.04
	1

	QMF 01A
	Training Plan
	04.30.04
	1

	QMF 01B
	Training Records and Subsequent Training
	04.30.04
	1

	QMF 02
	Internal Quality Audit Program
	09.24.04
	2

	QMF 03
	Internal Quality Audit Report
	04.30.04
	1

	QMF 04
	Complaints/ Non-conformance Register
	04.30.04
	1

	QMF 04A
	Non-conformance Report
	02.14.08
	2

	QMF 05
	Measuring and Monitoring Equipment Register
	04.30.04
	1

	QMF 05A
	Measuring and Monitoring Equipment Calibration Record
	04.30.04
	1

	QMF 06
	Management Review Agenda
	04.30.04
	1

	QMF 07
	Machine Maintenance Record
	04.30.04
	1

	QMF 08
	Proposal
	04.30.04
	1

	QMF 09
	Order Acknowledgement
	04.30.04
	1

	QMF 10
	 Work Order
	04.30.04
	1

	QMF 10A
	 Open Action Item Report
	04.30.04
	1

	QMF 10B
	 Material Receiving and Inspection Report DD250
	04.30.04
	1

	QMF 10C
	 Traveller
	04.30.04
	1

	QMF 11
	 Rejected Material Report (RMA)
	04.30.04
	1

	QMF 12
	Packing List 
	02.14.08
	2

	QMF 13
	 Purchase Order
	02.14.08
	2

	QMF 13A
	 Change Order
	02.14.08
	2

	QMF 14
	 Bill Of Lading
	04.30.04
	1

	QMF 15
	 Preferred Supplier Register
	04.30.04
	1

	QMF 16
	 Incoming Material Daily Inspection Report
	04.30.04
	1

	QMF 16A
	 Government Owned Material Incoming Material Daily Inspection Report
	04.30.04
	1

	QMF 17
	Incoming Inspection/ Identification of Chemicals
	04.30.04
	1

	QMF 18A
	Supplier Profile Questionnaire
	02.14.08
	3

	QMF 19
	Supplier Performance History
	02.14.08
	2

	QMF 20
	Customer Questionnaire Checklist
	06.29.04
	1
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Form

Description






   Date        
Issue             
	QMF 21
	Training Checklist
	7/14/04
	1

	QMF 22
	Certificate of Compliance
	2/14/08
	2

	QMF 23
	Outgoing Daily Material Report
	1/24/06
	1

	QMF 24
	In House Calibration Form
	1/24/06
	1

	QMF 25HR
	Application for Employment
	3/14/06
	1

	QMF 26HR
	Employment Secrecy Agreement
	3/14/06
	1

	QMF 27HR
	Information System Policy
	3/14/06
	1

	QMF 28
	Rejected Material Report Log
	6/23/06
	1

	QMF 29 
	Quality Plan-Proposals
	7/31/06
	1

	QMF 29A
	Quality Plan- Purchase Orders
	8/03/06
	1

	QMF 30
	 Internal Audit Check List
	8/03/06
	1

	QMF 31
	External Audit Check list/Questionnaire
	2/14/08
	2

	QMF 32
	Inter Office Memorandum 
	8/03/06
	1

	QMF 33
	Malpractice and Fraud Prevention Form
	8/03/06
	1

	QMF 34
	Procedure for utilizing FEDLOG
	8/08/07
	1

	QMF 35
	ANSI/ASQCZ1.4-1993 General Inspection
	2/26/09
	1

	QMF 37
	Corrective Action Request
	2/26/09
	1

	QMF 38
	Engineering Change Order
	4/28/09
	1
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DOCUMENT CONTROL AND RECORDS. (ISO 9001:2000/AS9100. Clause 4.2.1, 4.2.2, 4.2.3 and 4.2.4, 4.3)
1.0
INTRODUCTION

To demonstrate that the Company’s stated quality objectives have been satisfied, a detailed system of control for quality related documentation and records needs to be maintained. 

2.0
SCOPE

The Company will produce and maintain adequate documentation to detail the requirements of the quality management system and to ensure that the requirements of the customer can be satisfied. Adequate records must be maintained for this purpose.

This procedure also applies to all records generated under the other procedures in the quality management system.

3.0
RESPONSIBILITY

It is the responsibility of the Quality Management Representative to ensure that:

· The Quality Management System is adequately documented.

· Documents are properly controlled and approved and are readily available to those personnel that need to use them.

· Sufficient records, and documents are maintained and these are legible and readily accessible.

GRACE ELECTRONICS, LLC.
4.0 PROCEDURE

4.1
Document and Data Control

4.1.1

All quality and procedures manual documentation must carry a unique identification number, an issue number and the date from which the document becomes effective.

4.1.2

Documents must be formally approved for use. Each section of the manual is to be re‑approved when any changes take place.
4.1.3

Other quality documents must be clearly identified by his title or other reference, traceable from the document master register.

4.1.4

A master register will be available and must carry the current issue of each document. The master register will be the only source of copies.

4.1.5

External documentation must be adequately controlled to ensure that it is not damaged or lost. Vendors will be required to retain all records that pertain to GRACE purchases (for manufacturing materials) three (3) years. This requirement will be a noted clause on the PO (Purchase Order)
4.1.6

Any changes required to the Quality Manual, Procedures Manual or General Documents will be reviewed at the Management Review Meeting.

4.1.7

Whenever a change takes place to any section of the manual the revision status of the procedure must be updated.
4.1.8

All forms must be periodically assessed under the quality audit procedures for relevancy and fitness for use.

4.1.9

Whenever a change takes place to any form, the revision status of the document must be updated. (with the exception of logos, font, colors, etc.)
GRACE ELECTRONICS, LLC.
4.1
Document and Data Control (continued)

4.1.10

The Quality Management Representative shall be responsible for ensuring that changed sections or documents are introduced into all controlled copies of the manual. Due to the small circulation of the manual, no transmittal system is necessary.

4.1.11

Obsolete documents will generally be withdrawn from the system, marked ‘Superseded’ and retained.

4.1.12
Under no circumstances shall GRACE transmit Naval Nuclear Propulsion Information (N.N.P.I.) as defined in NAVSEAINST C 5511.32B or export controlled documentation outside the United States or any Foreign National without the written approval of the Purchaser.
4.1.13
Current FEDLOG data is stored on the GRACE secure server which is restricted to authorized users via USERID and PASSWORD login. Prior to obtaining a USERID each individual is required to read and sign the FEDLOG Procedure Form (QMF-34) which outlines all procedures and restrictions in utilizing the FEDLOG.
4.2
Records

4.2.1

All completed quality documentation and records must be retained for at least seven years unless otherwise stated by contract. 
4.2.2
Records must be correctly filed under suitable headings, in files, in folders etc., so that they are readily retrievable. Adequate security must be maintained to ensure that records are not lost or damaged.

4.2.3

Records and Documents must be legible.

4.2.4

Customer drawings will be held in a master file. When a new drawing is received any previous computer file will be deleted and the old hard copy of the drawing will be marked “Obsolete”. One copy of the “Obsolete” drawing will be retained and all other copies will be destroyed

4.2.5

CNC programs are not required by the process.

4.2.6

Records kept on computer or on other electronic media must be backed up on a regular basis such that the information can be recovered if necessary.

4.2.7 Records may be destroyed at the end of the retention period.

4.2.8         Configuration Data management will be controlled and handled under PRM 012, Design, para : 4.9, and will be appropriate to the product.

4.3 CORRECTIONS
4.3.1 The acceptable method of correction to any Quality document or Objective Quality Evidence (OQE) is to put a single line through the item then initial and date the item. All corrections must be in ink. White-out, correction tape, and erasures are prohibited.
4.3.2 When signatures are required by contract and will be provided electronically, protection from unauthorized changes of recorded data shall be provided.
GRACE ELECTRONICS, LLC.
This document is approved for use   _____________________________

MANAGEMENT REVIEW (ISO 9001:2000 Clause 5.6)

1.0
INTRODUCTION

The Quality Management System needs periodic review to ensure that it is kept up–to-date and meets the requirements with regard to policy, objectives, effectiveness, resources and planning. 

2.0
SCOPE

The Management Review must cover the operation of the Quality Management System throughout the Company.

3.0
RESPONSIBILITY

It is the responsibility of the Management Representative to ensure that:

· The quality management system is reviewed at least annually to ensure its continued suitability and effectiveness. 

· The minutes of the meeting are recorded.

· Any actions are identified and implemented.

· Opportunities for improvement are identified and implemented. 

4.0
PROCEDURE

4.1
Management Reviews must be held at least once per year to address all parts of the Company’s quality management system: 

· To determine whether it is operating effectively to the benefit of the Company.

· To identify opportunities for improvement.

GRACE ELECTRONICS, LLC.
4.1
(continued)

· To determine whether the Company is continuing to meet customer requirements. 

· To prevent non-conformity.

4.2
The Management Representative, senior management and other staff as appropriate must attend the meeting.

4.3
A Management Meeting Agenda (QMF 06) will be prepared for each meeting, which must include the following:

· Actions from previous meeting - The aim is to ensure that any actions authorized from the previous meeting have been taken / implemented.

· Review of the Quality Policy and quality objectives - The Quality Policy must be reviewed to check that it is still suitable for the Company. Any quality objectives must be reviewed to check whether they are still appropriate and are being achieved. New objectives must be set where necessary.

· Improvement - The meeting must address methods of improvement to the system. Where areas for improvement are identified, appropriate objectives and methods of monitoring will be established. Any of the topics addressed during the meeting may be considered for improvement initiatives.

· Non-conformance and customer complaints - Non-conformances (of materials finished products, procedures, etc.) and customer complaints must be reviewed to check that the underlying cause has been addressed. Their effect on customer satisfaction must be evaluated.

· Corrective and preventive action - Corrective and preventive actions must be reviewed to check that they have been effective in achieving an improvement in the quality system.

· Internal and external audits - Audit results must be reviewed to check that any non-conformance was corrected within an acceptable timeframe. The frequency of auditing may be reviewed based on the audit results. 

GRACE ELECTRONICS, LLC.
4.3
(continued)

· Planning and future resource requirements (long term planning) - Any changes to the business that could affect the customer or the quality management system should be addressed. This should include changes related to personnel, equipment or other resources.

· Training - Training needs must be reviewed together with any proposals for carrying out training.

· Supplier performance - Any need for changes to the suppliers used by the Company must be addressed.

· Customer satisfaction - The meeting must address whether the Company is meeting or if possible exceeding, the customers’ requirements and expectations. Where complete customer satisfaction is not being achieved the Company must plan and allocate suitable resources to resolve the problem.

· Any other business - This may include any initiatives for improvement, reduction in rework or waste, etc. 

4.4
At a minimum, the review must cover the period since the last Management Review.

4.5
The person responsible for any actions identified at the meeting must be recorded together with target dates for completion where appropriate. The Company must allocate the necessary personnel and resources for these corrective actions. 
4.6
Inputs to the Management Review must include:

· Non-conformance/ Customer Complaints Records (QMF 04/ 04A).

· Internal Audit Reports (QMF03).

· Training Records (QMF01, QMF01B).

GRACE ELECTRONICS, LLC.
4.7
The minutes of the meeting must be recorded and copies of those minutes must be provided to all personnel who attended the meeting together with those who have action plans to carry out as a result of the meeting.

Reference Documents - Management Review
	QMF 01
	Training Details and Needs Form 

	QMF 01B
	Subsequent Training Record

	QMF 03
	Internal Quality Audit Report

	QMF 04
	Non-conformance/Complaints Register 

	QMF 04A
	Non-conformance/Complaints Registration Form

	QMF 06
	Management Meeting Agenda
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RESOURCES (ISO 9001:2000/AS9100 Clause 6.1, 6.2.1, 6.2.2, 6.3 and 6.4)
1.0
INTRODUCTION

To meet the requirements of the customer, the Company ensures that there are adequate resources in the form of personnel, plant and equipment.  This may include additional resources from outside the Company where necessary.

2.0
SCOPE


This procedure covers the systems and operations necessary to ensure that the Company has adequate resources to meet the requirements of its customers and operates the business in an efficient and safe manner.

3.0
RESPONSIBILITY

It is the responsibility of the Administration Director to ensure that:

· The Company’s resource requirements are reviewed on a regular basis.

· Training needs are identified.

· Suitable training is carried out and reviewed for effectiveness.

4.0
PROCEDURE

4.1
General

4.1.1
The review of resources must be formally carried out as part of the management review process, but is also part of the day-to-day management of the Company. See PRM 02 Management Review.

GRACE ELECTRONICS, LLC.
4.1
General (continued)

4.1.2

Records associated with personnel and training are maintained in accordance with PRM 01 Document Control and Records. These records must be reviewed at least once per year.

4.2
Human Resources

4.2.1

As part of the general planning and management process, the Company must identify the personnel needed to ensure that it operates effectively.  The general structure of the Company is shown in the organization chart in the Quality Manual. Specific responsibilities are defined in the organization chart and documented in the relevant parts of the Procedures Manual.
4.2.2

The management team will prepare recommendations for additional recruitment. Final authorization to hire will be given by the Directors.

4.2.3

New applicants will be required to fill out the GRACE application for Employment form (QMF25HR), Employment Secrecy Agreement (QMF26HR), GRACE Information System Policy (QMF27HR) and the Malpractice and Fraud Prevention form (QM 33). New personnel will be selected by interview. The Company’s policy of recruiting and procuring personnel with the required level of skills, experience and education is reviewed in the light of labor availability and changes in the nature of the Company’s work.

4.2.4

All personnel must be given induction training (QMF 21Training Checklist), including an explanation of the quality management system and the health/ safety requirements when they start work with the Company. A Training Details and Needs Form (QMF 01) will be completed for all new employees.

4.2.5

The training and experience of each employee (QMF 21) will be assessed against defined objectives (and any changes that have taken place or are about to take place) to ensure that personnel are adequately trained and experienced to carry out their duties.
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4.2
Human Resources (continued)

4.2.6
The training needs of all personnel will be identified by the relevant manager or supervisor on an ongoing basis by observation. Where possible, measurable objectives will be set to assist in continual improvement. A Training Plan (QMF 01A) will be generated if appropriate.

4.2.7
Where a specific training need, or test is required, the requirement must be arranged by the responsible manager or supervisor and included on the Training Plan (QMF 01A) (e.g. vision and color acuity test for those performing acceptance inspections, and  those capping , labeling and wiring).
4.2.8
Training will generally occur by means of in-house training but may be by formal courses.

4.2.9
Where additional training is undertaken, the details and results will be recorded on the Subsequent Training Record (QMF 01B).

4.2.10
All training must be assessed by the responsible manager or supervisor to determine that it was effective.

4.2.11
Personnel records must be maintained to show all qualifications, experience and training relevant to the ability of the employee to perform tasks affecting the quality of the product or service (Training Details and Needs Form QMF 01 and Subsequent Training Record QMF 01B). Where appropriate, copies of certificates or other evidence to show that training has been carried out will be maintained.

4.3
Facilities and Equipment

4.3.1

Recommendations for additional plant and equipment will generally be prepared by the Management or Supervision and authorized by the Administration/Finance Director as appropriate.
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4.3 
Facilities and Equipment (continued)

4.3.2
The Operations Director must ensure that all buildings, plant and equipment are regularly maintained in accordance with manufacturer’s recommendations or recognized good practice.

4.3.3
The operating personnel undertake routine maintenance, including general cleaning daily, weekly, monthly as required.
4.3.4
Records of maintenance will be maintained. Where appropriate, copies of certificates or other evidence of work will be retained in hard copy form. A summary Machine Maintenance Record (QMF 07) will be maintained.

4.3.5
Parts or subcontract maintenance/repair services are purchased in accordance with the requirements of the purchasing procedure.
4.4
Work Environment

4.4.1
All Managers & Supervisors must maintain a good standard of housekeeping within the work area.

4.4.2
Waste materials must be cleared away regularly to maintain a safe working environment.

4.4.3
Any faulty plant or equipment must be reported to the Operations Director for attention.

4.4.4
The Company will comply with the Occupational Safety and Health Administration (OSHA) requirements, Material safety Data Sheets (MSDS) and all other hazardous materials regulations.
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Reference Documents - Resources
	QMF01
	Training Details and Needs Form

	QMF01A
	Training Plan

	QMF 01B
	Subsequent Training Record

	QMF 07
	Machine Maintenance Record

	QMF 21
	Training Checklist

	QMF 25HR
	Application for Employment

	QMF 26HR
	Employment Secrecy Agreement

	QMF27HR
	Information System Policy

	QMF 33
	Malpractice and Fraud form
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CUSTOMER REQUIREMENTS (ISO 9001:2000/AS9100 Clause 7.1, 7.2.1, 7.2.2 and 7.2.3)

1.0
INTRODUCTION


Meeting the customers’ requirements is the principal objective of the Company. The needs of the customer must be fully understood and accepted, and the Company must establish that it is in a position to meet these requirements in an effective manner.

2.0
SCOPE

The Company’s business is mainly the manufacture and supply of parts in conformance with specifications, instructions and/or samples received.

The scope of this procedure includes: 

· Identification and documentation of the customer requirements.

· Review of these requirements.

· Methods of communication with the customer.

· Outline planning of the work.

3.0
RESPONSIBILITY

It is the responsibility of the Programs Director to ensure that:

· All verbal or written inquiries for proposal and orders are reviewed to ensure that the requirements, together with any changes, are adequately defined and understood by both parties. 

· These requirements, together with any changes, are adequately documented.

GRACE ELECTRONICS, LLC.
3.0
RESPONSIBILITY (continued)

· Adequate planning is carried out to ensure that the Company has or can obtain the necessary resources to fulfil the order or contract.

· Effective lines of communication are set up between the customer and the Company. 

· Sufficient records are kept to show that the above requirements have been satisfied.

4.0
PROCEDURE

4.1
General

4.1.1

Customer requirements will be dealt with in three stages:

· Receipt and understanding of the customer requirements.

· Review of the Company’s capability to meet these requirements.

· Confirmation of acceptance to the customer. 

4.1.2

Inquiries for proposal and orders are generally received by telephone, mail, fax or email.
4.1.3

Records related to dealing with Customer specific inquires will be kept in proposal files.
4.1.4 Records related to dealing with Customer orders will be kept open or closed order files.

4.1.5 When the company is unable to meet the customer’s requirements the customer is advised accordingly.
4.1.6

The Company’s products and services are as described by the web site www.graceelectronics.com, and brochure.
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4.2
Customer Requirements – Inquiries

4.2.1
Inquiry Receipt

4.2.1.1 All verbal or written inquiries, requests for proposal, invitation to tender etc. will be handled by the Programs Director or a delegated representative/ team.

4.2.1.2
Details of the inquiry for proposal will be recorded and must include:

· Date of inquiry.

· Customer name and contact name.

· Customer telephone number, fax number or e-mail address.

· Customer inquiry number (if provided by the customer).

· Details of requirements.(statement of work, RFP)
· Shipping details, where stated.

· Any customer supplied documents (drawings, specifications, samples,
etc.), if required.

· Regulatory or legislative requirements

· Any Special requirements for product validation of verification

· Any Special Documentation (inspection documents, certificates of compliance etc.)
4.2.1.3
The details will be recorded as part of the written Customer inquiry, on any hard format available.
4.2.2
Inquiry Review

4.2.2.1
When the details of the customer’s requirements have been clearly identified, the Company’s ability to carry out the work must be formally reviewed by The Programs Director or a delegated representative. Where an inquiry is of a simple or routine nature, for example a repeat order, a full review will not be required.
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4.2.2
Inquiry Review (continued)

4.2.2.2
The review must be based on the documents or other information provided by the customer or the Company’s own documentation defining the requirements. 

4.2.2.3
The review of the Company’s capability for carrying out the work must address the following:

· Can the Company carry out the work in accordance with the customer’s requirements without any additional resources or changes to normal Company operations?

· Is the inquiry from a new or existing customer?
· Is there a need for additional investigation or research?

· Is any additional staff training needed?

· What materials, supplies or services need to be obtained from outside suppliers?

· Does the work involve any special process not usually carried out by the Company?

· Are there any quality requirements, e.g. national standards?
· Is specific documentation needed (e.g.: Certificates?)
4.2.2.4 When any questions are developed during this review process, they must be resolved with the customer by the Programs Director or delegated representative as appropriate.

4.2.2.5 Where the inquiry is from a new customer, investigations proportionate to the nature of the inquiry and customer would be taken prior to developing a proposal.

4.2.2.6 Confirmation that the Company can meet the customers’ requirements will be by the preparation, (utilizing the Quality Plan for Proposals QMF 29) and the submission of a Proposal (QMF 08); Proposals are given a unique reference. Details retained electronically and in the Proposal File where electronic storage is not practical.
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4.2.2 (cont.)

Inquiry Review (continued)

4.2.2.7
When a sample part, or specification has been provided by the customer to assist in the preparation of a proposal, it will be identified with the customer name and part number or description.
4.3
Customer Requirements – Orders

4.3.1
Order Receipt

4.3.1.1.
All customer orders will be handled by the Programs Director or a designated representative.

4.3.1.2 Each customer order must be identified by the customer name and customer order number or reference. (Note: orders may cover a number of units to be repaired with units arriving in several shipments).
4.3.1.3 Where an order is received without a proposal the details will be recorded in accordance with Section 4.2.1 Inquiry Receipt, Paragraph 4.2.1.2 and 4.2.1.3 of this procedure

4.3.1.4 The details must be recorded in an open order file and electronically on the computer. The proposal file is transferred into the open order file.
4.3.2
Order Review

4.3.2.1
When the details of the customer’s requirements have been clearly identified, the Company’s ability to carry out the work must be formally reviewed, ensuring the information originally checked in 4.2.2.3 remains current. Where an order is of a simple or routine nature, for example a repeat order or order against a standard price list, a full review would not be required.
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4.3.2
Order Review (continued)

4.3.2.2
When an order is received without a prior proposal, the details will be reviewed in accordance with Section 4.2.2 Inquiry Review, Paragraphs 4.2.2.2 and 4.2.2.3 of this procedure.

4.3.2.3
When the order is from a new customer formal credit checks may be made appropriate to the nature of the order and customer. 
4.3.2.4
Confirmation that the Company will meet the customer’s order requirements will be by raising a Grace Work Order and where requested sending an Order Acknowledgement (QMF 09). 
4.4
Communication

4.4.1 Clear lines of communication must be established and maintained between the customer and the Company. This will usually be by means of telephone, fax, letter or e-mail but can be by Sales visit.

4.4.2 Verbal proposals may be given at the time of the inquiry. Where these are for a non specific inquiry or ‘Ballpark’ budget figure request, these need not be confirmed.
4.4.3
Proposals (QMF 08) for a customer specific inquiry will be confirmed in writing (this may be on the customer’s own paperwork) and signed by the Programs Director or a delegated representative to confirm they have been formally reviewed. The details will be retained electronically and in Proposal files where electronic storage is not practical. 

4.4.4
Where possible, Customer orders should be in writing with an order number. If a written order number is not received it will be requested.
4.4.5 Verbal orders without an order number will not be accepted even from known and established customers. The reference ‘Verbal/Name of person placing the order’ is not an acceptable substitute for an order number or reference.
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4.4
Communication (continued)

4.4.6 The Programs Director or a designated representative will deal with orders. Orders must be checked to ensure that they agree with the relevant proposal and any previous orders or agreements. Any questions or discrepancies must be resolved.

4.4.7 Specification numbers and samples referenced on the Customer order are checked against those held by the company to ensure that they are the same.

4.4.8 Where a sample or specification change has been implemented a new sample or specification will be requested from the customer before the order is processed.

4.4.9 Following checking, the Customers order will be signed by the Programs Director or delegated representative to signify acceptance.

4.4.10 Order Acknowledgements (QMF 09) are not issued unless requested by the Customer.

4.4.11 Changes to an order requested by the customer must be recorded. Where confirmation of a change is not received from the customer and where the change is significant or the customer has made a specific request, the organization will confirm the change in writing to the customer. 
4.4.12
Communication within the organization will generally be verbal with relevant paperwork created where necessary.

4.4.13
All communications which could significantly affect the company’s ability to fulfil the order or contract must be recorded. 
4.4.14
Any customer complaints must be dealt with in accordance with procedure PRM 10 and PRM 11.

4.4.15
A formal notification to the Customer is required when significant system or policy changes occur to GRACE Quality Management/Inspection system, or when a change in the Company ownership, plant location, or upper management takes place.
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4.5
Planning

4.5.1
As part of the process of review of the customer’s requirements, the Programs Director or a delegated representative must plan how the work is to be carried out. This is to ensure that sufficient resources are available to achieve the specified requirements and quality. 
4.5.2
Planning will take into account:

· The customer’s delivery or other critical dates.

· Any specific product verification or inspection requirements.

· Availability of resources (including staff, plant and equipment).

4.5.3
Any longer term planning will be dealt with at the management review meeting where the Quality Management Representative will ask for and provide feedback where problems have arisen with a view to improvement in the quality system.

4.5.4
The method of checking or verifying that the product meets the specified requirements will be addressed in the Process Control Procedure (PRM 05).

Reference Documents – Customer Requirement
	QMF 08
	Proposal

	QMF 09
	Order Acknowledgement

	QMF 29
	Quality Plan-Proposals
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PROCESS CONTROL (ISO 9001:2000 Clause 7.1, 7.5.1, 7.5.2, 7.5.3, 7.5.4, 7.5.5 and 8.2.4)
1.0
INTRODUCTION

It is essential that the work carried out by the Company is adequately controlled to ensure that it meets the requirements of the customer. This is achieved by good planning, the provision of adequate resources, properly trained and experienced personnel, clearly defined standards and methods of working, and correct monitoring and product verification.

2.0 SCOPE

The Company’s business is mainly the inspection, repair, assembly and /or manufacture of product to customer specification. Working with Customers property is usual but work on Customers premises is not generally required.

The scope of this procedure includes: 

· Planning of the work process. 

· Control of the work process.

· Validation of the work. 

· Identification and traceability.

· Customer Property

· Control of associated activities including handling, packing, storage, preservation, and delivery.
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3.0
RESPONSIBILITY

It is the responsibility of the Operations Director his delegated representative to ensure that:

· All work carried out by the Company is adequately defined and controlled.

· Appropriate instructions are provided, maintained (and readily available) to ensure that the quality of work is satisfactory. 

· Standards of workmanship and criteria for acceptance are defined. 

· Suitable personnel are assigned for the work process and for product verification and checking activities. 

· Adequate resources are provided in the form of personnel, equipment, and a suitable workplace.

The following personnel are responsible for product verification activities and the maintenance of the associated records.

Received product verification 
Quality Manager
In process product verification
Technician, Test Engineer, QC 

Final product verification

 Engineering Director, QC
It is the responsibility of all personnel to comply with this procedure and seek guidance from their manager or supervisor where clarification is required.
4.0
PROCEDURE

4.1
General

4.1.1

Technical planning of the work will include the preparation and issue of the Work Order (QMF 10).
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4.1
General (continued)

4.1.2 CNC Programs are not required by the process.

4.1.3 All work carried out by the Company must take into account any applicable health and safety requirements, including government regulations. Good standards of housekeeping will be maintained, and products signed off for cleanliness during and at completion of assembly.
4.1.4 All records associated with the work process will be in accordance with PRM 01, Document Control and Records. Work records are kept in the closed order files alphabetically by customer and then numerically by Sales Order. 

4.1.5
All personnel carrying out work will be suitably trained and experienced in accordance with PRM 03, Resources.

4.1.6
Measuring equipment is to be controlled in accordance with PRM 07, Measuring and Monitoring Equipment. All dimensions shall be interpreted as absolute limits as defined by ASTM E29 for machined parts and assemblies. For all other characteristics, specified limits shall be calculated using the round-off method.
4.1.7
All equipment will be maintained regularly in accordance with the manufacturer’s or supplier’s instructions.

4.1.8
Process capability will be addressed in accordance with Measurement and Improvement Procedure (PRM 11).

4.1.9
 MATERIAL CONTROL

4.1.9.1
Material identified as “Level 1” shall be controlled in accordance with the requirements herein and in “Appendix A”.
4.1.9.2 GRACE shall perform or have performed all necessary inspections and tests to ensure that the material procured from lower-tier suppliers conform to all requirements. Inspections, tests, and /or certifications from activities, other than GRACE, does not relieve GRACE of our responsibility  to furnish material / service in full compliance with all purchase order requirements.
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4.1.9
 MATERIAL CONTROL (continued)

4.1.9.3 The degree of control of sub-tier suppliers shall be dependent on the complexity of the item being purchased and the sub-tiers quality performance record. Control shall be maintained by one or more of the following: 
a. Conducting quality audits and source inspections at the sub-tier facility

b. Performing chemical and mechanical testing, on a sample basis to confirm reported results on test reports.
c. Performing generic alloy identity tests on a sample basis, to assure the proper alloy is being supplied.
d. Utilizing supplier receipt inspection history.

Note (For Level 1 Material)

When GRACE procures material used in Level1 applications from sub-tier suppliers, GRACE shall assure that sub-tier suppliers for such materials are compliant with the material control and traceability requirements of the Purchaser’s purchase order. On –site audits, although not specifically required are recommended and may be requested by the Purchaser.

4.1.9.4
Items or material requiring traceability to Objective Quality Evidence (OQE) shall be stored and processed such that positive identity is maintained .Each piece of material shall be individually and permanently identified. During in process manufacturing when marking is not practical totes, bags, or boxes identified properly and accompanied by a properly identified process traveller, are a suitable alternative to permanent marking provided the identity is maintained at all times.

4.1.9.5
Unless the purchase order specifically identifies the area where permanent marking on an item should be applied, it shall be marked in an area that is readily accessible and unlikely to be obliterated during installation.
4.1.9.6 When material is worked or heat treated, resulting in changes to its mechanical properties, the mechanical properties shall be re-determined and the material shall be uniquely re-identified to provide traceability to the final heat treatment and mechanical properties certified for that material.
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4.1.9
 MATERIAL CONTROL (continued)

4.1.9.7 Unless specifically authorized in the purchase order, only seamless pipe and tubing shall be used in items/ components supplied. GRACE’s 
4.1.9.8 material control system must assure that the seamed pipe and tubing is controlled such that it can not be mixed with seamless pipe and tubing.

4.1.9.7 (Cont.) This material control requirement must be passed on to GRACE’s facility or distribution sources and sub-tier Suppliers.
4.1.9.8 Permanent marking methods shall be accordance with MIL-STD-792.

4.1.9.9 Refer to the applicable FAR clause in the terms and conditions of the Purchase Order for restrictions on the use of foreign material.
4.2
Planning,
4.2.1
Work will be planned and controlled using the Work Order (QMF 10) and the Open Action Item Report (QMF 10A). Review of planned work takes place informally as required and formally at least once per day.

4.2.2
Planning must take into consideration the following:

· Allocation of responsibilities.

· Resources required. 

· Validation of the process and analysis of any risks.

· Legal or regulatory requirement

· Procurement of materials or services.

· Procedures, methods, and work instructions.

· Control of changes and modifications.

· Deadlines for the completion of the work.

· Records.

· Other requirements as appropriate to meet the quality objectives.
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4.3
Work Control

4.3.1
The specification of characteristics of the work must be clearly defined by the Operations Director or delegated representative. Any changes to work in process will be reviewed and signed off by Operations Director, Quality Mgr. and Engineering. This will be in the form of a Work Order (QMF 10), drawings, specifications, procedures (ATP) & samples as appropriate. When a Quality Management / Inspection System specification such as MIL-Q-9858, MIL-I-45208, ISO 9001/9002/9003, ANSI/ASME NQA-1, or other quality specification, such as Mercury exclusion per NAVSEA instruction 5100.3D is invoked in the body of a Customers Purchase order either directly or through a military or industry specification, the GRACE Quality Management/ Inspection System must as a minimum, conform to all of the requirements of the invoked specification.
4.3.2
The Work Order (QMF 10), Material Receiving and Inspection Report DD250 (QMF 10B), Job Traveller (QMF 10C) drawings, specifications, Procedures (ATP) together with any verbal or written instructions provide all of the information necessary for the trained and experienced operators to complete the job to the required quality standard.

4.3.2.1
Change Orders received from customers during the work process will be        reviewed by Management for the impact to cost, materials, testing and delivery impact. The Customer will be notified whether there is an impact or not. All appropriate work orders will be changed to reflect the new requirements and revision numbers issued. All “Work in Process” (W.I.P) work orders affected by the changes will be pulled from the floor by Supervision.  All shop and inspection personnel will be advised of all changes when received.
4.3.2.2
 Change Orders generated by GRACE (QMF 13A) to suppliers / vendors must be reviewed for possible impacts to cost, and delivery. Change orders will be signed by Management and Purchasing after the review is completed. 
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4.3
Work Control (continued)

4.3.3
The Technician and/or Operations Director will sign and date all Work Orders (QMF 10) and/or paperwork on completion of each operation or the job to indicate status. Initials may be used only when that individual’s signature is on the work order to show correlation between the initials and signature. Inspection will use issued numbered stamps “unique” to each 
4.3.3
Inspector and logged with the Quality office. If personnel are moved from inspection or replaced the stamps will be removed from the log (and reason listed) then the stamp will be destroyed. 
4.3.4 Where sub contract operations are required these will be arranged in accordance with the purchasing procedure. The items are packaged as required and the Purchase Order details are recorded on the Work Order (QMF 10).

4.3.5 The means of checking and product validation will be in accordance with Section 4.4 of this procedure.

4.3.6 The work will be carried out with plant and equipment specific to the Company. This will be regularly maintained in accordance with the manufacturer’s or vendor’s instructions. Appropriately trained and qualified personnel will operate all equipment. 
4.3.7 Where calibrated tools are to be used in the production process it shall be called out to first check that the necessary tools have valid up-to-date calibration identification, and are not visibly damaged. If they need calibration, or repair they should be turned over to Quality for recalibration or repair. Calibration frequency is set through the Calibration and Preventive Maintenance Equipment Recall systems (C.A.P.E.R.).
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4.3.8 SHIPPING AND LABELING
Unless otherwise specified shipping instructions will be followed as per the Customers purchase orders requests. GRACE shipping shall clearly mark each shipping package, container label and all shipping documents with the Purchase Order number (P.O. # XXXX), item number, Customer part number, and release number if applicable. For container labels, GRACE shall provide the following additional information: Shipper’s name and address; Consignee name; number of packages; gross and net weight and number of pieces per carton. When furnished with the shipment, shipping shall enclose all required documentation and data in the first box of the shipment and mark, CERTIFICATES AND / OR TEST REPORTS ENCLOSED. Customer specific requirements as to package   color (e.g., colored labels e.g., NN5004, wrappings, cap plugs, seals, tape etc.) will be followed as called out on the Customers Purchase order. Under no circumstances will yellow wrappings or protective devices be used for Northrop Grumman Newport News deliveries.  
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4.4
Validation/Inspection

4.4.1
The procedure for purchased incoming material inspection is detailed in the Purchasing Procedure (PRM 06). 
4.4.2
All Government Owned material must be verified recorded on Government Owned Material Incoming Daily Inspection Log (QMF 16A). The supplier packing list and Government Order Information stored electronically and in the Open order file should be used to determine compliance, signed and the order file(s) updated correspondingly.
4.4.3
Any discrepancy will be resolved with the customer. All discrepancies must be recorded as part of the review of customer’s perception process.

4.4.4
In-process and final product inspection must be carried out in accordance to the specified requirements detailed in the relevant documentation. All parts are subject to inspection, visually and by the use of manual and pre-programmed calibrated equipment using samples, specifications and procedures.
4.4.5
Product verification records will be in the form of the Work Order (QMF 10), Material Receiving and inspection Report DD250 (QMF 10B) Traveller (QMF 10C), and Outgoing Daily Material Report (QMF 23) together with specific inspection documents ( Automatic Test Procedure [ATP]) if specified by the customer. 
4.4.6
Product will not be delivered to the customer unless all testing and product validation is complete to customer specifications or a formal deviation is signed by the customer. Where the contract specifies customer inspection of goods at first production and/or at the point of final packing for despatch (e.g. government inspector) this will be noted on the Work Order and inspection recorded in writing.
4.4.7
Non-conforming product will be dealt with in accordance with PRM 09 Control of Non–conforming Product.

GRACE ELECTRONICS, LLC.
4.5
Identification and Traceability

4.5.1
All products and materials delivered to the Company must carry identification from the supplier unless this is obvious by appearance. If there is a specific requirement for traceability this will be maintained throughout the work process (Work Order number). 

4.5.2
Materials will be identified in the storage racking. All work in progress must be clearly identified at all stages by the associated Work order documentation by unit serial number.

4.5.3 Product verification status will be shown by the materials or parts location, associated Government Owned Material Incoming Daily Inspection Report (QMF 16A), Work Order (QMF 10) documentation, Reject Tag (QMF 11) and/or Non-conformance report (QMF 04A) as appropriate.

4.5.4 Any rejected product will be identified with a Rejected Material Report form (RMA) (QMF 11) and/or Non- conformance report and removed to an identified quarantine area if required.

4.5.5 Traceability is a requirement. Details shall be made clear to purchasing, who will ensure that purchased items meet the traceability requirements. 

4.5.6
Where unique identification is required, details will be recorded / actioned, (see para. 4.1.9.8).
4.6
Customer Property

4.6.1
The customer’s own material, products or property, including intellectual property, will be looked after with care while on the Company’s premises and during transit to the customer.

4.6.2 Customer’s property (samples) will be clearly identified by part serial number and stored in a designated area. All non-generic customer’s drawings or specifications are to be filed in the relevant order file.
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4.6
Customer Property (continued)
4.6.3 The Company undertakes to advise the Customer of any changes in the condition of the supplied product and treat it as though it was their own while it is in their possession.

4.7
Associated Activities

4.7.1
Handling

4.7.1.1.
Goods and materials will be handled in a manner that does not cause any damage or deterioration.

4.7.1.2
When necessary, mechanical handling equipment will be used (e.g. for heavy loads).

4.7.1.3
Due consideration will be given to health and safety requirements for manual handling or for hazardous goods and materials.

4.7.2
Storage and Preservation

4.7.2.1
Storage will be within designated areas where conditions are   appropriate for the products and materials. Inventory will be taken annually.

4.7.2.2
The general condition of stored items is checked during normal inventory and any defective products shall be removed to a quarantine area where authorized personnel shall decide on the disposition of the defective product.

4.7.3
Packing

4.7.3.1 Goods and materials must be packed in a manner that ensures that they are not damaged during storage or transport. Storage areas will be checked periodically to ensure that no changes have occurred that may affect the goods or materials.

4.7.3.2 In general, it is not necessary to perform any specific preservation treatments or marking to finished products. 
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4.7
Associated Activities (continued)

4.7.3.3 Where the customer has specified packaging requirements this will be noted on the traveler, specialist packaging agents will be utilized. This arrangement will be formalized as laid out in the Purchasing Procedure.
4.7.4
Transport and Shipping

4.7.4.1
Finished Product will be shipped by courier, common carrier, own transport, and customer collection.

4.7.4.2
When carriers are used the product will be packed to specifications developed by the Company to ensure safe transit.

4.7.4.3
Goods will be labelled to indicate destination and contents, tracking information and transit care requirements as appropriate.

4.7.4.4 Where parts are sent to a sub contractor for processing they will be sent with a Purchase Order (QMF 13) which confirms the work to be carried out.

4.7.4.5 When goods are to be shipped to the Customer, a Packing Slip (QMF 12) [and/or specific documentation specified in the contract] is included. When the goods are to be picked up by the customer or delivered by company vehicle, a signature to confirm satisfactory receipt is required.

4.7.4.6 When a carrier is used the carrier documentation will be completed and signed as required and the carrier driver will sign the Bill of Lading (QMF 14).
4.7.4.7  Where Goods are direct shipped from supplier to customer proof of delivery is required to be forwarded by the carrier to the Company.

4.8 Associated Documents

4.8.1 Where Certificates of compliance (QMF 22) are specified in the contract they will be forwarded to the customer.

4.8 Associated Documents (continued)

Where requested at the point of order, certificates for sub-contract processing and/or purchase item supply will be forwarded to the customer.

4.8.2 When signatures are required by contract and will be provided electronically, protection from unauthorized changes of recorded data shall be provided.

4.8.3 For compilation of CDRL data, see attached flow chart and contractual requirements.
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Reference Documents – Process Control

	QMF 10
	 Work Order

	QMF 10A
	 Open Action Item Report

	QMF 10B
	 Material Receiving and Inspection Report DD 250

	QMF 10C
	 Traveller

	QMF 11
	 Rejected Material Report Form (RMA)

	QMF 12
	Packing Slip 

	QMF 13
	 Purchase Order

	QMF 13A
	Change Order

	QMF 14
	 Bill Of Lading

	QMF 16A
	 Government Owned Material Incoming Material Daily Inspection Report

	QMF 22
	Certificate of Compliance

	QMF 23
	Outgoing Daily Material Report
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Flow Chart – Verification/Validation
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PURCHASING (ISO 9001:2000 Clause 7.4.1, 7.4.2 and 7.4.3)

1.0
INTRODUCTION

To ensure that the quality of the Company’s products or services is maintained, it is essential that purchased products or services meet quality objectives. Suppliers will be selected on their ability to consistently meet the Company’s quality objectives.

2.0
SCOPE

All purchased products and services used by the Company fall within the scope of this procedure.
3.0
RESPONSIBILITY

It is the responsibility of the Administration/Finance Director or a delegated representative to ensure that:

· The requirements for purchased products or services are clearly defined.

· Purchased products or services are inspected or checked. 

· Suppliers are formally assessed to confirm that they can meet the Company’s quality objectives (Supplier Assessment Questionnaire QMF 18).
4.0
PROCEDURE

4.1
Supplier Approval

4.1.1

All suppliers of products or services must be reviewed to ensure that they can meet the Company’s requirements. This review will include (as appropriate):

· Past history and performance.

· Evaluation of a trial order, samples, or activity.

GRACE ELECTRONICS, LLC.
4.1.1

Supplier Approval (continued)

· Comparative test results with the same or similar products.

· Recommendations or references from other users.

· One hundred percent (100%) product verification of all 

Services /products supplied.

· Supplier financial viability.

4.1.2

The list of approved suppliers will be included on the Preferred Supplier Register (QMF 15).

4.1.3

The Supplier Performance History log will be used to review the current suppliers Grace has used over the past year only. This will be performed during the internal audit of Purchasing. The results of the review will be addressed at the Management Review Meeting. A supplier that is needed and has not been used in the past year will be first reviewed by the Quality manager and Purchasing manager before placing a purchase order.
4.1.4

All supplier problems must be investigated. If the problem with the supplier cannot be satisfactorily resolved, the supplier will no longer be used. 

4.2
Purchasing

4.2.1 Items incorporated into company products or services must be purchased from the suppliers listed in the Preferred Supplier Register (QMF 15). The Administration/Finance Director must authorize purchases made from suppliers not on the Preferred Suppliers Register. 

4.2.2  Purchase orders must clearly define the product or service required; they will address:

· Product or service required.

· Any relevant standards or regulations that are applicable.

· Shipping requirements, including due date for delivery to the Company.

· Any documentation to be supplied (e.g. material/ process compliance certificates).
· Price 
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4.2
Purchasing (continued)  

4.2.3

Purchase requirements will be detailed on a Purchase Order (QMF 13). Each order will be identified with a unique reference, then reviewed using the Quality Plan for Purchase Orders (QMF 29A) and initialled by purchasing personnel prior to issue.

4.2.4

All suppliers are required to comply with the specifications, quantity, price, delivery, and terms as shown on the purchase order.

4.2.5

Orders may be mailed, faxed, e-mailed, or telephoned.  Where orders are placed by telephone, the order numbers will be noted and recorded. 

4.2.6

When a minor order change is required, it will be noted on the original purchase order and signed by the originator or their nominee. The details of the change will be mailed, faxed, e-mailed, or telephoned to the supplier.            

4.2.7

When a major order change is required, the original order will be cancelled and a new Change Order (QMF 13A) will be issued and mailed, faxed, or telephoned to the supplier. When telephoned, the new order number will be noted and recorded.

4.3
Verification/Inspection 

4.3.1 All products and services must be verified against information shown on the purchase order or change order. All received items are placed in the “Incoming Inspection Staging area” in receiving, and recorded on Incoming Daily Inspection Log (QMF 16/17) as applicable. Inspection will then pull appropriate prints and specs which pertain to the received material or part. If a part has been manufactured for GRACE for the first time (a built to print item) a First Article Inspection (FAI) will be performed and recorded on the AS9102 forms (available on the server or on –line).When the item is a reorder no FAI is required. Inspection will check a lot quantity per Department Of Defense Standard MIL-STD-1916. Mil-Spec parts received from GRACE Preferred suppliers will be check that the part numbers, nomenclature, and quantities match the PO and invoice, and that there are no obvious defects. No further inspection is required. The supplier packing list should be used to determine compliance, then signed and 
4.3
Verification/Inspection (continued) 

4.3.1 forwarded to accounts payable. Once incoming material has passed inspection and been label as “Received OK,” dated and Inspection stamped it is then moved to the appropriate stock location utilizing the GRACE MRP System. There it is held until a kit list is generated for a specific operation by job number, pulled from stock and moved to the proper work station.
4.3.2

Any discrepancy will be resolved with the supplier. All discrepancies must be recorded as part of the supplier assessment process.

4.3.3 When verification is to be carried out at the suppliers’ premises, this will be arranged at the time of placing the order. This will not absolve the supplier of their responsibility to provide an acceptable product. 

4.3.4 Suppliers must notify GRACE Purchasing of any non-conformance related to their product. GRACE will inspect the discrepant material and work with the supplier to resolve the disposition of the item. This material will be kept quarantined from production material until items are cleared or replaced.

4.3.5 Suppliers are required to notify GRACE of all changes to product and or process, and where applicable obtain GRACE’s approval to proceed.
4.3.6 Suppliers are required to allow GRACE, its Customer and Authorities, access to all facilities, and records involved in their order (s).
Reference Documents – Purchasing
	
	

	QMF 13
	Purchase Order

	QMF 13A
	Change Order

	QMF 15
	Preferred Supplier Register 

	QMF 16
	Incoming Daily Inspection Report

	QMF 17
	Incoming Daily Inspection Report/ Identification of Chemicals

	QMF 29A
	Quality Plan- Purchase Order
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MEASURING AND MONITORING EQUIPMENT (ISO 9001:2000 Clause 7.6)

1.0
INTRODUCTION

When equipment is used to check that product meets the customer’s requirements that equipment needs to be properly controlled and maintained. The equipment must be capable of making the required measurements to the specified accuracy.  Where test software is used, it should be checked before initial use and rechecked at specific intervals.

2.0
SCOPE

This procedure covers all product verification, and measuring equipment used by the Company whether owned by the Company, leased/rented, on loan, owned by employees or provided by a customer. It also covers test hardware and software.

3.0
RESPONSIBILITY

It is the responsibility of the Quality Management/ Engineering 
· Identify the equipment to be used for the measurement and tests to be carried out together with the accuracy required. 

· Ensure that all measuring, test and product verification equipment is identified, maintained, controlled, and checked or calibrated at established intervals.
· Ensure a Quality representative will monitor the Calibration and Preventive Maintenance Equipment Recall system (C.A.P.E.R.) for equipment that is due for calibration. If due they will locate the items, pull the standards for in-house or make arrangements to send the item out to the qualified “NIST” lab.

· Ensure that test software is validated to ensure its capabilities and accuracy, and is released in a controlled manner. 

· Maintain adequate records.
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4.0
PROCEDURE

4.1
Measuring and test equipment, used during the manufacturing process and essential to product quality characteristics, will be identified and logged in the Measuring and Monitoring Equipment Log (QMF 05).

4.2
Feeler gauges, steel rules and steel tapes will be subject to regular verification by the user and replaced when deterioration is noted.

4.3
All other measuring and product validation equipment will have a calibration record, noting acceptance criteria, identification marking, location, annual calibration dates and results.

4.4
The method of calibration will be identified (e.g. by a calibration laboratory or in-house against calibrated standards).

4.5
The details of equipment calibrated or checked in-house (form QMF 24) will be recorded on a Measuring and Monitoring Equipment Record Sheet (QMF 05A).

4.6
Where measuring equipment is on loan or leased/rented, a certificate of calibration will be received for each such piece of equipment calibrated and retained on file by the Company. Where an outside testing service calibrates any measuring equipment, the outside testing service shall provide the Company with a certificate of calibration, which will be retained on file by the Measuring and Monitoring Equipment Record Sheet (QMF 05A).

4.7
Equipment failing to meet the required standard must be identified for repair or discarded, and the Measuring and Monitoring Equipment Record (QMF05A) updated. 
4.8
New equipment will be checked or calibrated before issue and the calibration record updated as necessary.

4.9
After completion of the calibration, the details will be recorded on the calibration label on the equipment.

4.10
All measuring and product verification equipment used will be stored in conditions to ensure accuracy and fitness for use.

4.11
No programs for automated equipment are stored, and no programs are imported from external sources.

Reference Documents – Measuring and Monitoring Equipment
	QMF 05
	Measuring and Monitoring Equipment Log

	QMF 05A
	Measuring and Monitoring Equipment Record Sheet

	QMF 05B          
	In House Calibration Form
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Flow Chart – Measuring and Monitoring Equipment
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INTERNAL AUDIT (ISO 9001:2000 Clause 8.2.2)
1.0
INTRODUCTION

The Company’s Quality Management System needs to be audited on a regular basis to ensure that the Quality Management System standards are being met in practice.

2.0
SCOPE

This procedure details the method of planning and carrying out the internal audit to verify that the Company’s procedures are being followed.

3.0
RESPONSIBILITY

It is the responsibility of the Quality Management Representative to ensure that:

· An internal audit program is prepared to review all aspects of the quality management system.

· Suitable personnel are trained and dedicated to carry out the internal quality audits.

It is the responsibility of the personnel performing the audits to identify any non-conformance and follow up to ensure completion of corrective and preventive actions. 

4.0
PROCEDURE

4.1
Planning

4.1.1

An Internal Quality Audit Program (QMF 02) must be prepared covering all aspects of the Quality Management System. The audit program will be developed in such a manner as to ensure that each quality procedure is audited at least annually.
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4.1.
Planning (continued)

4.1.2

Suitably trained auditors must be assigned to carry out the audit of each aspect of the system. The auditor should be independent of the work or area being audited.

4.1.3

Additional audits or “Special Audits” may be scheduled where problems or deficiencies are identified, either internally or at a supplier’s facility. 
4.2
Conducting the Audit

4.2.1

The internal auditor(s) will carry out audits in accordance with the audit program.

4.2.2

Each element in the Quality Management System will be checked to ensure that its requirements are being met and that the overall objective of the system is being met. Internal Audit Check List (QMF 30) should be used to aid the process.
4.2.3

Written notes on variances, non-conformance and omissions will be recorded on an Internal Quality Audit Report (QMF 03), and Internal Audit Check list (QMF 30). These will be signed and circulated for action to appropriate personnel.

4.2.4

Supplementary notes will be taken of supporting information and records checked (e.g. job numbers, purchase orders, etc.).

4.3
Reporting and Closing Out Non-conformance

4.3.1

The internal auditor will be responsible for following up on designated actions and for providing information on incomplete items available for review at the Management Meeting. Additional audits may be performed to check on the effectiveness of the corrective actions.
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4.3
Reporting and Closing Out Non-conformance (continued)

4.3.2

If the internal auditor believes any procedure or method of the Quality Management System is not meeting its intended objectives, the procedure/method could be improved upon or further information is required, it will be discussed with the appropriate manager and corrective/preventive action will be taken. This will be reported at the Management Meeting.

Reference Documents – Internal Audit

	QMF 02
	Internal Quality Audit Program

	QMF 03
	Internal Quality Audit Report

	QMF 30
	Internal Audit Check List
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Flow Chart – Internal Audit
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CONTROL OF NON-CONFORMING PRODUCT (ISO 9001:2000 Clause 8.3)

1.0
INTRODUCTION

When defective or substandard items are produced, the non-conforming product or service needs to be identified and corrected to prevent customer complaints. The causes of the non-conformance need to be identified and corrected to prevent recurrence, if possible.

2.0
SCOPE

This procedure addresses non-conforming products and services at all stages in the Company’s work process.

3.0
RESPONSIBILITY


It is the responsibility of the following personnel to ensure that the causes of the non-conformance are identified and corrected, and the necessary records are maintained. 

· Customer complaints 


Programs Director,  

· Product/service non-conformances 
Operations Director, 

· Supplier non-conformances

Quality Management/ Procurement Mgmt.
· Quality system non-conformances
Quality Management Representative
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4.0
PROCEDURE

4.1
General

4.1.1

Inspection of products during receipt at all stages of the work process and prior to shipping should be aimed at identifying any non-conforming or defective products. Inspectors will be chosen to monitor the appropriate areas by their knowledge of the product and experience. This selection will be the responsibility of the Quality management. All personnel must report non-conformances. 
4.1.2

Non-conforming or defective product must be identified with a Rejected Material form (RMA) (QMF 11) and moved to a quarantine area, if practicable.

4.1.3

All non-conforming or defective products/services must be dealt with promptly to prevent additional problems.

4.1.4

Non-conformance will be corrected by the most appropriate and cost effective method. These dispositions will be the responsibility of the Quality Assurance Manager, in conjunction with Engineering. This may include one or more of the following:

· Returning materials or goods to the supplier.

· Requesting a deviation from the customer.

· Modifying the production process.

· Rework the item.
· Scrap (i.e. dispose of) the item.
4.1.5 
Non-conformance must be recorded together with the corrective /preventive actions taken.

4.2
Supplier Non-conformance

4.2.1

When a supplier’s product is identified as non-conforming, it will be marked with a RMA (QMF 11). The non-conforming product will be subject to further investigation by the Company and the supplier if required.
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4.2
Supplier Non-conformance (continued)

4.2.2

When a non-conformance identified during a work process can be traced to a supplier, the product will be removed from the work area and handled in accordance with paragraph 4.2.1. 
4.2.3

When products received from a supplier are rejected, an entry on the non-conformance/Supplier Complaints Log (QMF 04) will be made and a Non-conformance Form (QMF 04A) will be completed, as appropriate.

4.2.4
The person who issued the purchase order, or other authorized personnel will be involved in making arrangements with the supplier regarding the inspection, return and credit, or disposal of the non-conforming product.
4.3
In Process Non-conformance

4.3.1

When a non-conforming work-in-process item or finished product cannot be corrected immediately or requires the customer’s approval for a production change, the item/product will be identified with a RMA (QMF 11) and placed in a designated quarantine area. 

4.3.2

The details of the non-conformance will be recorded on the Work Order (QMF 10) and on the Non-conformance/ Complaints Log (QMF 04). A  Non-conformance/ Form (QMF 04A) may be completed, depending on the problem.
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4.3
In Process Non-conformance (continued)

4.3.3
The product must be set aside as quarantined to await correction or approval for release by the customer, if requested.

4.3.4
When a deviation is requested from the customer, the request and any change allowed by the customer will be appropriately documented.  The details of any change is stored on file, and recorded on the production paperwork and the non-conformance report.
4.3.5
If non-conforming products cannot be corrected and the customer does not allow a specification change, the product will be set aside in identified scrap/ rework areas.

4.3.6
Where materials or parts can be retained or recovered for use these will be inspected to ensure their suitability identified and set aside to an appropriate area.

4.3.7
When delivery is requested by a customer before final inspection, the shipping documents must reflect that the items were released before full inspection by the Company and the goods must be clearly identified.

4.3.8
When out of tolerance M.T. & E. is identified the Quality Manager shall review all work in process (W.I.P.), finished goods, and delivered product which utilized the tooling since its last known good date. W.I.P. or Finished goods will be re-tested to insure compliance.

4.3.9
When nonconformities or out of tolerance M.T.& E. is discovered that may have affected already delivered products, the customer is notified in writing within two (2) working days after discovery. The notification will include a clear description of the discrepancy, identification of all suspect parts (to include mfg., dates, serial numbers, quantities, etc.) and material affected by the deficiency, date(s) delivered, any information relating to the Root Cause/Corrective action steps initiated to address the defective condition, and preventative measures taken to preclude recurrence of the process failure. Additions or deletions of data relating to the nonconformities requiring subsequent issuances shall be revision controlled to provide definitive sequencing (i.e. Rev “A” “B” etc.).

4.4
Customer Complaints

4.4.1

When a non-conformance is identified by a customer, the Company will record a complaint on the Non-conformance/Complaints Log (QMF 04) and will complete a Non-conformance Form (QMF 04A). 

4.4.2 When goods are to be returned to the Company by a customer, written authorization referenced to the Non-conformance Form (QMF 04A) will be issued and recorded.

4.4.3 Material that has been reworked or repaired after having been rejected by the Customer shall be identified as “Resubmitted”. GRACE shall annotate the packing slip with the words “ Resubmitted Material “, the reason for the previous rejection, and the Customers Inspection Report, Discrepancy Report or Quality Notification Number if known. If the material was Source inspected and rejected such information should be annotated on the packing slip.
4.5
Follow-up Action

4.5.1 Customer complaint reports, associated correspondence and non-conformance reports will be retained for review and analysis. They will be available for the Management Meeting.

4.5.2 Where required the Customer Non-conformance/ Corrective action report will be completed and returned to the customer. 

Reference Documents – Control of Non-Conforming Product
	QMF 04
	Complaints/Non-conformance Log

	QMF 04A
	Non-conformance Form

	QMF 10
	Work Order 

	QMF 11
	Rejected Material Report Form
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CORRECTIVE AND PREVENTIVE ACTION (ISO 9001:2000 Clause 8.5.2 and 8.5.3)

1.0
INTRODUCTION

A procedure needs to be established and maintained to ensure that non-conforming products/services are identified and corrected. It is also important that the causes of such non-conformances are determined and that corrective/preventive actions are taken to reduce or eliminate the possibility of a recurrence.

2.0
SCOPE

This procedure details the method of dealing with corrective/preventive actions in order to correct or prevent non-conformances and customer complaints.

3.0
RESPONSIBILITY

It is the responsibility of the following personnel to ensure that non-conformance and customer complaints are corrected or prevented from happening. 

· Customer complaints 


Programs Director
· Product/service non-conformances 
Operations Director
· Supplier non-conformances

Administration/Finance Director 
Quality system non-conformances
Quality Management Representative
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4.0
PROCEDURE

4.1
General

4.1.1

The time, effort and cost to implement a corrective/preventive action should be balanced against the significance of the non-conformance.  The potential impact on the product/service, the process, the customer and safety must be balanced against the impact of a corrective/preventive action.

4.1.2

Sources of information for corrective and preventive action will include customer complaints/Non-conformance records, management review, and other management system records (i.e. internal audits, customer satisfaction records and process measurements).

4.1.3

Customer complaints, non-conformance reports and corrective/preventive actions will be addressed at the Management Meeting.

4.1.4

Records will be maintained to document the non-conformance, the preventive action planned, the corrective/preventive action taken, and the effectiveness of the action taken.
4.2
Corrective/ Preventive Action

4.2.1

All non-conformances requiring corrective action must be clearly identified.

4.2.2

The root cause of non-conformance must be determined and suitable corrective/preventive action must be taken to eliminate the cause of the non-conformance.

4.2.3

Follow up must be performed to ensure that the corrective action was effective and has eliminated or reduced the risk of the non-conformance occurring again.
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4.3
Customer Complaints and Non-conformances

4.3.1

Upon receipt of a customer complaint, the details of the complaint must be recorded in the Non-conformance/Complaints Log (QMF 04) and on a Non-conformance Report (QMF 04A), and appropriate action taken.

4.3.2

Upon identification of supplier or internal non-conformance, the non-conformance must be recorded in the Non-conformance/Complaints Log (QMF 04) and on a Non-conformance Report (QMF 04A), and appropriate action taken. The applicable supplier and/or Company personnel must be informed of the specific problem, and a discussion held (and recorded) to outline the issue, cause, and possible corrective/preventive actions.

4.3.3

All customer complaints and non-conformances must be reviewed to allow identification of the root causes and will be dealt with in accordance with section 4.2 above.

4.4
Preventive Action

4.4.1

All potential non-conformances requiring preventive action must be clearly identified.

4.4.2

The preventive action must be planned and carried out to remove or reduce the risk.

4.4.3
A review must occur to ensure that a preventive action was effective and has eliminated or reduced the risk of future non-conformance.
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Reference Documents – Corrective and Preventive Action
	QMF 04
	Non-conformance/ Complaints Log

	QMF 04A
	Non-conformance Report
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Flow Chart – Corrective and Preventive Action
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MEASUREMENT AND IMPROVEMENT (ISO 9001:2000 Clause 5.2, 8.1, 8.2.1, 8.2.3, 8.4 and 8.5.1) 

1.0
INTRODUCTION

The Quality Management System needs periodic review to ensure that high quality standards are maintained and improved. The Company needs to monitor its work processes to ensure that customer requirements and expectations are met. Measurement is aimed at achieving an “added value” benefit to the customer and the Company. This process is company-wide and involves all personnel.

2.0
SCOPE

The scope of this procedure includes: 

· Planning and control of all processes.

· Collection and analysis of data and information.

· Measurement of customer satisfaction.

· Monitoring and improvement of process capability.

· Continual improvement.

3.0
RESPONSIBILITY

It is the responsibility of the Operations Director to ensure:

· The Quality Management System is in place to measure the Company’s performance.

· The Quality Management System is continually improved.

· Customer satisfaction is measured.
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4.0
PROCEDURE

4.1
General

4.1.1

The measurement and improvement process will include:
· Setting priorities and objectives.

· Determining the methods used to collect data.

· Allocating resources. 

· Carrying out the measurements.

· Collection and analysis of data and information. 

· Communicating the results to the appropriate parties in a manner that is clearly understood.

· Implementing the appropriate action. 

· Verifying that opportunities for improvement have been implemented.

4.1.2

Communication and information gathering will be through discussion with appropriate personnel, bulletin boards, and Management Meetings.

4.1.3

Other sources of information for the improvement process are covered in: 

· PRM 02      
Management Review

· PRM 08      Internal Audit

· PRM 09
      Control of Non-conforming Product

· PRM 10      Corrective and Preventive Action

4.1.4

The main resource for this process will be the Management Meeting. 
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4.2      Collection and Analysis of Data

4.2.1

In order to measure quality performance, data and information need to be collected. This will address:

· Meeting customer requirements and measurement of customer satisfaction.

· Performance of suppliers.

· Assessment of the quality process and product characteristics and trends. 

4.2.2

The Company will determine what data is needed, the specific methodology to be used to collect data, and the frequency of the data collection. This may include the use of statistical techniques showing trends and variations.

4.2.3

Other sources of information detailed in section 4.1.2 may be used as necessary.
4.2.4

The goal is to improve the efficiency and performance of the Company.

4.3
Customer Satisfaction 

4.3.1

Customer satisfaction will be measured to ensure that: 

· The product or service meets customer requirements.

· The price is competitive.

· The shipping process is timely.

4.3.2

Customer satisfaction will be measured by: 
· Feedback from customer complaints.

· Feedback from the customer during sales and ordering activities (Customer Questionnaire Checklist QMF 20).
· Informal, direct communication with the customer during the course of business.
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4.3.2

Customer Satisfaction (continued)

· Analysis of repeat orders.

· Returns and repairs (i.e. non-conformances).

· Customer “on-site” surveys

· Source and Government procurement Quality Assurance inspections (where facilities and inspection tools, etc. would be made available).

4.3.3

The information obtained must be analyzed and the appropriate action taken to improve customer satisfaction.

4.4
Monitoring the Process 

4.4.1

The work process must be monitored to ensure that it is effective and to identify areas for improvement. This will include review of new equipment or processes reject and rework rates, monitoring the achievement of targets, and reduction in equipment down-time and costs. 

4.5
Monitoring of Suppliers 

4.5.1

The performance of suppliers will be monitored for on-time delivery and the ability to meet the Company’s requirements and also audits using the GRACE Quality Questionnaire (QMF 31)
4.6
Planning for Continual Improvement 

4.6.1

The overall Quality Management System will be improved by: 

· Setting objectives.

· Monitoring these by means of audits, analysis of corrective/preventive action, and customer complaint information.

· Evaluation of the effectiveness of each process.

· Taking the appropriate corrective action.
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4.6      Planning for Continual Improvement (continued)

4.6.2

The improvement process will be reviewed and monitored at the Management Meeting.

4.6.4 New objectives will be set when the current objectives have been achieved. 

Reference Documents -

QMF 20 Customer Questionnaire

QMF 31 GRACE Quality Questionnaire
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DESIGN CONTROL (ISO 9001:2000 Clause 7.3)
1.0 INTRODUCTION

The process of design or development of the product needs to be planned, controlled and clearly documented to ensure the product functions as intended and meets all of the user requirements. All aspects of the design need to be reviewed to ensure that the output meets the design brief including any other statutory or legal requirements.

2.0 SCOPE
The scope of this procedure includes:

· Planning and control of the design process including the control of changes.

· Translation of the design brief into a design that meets all of the input requirements.

· Modification to existing design.

· Review of the design at appropriate stages.

· Verification and validation that the design is satisfactory and will perform as intended.

3.0 Responsibility

It is the responsibility of Engineering to ensure:

· The design process is properly planned and controlled.

· The customers or users needs are understood and are translated into a clear design specification.

· The design meets all the specified requirements.

· The design is reviewed to check that it will work as intended.

· Design verification and validation is carried out in accordance with the planned arrangements.
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Design control (continued)

4.0 PROCEDURE

4.1 General

4.1.1 All personnel carrying out design activities will be suitably qualified and experienced in accordance with PRM 03 Resources.

4.1.2 The results of the design reviews, verification and validation activities together with any changes and follow up actions will be recorded.

4.1.3 The responsibilities and interfaces between all personnel involved in the design process must be clearly defined .e.g. design production, purchasing etc.

4.1.4 Measuring and test equipment used for verification or validation will be controlled in accordance with PRM 07 Measuring and Monitoring Equipment.

4.2 DESIGN AND DEVELOPMENT PLANNING

4.2.1 The design process must be planned and controlled such that appropriate resources are available when required.

4.2.2 Planning will include the identification of points when design reviews, verification and validation need to be carried out. Design plans or schedules will define all key stages.

4.2.3 The interfaces with those involved in the design must be defined together with their responsibilities.

4.2.4 Design planning will also address the control of subcontract parts of the work. Reliability, safety and environmental aspects.

4.3 DESIGN AND DEVELOPMENT INPUTS

4.3.1 The design input (brief) must take into account all of the customer or user requirements and define the functional performance requirements as clearly as possible.
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DESIGN CONTROL (continued)

4.3.2 Legal and statutory requirements for the appropriate market or country must be     identified. 

4.3.3 Other essential information will be collected including any information from previous similar designs. The intended use and the need for maintenance, spares, and disposal requirements will be taken into consideration.

4.3.4 The form of input will be drawings, and specifications, customer and company generated.

4.3.5 Testing and verification requirements will be identified including any customer involvement. Where software forms part of the design, the verification and validation requirements will also be clearly defined.

4.3.6 The input data will be reviewed for missing information and any deficiencies will be resolved.

4.4 DESIGN AND DEVELOPMENT OUTPUTS

4.4.1 The design will be documented in the form of drawings, specifications etc.

4.4.2 The design will be verified or checked to ensure that it meets all of the input requirements.
4.4.3 All designs will be formally reviewed before release to the user or for manufacture.
4.4.4 The acceptance criteria for the design must be clearly defined.
4.4.5 Adequate operation and maintenance information will be provided together with any training requirements for the user.
4.4.6 Any safety characteristics or procedures for safe use must be clearly identified including all or some of the following: 
· Purchasing

· Design calculations

· Consequence of failure

· Workmanship standards

· Identification of critical features.

4.5 DESIGN AND DEVELOPMENT REVIEW

    4.5.1 The design will be periodically reviewed in accordance with the design plan to confirm the ability to meet all of the requirements and meet the needs of the customer. It is required that all changes agreed to are signed off by the customer and Grace Engineering before proceeding to next phase.
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DESIGN CONTROL (continued)

4.5.2 All parties involved in the design review will be identified.

4.5.3 The review will evaluate potential problems together with the consequence of any failure. Safety, reliability , and environmental aspects of the design will be taken into consideration, including all or some of the following:

· Potential delays

· Costs

· Regulatory or legal requirements

· Purchasing requirements

· Opportunities for improvement in design and overall process

· Review of test , verification and validation requirements and data

· Software

4.6 DESIGN AND DEVELOPMENT VERIFICATION

4.6.1 Before the design is released for use or manufacture it must be thoroughly checked and tested against the specified requirements. This will be to prove that the design is capable of meeting or exceeding all the requirements of the design input together with any other regulatory or legal requirements.

4.6.2 These tests must be at least as stringent as the design would be expected to withstand in use.

4.6.3 The method of verification must be clearly defined e.g. alternative calculations, comparison with similar proven design, or carrying out performance tests.

4.6.4 Any changes carried out as a result of this process will be retested.

4.7 DESIGN AND DEVELOPMENT VALIDATION

4.7.1 The product will be checked to ensure that it meets its intended purpose. All significant characteristics of the design will be checked.

4.7.2 The conditions for the validation must be defined.
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DESIGN CONTROL (continued)

4.7.3 Validation will be carried out before delivery to the customer or user if possible. (Where this is not possible the validation process will be completed in conjunction with the customer or user e.g. prototype development).
4.7.4 Any problems with the design will be fed back into the design review process. 

4.8 Design and Development Changes

4.8.1 All changes to the design must be clearly identified and will be controlled to the same standard as the original information utilizing the Engineering Change Order form (ECO) (QMF 38). These ECO’s will be maintained with the contract documentation for the Customers requirement. 
4.8.2 Changes must be formally approved by Engineering and the Customer before being passed onto the appropriate personnel for implementation.

4.8.3 The effect on any changes on the overall design will be evaluated and the resulting design will be rechecked and validated.
  4.9      CONFIGURATION DATA MANAGEMENT

    4.9.1  From the acceptance of a customer order to the final delivery GRACE will     maintain and record all Customer requirements, and Design revisions that are appropriate to that parts configuration, and manufacturing.  These records will be retained for period of seven (7) years unless stated differently by customer contract. This process will be overseen by Engineering, Operations, and the Quality department, and reviewed during the design reviews ,  and production meetings. 
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DESIGN CONTROL
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