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1.
General

1.1
Purpose

The purpose of this manual is to define such matters as are necessary to construct and maintain ISO 9001 quality assurance standards in the design, development and production of Yamatake-Corporation Industrial Systems Division products, and to provide quality assurances to all those concerned, including customers.

1.2
Scope

This manual applies to the design, development and production of Yamatake-Corporation Industrial Systems Division products.

1.3
Acronyms

The following acronyms are used in this manual, although other commonly accepted acronyms are not listed here.

CAE
Conditional Acceptance Evaluation

CS
Customer Satisfaction

CV
Automatic Control Valve

DM
Development Manager

ECO
Engineering Change Order

FI
Field Instrument

FIG
Field Instrument Production Group

FS
feasibility Study

FSE
Feasibility Study Evaluation

ISD
Industrial Systems Division

ITIS
ISD Item Technical Information system

LCC
Life Cycle control

MG
MagneW (electromagnetic flowmeter)

MM
Manufacturing Manager

MRD
Marketing Requirements document

MTBF
Mean Time Between Failures

PAE
Product Acceptance evaluation

PHG
Production Headquarters

PM
Product Manager

PQL
Product Quality Level

QAE
Quality Acceptance Evaluat6ion

QM
Quality Manager

QMS
Quality Management system

SGC
Smart Gas Chromatograph

SVP
Smart Valve Positioner

TS
Temporary Step

TS-SAM
Temporary Step at Shonan

VML
CV-F Method Layout

YIS
Yamatake Industrial Systems Co., Ltd

YC
Yamatake Corporation

PMG
Product Development & Manufacturing Group

YG
Yamatake Group

2.
Standardisation systems


3.
Management of Quality Manual

3.1
Writing, revisions and deletions


Responsibility: Manager,
Quality Assurance Dep't.

a)
Writing, revisions and deletions shall be carried out by the responsible personnel in ISD's Quality Assurance Department, in accordance with Quality Manual Preparation Procedures ISM-5, 1-505, which will be reviewed by the Quality Assurance Department Manager.  The manual will be published after the Manager's review.

b)
Periodic review of the Quality Manual shall be made in April of each year.  However, changes of description will be entered whenever deemed necessary.

3.2
Distribution and custody of original


Responsibility: Manager,
Quality Assurance Dep't.

a)
Responsible personnel of the Quality Assurance Dep't. shall distribute, maintain files of old versions and keep originals in custody.

b)
The Quality Manual shall be distributed to the following addresses:

Control No


Address





002

Product Development Manufacturing Group Manager

100

Quality Assurance Dept. Director

101

Quality Assurance Dept. Ce11/12/13 Section Manager

102

Quality Assurance Dept. QC Section Manager

103

Quality Assurance Dept. CS Inspection Section Manager

200

FI Development Dept. Director/1/2/3 Section Manager

202

Product Planning Office Manager

210

CV Development Dept. Director

211

CV Development Dept. 1 Section Manager

212

CV Development Dept. 2 Section Manager

220 Ｔx Development Dept. Director/ 1 Section Manager
301

Tx Process Engineering Section Manager

302

CV Process Engineering Section Manager

303

FI Process Engineering Section Manager

304

Information System Planning Section   

310

Production Dept. director

311

Production Dept. 1 Section Manager

313

Production Dept. Control Section Manager

314 Production Dept. Manufacturing Eng. 1 Section Manager
315 CV Production Concurrent Section Manager

316 CV Design Section Manager

321

FI Production Dept. 2 Section Manager

322

FI Production Dept. 4 Section Manager

323

FI Production Dept. 3 Section Manager

326

Production Dept. Manufacturing Eng. 2 Section Manager

327

Development Manufacturing Section Manager

330

Procurement Dept. Director/Procurement Section Manager

400

Business Section Manager

4.
Requirements for quality assurance system

4.1
Corporate management responsibility

4.1.1
Quality assurance policy

Please refer to the following page for this policy.

4.1.2
Organization

4.1.2.1
Authority and responsibility

The managers of organizations that have an influence on quality (assignments as prescribed by Chart 1.1 of Regulation B04) shall be responsible for quality assurance and act accordingly.

Please refer to pages 11 and 12 for organization charts.

4.1.2.2
management resources

Corporate management shall ensure that management resources are provided to implement the quality assurance policy and its action plans in accordance with Regulation E02.

4.1.2.3
Quality assurance management

Corporate management has designed the Manager of the Quality Assurance Department as the person responsible for executing and maintaining the quality assurance system.

4.1.3
Corporate management review

Corporate management shall review twice a year the following items to ensure that the quality assurance system as prescribed in this Quality Assurance Manual has been properly, continuously and effectively executed:

(a)
 Reports on internal quality audits

(b)
 Results of auditors' visits.

QUALITY ASSURANCE POLICY

Yamatake Corporation shall execute the following policies in order to ensure full compliance with ISO 9001 standards.

Quality Assurance Policy

We shall Deliver on time and at competitive prices those products and services which meet our customer's needs.

Action Plans

1.
To thoroughly eliminate in advance any possible defects in quality, reliability or safety

2.
To ensure the understanding of and compliance with quality assurance requirements by all concerned.

We shall ensure that these policies are understood, implemented and maintained by all employees regardless of their position.

Toshio Hiraoka

Yamatake Corporation

Group Manager, Product Development & Manufacturing

OCT. 1, 1998

4.1.2
Organization



4.2     Quality assurance system

4.2.1
General

Responsibility: Manager,  Quality Assurance Dep't.

The quality assurance system shall be as prescribed by this Quality Assurance Manual, which has been published pursuant to Quality Assurance Manual Preparation Regulations ISM-51-505.

4.2.2
Quality assurance system procedures

Responsibility: Managers of departments concerned

Quality assurance procedures shall be efficiently executed in accordance with documents pursuant to ISD Standard Systems ISS-501A-002 and FIG Standardization Regulations FIS-501A-003.

4.2.3
Quality assurance plans


Responsibility: Managers concerned

a)
The Quality Assurance plans covering phases from new product development to startup of mass production shall be executed in accordance with ICC Regulations for Product Development ISS-611A-002.

b)
Quality assurance plans for achieving the required quality of ordered products shall be executed in accordance with Operation Sheet Preparation Procedures DSM-3700-A04.

c)
Quality assurance plans for specially designed products ordered by customers which exceed the level as described in b)
 above shall be executed in accordance with Specially Designed Product Handling Procedures DSM-3W00-130.

d)
For the products with other specific product approvals (by some official bodies, or others), complementary quality manuals shall be documented separately to satisfy the specific requirements and shall be utilized.  They shall be indexed and controlled.

4.3
Confirmation of contract details

4.3.1
General

Confirmation of the contents of contracts and subsequent activities shall be made in accordance with the procedures described below.  No verbal booking of orders nor change of contract details shall be accepted.

4.3.2
Confirmation of details

a)
Contracts for standard products
Responsibility: Production managers concerned

The contents of order entry slips and instrument specifications which have been received from sales departments shall be confirmed in accordance with Processing Procedures for Order Entry and Instrument Specifications, DSM-3700-A42.

b)
Contracts for specially designed products
Responsibility: Engineering department managers concerned

For those specially designed products which fall under paragraph 4.4.1, a Request for an Estimate of a Specially Designed Product DSM-3W00-133 which has been received from sales departments by an engineering department within ISD shall be reviewed for confirmation of detailed contents and manufacturing feasibility.  The engineering department shall reply to the sales department in the form of a Reply to a Request for a Specially Designed Product.

c)
Contracts received during product development

Prior to receipt of the MRD forwarded by the marketing department, the manager of the engineering department concerned shall be responsible for reviewing contract feasibility.

Differences in review results, if any, shall be discussed with the marketing department to reach agreement.  The same will apply to joint development with outside manufacturers or customers.

4.3.3
Revision of contract details

a)
Specification changes for standard products

Responsibility: Production managers concerned

Whenever any changes take place in order entry or instrument specifications, such changes shall ben notified to the production sections concerned in accordance with Processing Procedures for Order Entry and Instrument Specifications DSM-3700-A42.

b)
Specification changes for specially designed products

When specification changes take place, a revision of the Specially Designed Product Estimate is forwarded from the sales department, to which a reply shall be made in accordance with the same procedure as prescribed in 4.3.2, item b)
.

c)
Change of contracts received during product development

Whenever a change takes place with the MRD, it shall be revised and reissued under the responsibility of the engineering department manager in charge, who shall notify those concerned in development in accordance with LCC Regulations for Product Development ISS-61-1A-002.

4.3.4
Recording

Responsibility: Department managers concerned

All records of actions for items 4.3.2 and 4.3.3 shall be filed as Quality Assurance Records.

4.4
Design control

4.4.1
General

To ensure fulfilment of requirements as prescribed in the rules, the LCC Regulations for Product Development ISS-611A-002 shall be followed.  Specially Designed Product Processing Procedures DSM-3W00-1300 shall be applied for design control of specially designed products.

4.4.2
Design and development plans

Responsibility: Department managers concerned

Design and development activities and implementation responsibilities are as prescribed in LCC Regulations for Product Development ISS-611A-002.

4.4.3
Organizational and technical interface

Necessary manufacturing and quality information shall be provided to the design department in accordance with LCC Regulations for Product Development ISS-611A-002.  Manufacturing process information shall be provided by MM and quality information shall be provided by QM.

4.4.4
  Input into designs

Responsibility: Engineering department managers concerned

Information input into designs shall be made by the PM in the MRD format covering requirements in accordance with LCC Regulations for Product Development ISS-611A-002.  Should there be any ambiguity or unclearness in the MRD, this shall be resolved by the PM and DM.

4.4.5
Output from designs

Responsibility: Engineering department managers concerned

Output from design activities shall be product specifications (K-SPEC), development plans, drawings and development related specifications (I-SPEC, inspection; E-SPEC, engineering; P-SPEC, purchasing, etc)
, in accordance with LCC Regulations for Product Development ISS- 611A-002.

4.4.6
Design reviews

Responsibility: Engineering department managers concerned

Design reviews shall take place at each stage of development (design, prototype production and initial distribution control) by a group of knowledgeable specialists who have been recommended by managers of the PM, DM and QM departments.  The minutes shall be taken and filed.  Refer to LCC Regulations for Product Development ISS-611A-002 for procedures involved in the design review.

4.4.7
Design checks

Responsibility: Engineering department managers concerned

Design checks shall be made at each stage of design to ensure that input into design activities are correctly reflected in product design.  If there exists a similar, proven design, a comparison shall be made with the existing design or experiments conducted.  Refer to LCC Regulations for Product Development ISS-611A-002.

4.4.8
Confirmation of design conformity

Responsibility: Manager,
Quality Assurance Dep't.

Confirmation of design shall be conducted by evaluation tests to ensure conformity of products to "design input" as prescribed in paragraph 4.4.4.  For procedures, refer to LCC Regulations for Product Development ISS-611A-002.

4.4.9
Design changes

Responsibility: engineering department managers concerned

Any design changes shall be made by those responsible for drawing preparation or changes in accordance with Drawing Change Regulations ISS-612A-002 by issuing an ECO.

4.5
Document and data custody

4.5.1
General

Responsibility: Department managers concerned

a)
Documents and data shall be maintained as prescribed in Document Custody Control Regulations ISS-511A-503 and DSM-3700-A09 and Custodial Control Regulations DSM-3W00-113.

b)
Those documents and data for custody shall be designated by each department.

4.5.2
   Approval, issuance and custody of documents and data

Responsibility: Department managers concerned

Approval and issuance of documents and data shall be made following a review of suitability by the authorized personnel.  Both the issuing department and those receiving and using the document shall maintain records to ensure that the latest version is being used.

4.5.3
Modification of documents and data

Responsibility: Department managers concerned

Unless otherwise prescribed, modifications to documents and data shall be made by the organization which performed the initial check and approval.  All modifications will be noted on the modified documents.

4.6
Procurement

4.6.1
General

All procurement activities shall conform to Materials Procurement Regulations, Company Bulletin 73-11.

4.6.2
Evaluation and selection of suppliers

Responsibility: Manager, Procurement Department

a)
Evaluation and selection of suppliers shall be made in accordance with Supplier Selection and Evaluation Procedures DSM-3700-103.  Standard contracts shall be enered into with selected suppliers.

b)
Standard contracts with each supplier shall be made in accordance with Quality Assurance Agreement Regulations, Company Bulletin B-74-4.  However, when a supplier is providing small quantities of repeat orders, and exception may be granted in accordance with supplier Quality Assurance system Regulations FIS-751A.

c)
Technical and quality guidance for suppliers


Responsibility: Manager, Production engineering Dep't. (technical)


and Manager, Quality Assurance Dep't. (quality)

Technical guidance shall be supplied in accordance with Procedures for Engineering Guidance for Suppliers DSM-3700-A11.  Quality guidance shall be supplied in accordance with Quality Assurance System Procedures for Suppliers FIS-751A-004.

4.6.3
Procurement data

Responsibility: Manager, Procurement Department

a)
A purchase order to suppliers shall be issued on the basis of drawings or drawing numbers.  However, in the event the drawings do not sufficiently reflect applicable quality standards, Procurement Specifications (P-SPEC) shall be used.  If Procurement by supplier model numbers or official standard numbers is possible, procurement orders shall indicate them.

Note: P-SPEC may supplement drawings, with technical and quality specifications clearly stated.  They will be prepared by the department which also publishes the drawings.

b)
Should the loaning of drawings or P-SPEC become necessary, the provisions of Regulations on Loaning Drawings and SPEC DSM-3700-104 shall govern.
4.6.4
Inspection of purchased items

Responsibility: Manager, Quality Assurance Dep't.

4.6.4.1
YC inspection at supplier's facility

Inspection of ordered products by Y Cat a supplier's facility shall be conducted in accordance with Receiving Inspection Regulations FIS-741A-001, by receiving inspectors of the Quality Assurance Dep't.

4.6.4.2
Customer inspection of subcontracted products

When a contract with a customer calls for it, YH's inspector and customer or their representatives, or both, shall conduct an inspection in accordance with Receiving Inspection Regulations FIS-741A-001.

4.7
Control of customer-supplied items

Responsibility: Managers of production departments concerned

Inspection, custody and storage of customer-supplied items shall be made in accordance with mutually agreed-upon procedures.

4.8
Identification and traceability of products

a)
Identification of parts and assemblies

Parts and assemblies which are critical to quality assurance shall be identified by lot number or date code number for control.

b)
Identification of products

Products in the assembly, procurement and inspection process shall ben identified in accordance with Production Instruction Operating Procedures DSM-3700-H03.

c)
Identification of metallic materials

Metallic materials shall be identified in accordance with Metallic Material Color Coding Regulations FIS-712A-001.
d)
Receiving and final inspection of accepted products
Responsibility: Manager, Quality Assurance Dep't. (inspection), Manager, Production Dep't. (final inspection)

Identification of items accepted at the receiving inspection shall be made in accordance with Receiving Inspection Regulations FIS-741-001.  Identification of products approved at the final inspection shall be made in accordance with Product Inspection Control Procedures FIS-741-002.

e)
Identification of defective products during inspection or testing
Responsibility: Manager, Quality Assurance Dep't (receiving inspection) and managers, production departments (process and inspection)

Identification of defective products shall be made in accordance with "4.13, Control of Failed Products."

f)
Traceability of products
Responsibility: Managers, production department concerned

When product traceability is required by regulation, individual identification shall be made and recorded.  Traceability shall be governed by Production Process Control Regulations FIS-751A-001.

4.9 Production process control

Responsibility: Managers, production departments concerned

Production processes which impact on product quality shall be ensured of compliance with Production Process Control Regulations FIS-751-001. 

a)
Operation sheets or VML process sheets shall be applied to production.  However, when the work deviates from standard operations, TS process sheets or TS-SAM process sheets will apply.  Process sheets shall be issued in accordance with the following regulations:

･
Work, VML process sheets: Process Sheet Procedures DSM-3700-A04.

･
TS, TS-SAM process sheets: TS, TS-SAM Process Sheet Preparation Procedures DSM-3700-A07.

b)
All test and inspection equipment shall facilitate proper utilization in accordance with Q-SPEC (Equipment Handling Procedures), as prescribed in Q-SPEC Preparation Procedures DSM 3700-A06.

c)
Each operation sheet shall clearly define the standards for finished work.

d)
Maintenance of production facilities shall be carried out in accordance with Facility Preventive Maintenance Procedures FIS-754-001.

e)
In the event that neither product inspection nor testing reveals a defect in a product, and a defect is detected only after the product has been used, the specific process is designated as a special process in accordance with special Production Process Control Regulations FIS-751-002.  The process can be operated only by authorized personnel, who are trained in accordance with Craftsmanship Certification Procedures DSM-3700-A34.  Personnel who will be hand-welding are required to obtain official qualification as prescribed by Welding and Non-Destructive Test Qualification Regulations FIS-511A-002.

f)
Any work which is deemed a special process will be recorded and field.

4.10
Inspection and testing

4.10.1
General

Responsibility: Managers of departments concerned

To ensure that regulation requirements for products are fulfilled, inspection shall be conducted in accordance with test procedures as prescribed by Work Process Preparation Procedures, DSM-3700-A04.  The results of testing shall be kept on file.

4.10.2
Procurement inspection and testing

Responsibility: Manage, Quality Assurance Dep't.

4.10.2.1
Procurement inspection

Procurement inspection shall be conducted in accordance with Receiving Inspection Control Regulations FIS-741A-001.  Items under inspection shall not be used in subsequent processes nor machined.

4.10.2.2
Inspection methods

As a rule, procurement inspection or testing shall be conducted by means of indirect inspection methods.  However, whenever total quality or spot checks are required, Receiving Inspection control Regulations FIS-741A-001 shall apply.  Suppliers shall deliver their products with test reports along with the invoice.  The indirect inspection will serve to ensure that inspection has been carried out as stated in the report.

4.10.2.3
Waiver in an emergency

In the event that a procured product is to be used prior to procurement inspection due to an emergency, Receiving Inspection Control Regulations FIS-741A-001 shall apply.  If the procured product does not conform to the required specifications, it will be identified and recorded for quick recovery and replacement.

4.10.3
In-process inspection and records

Responsibility: Managers of production departments concerned

a)
In-process inspection and testing will be conducted in accordance with work operation sheets/VML sheets.

b)
Products under inspection shall been held with identification until inspection or testing in accordance with operation sheets/VSL sheets are completed.  However, when a product recovery procedure specifically applies, it may be used in accordance with Receiving Inspection Control Regulations FIS-741A-001.

4.10.4
Final inspection and testing

Responsibility: Managers of production department concerned

a)
Final inspection or testing shall ben condected in accordance with Product Inspection Control Regulations FIS-741-A002 and in compliance with operation sheets/VSL sheets, including confirmation of preceding tests and their records.  No product shall be shipped unless it has passed final inspection and testing.

b)
Shipping inspection
Responsibility: Manager, Quality Assurance Dep't.

A shipping inspection may be added to the final inspection for specific items only, and conducted by a designated inspector form the production department concerned after final product inspection, in accordance with Shipping Inspection Control Procedures FIS-741-005.

4.10.5
Inspection and test records

Responsibility: Managers of production departments concerned

(Recording for shipping inspection by Manager, Quality Assurance Dep't.)

Records of inspection in compliance with operation sheets/VSL sheets and passage or failure shall be clearly recorded after inspection.  The record shall ensure that responsibility to authorize shipment is made known to the subsequent process stage.

4.11 Control of inspection, measurement and
        test equipment

4.11.1
General

Responsibility: Managers of production departments concerned

and Manager, Quality Assurance Dep't.

Inspection, measurement and test equipment which prove a product's conformity to requirements shall be classified into measurement control and maintenance control, in accordance with Measurement Control Regulations FIS-511A-006 and Production facility Maintenance Procedures DSM-3700-J04.  Equipment thus classified shall be controlled in accordance with procedures as prescribed by paragraph 4.11.2.

4.11.2
Custodial procedures

a)
Acquisition of inspection, measurement and test equipment

Responsibility: Manager, Production control Dep't.

Inspection, measurement and test equipment shall be acquired when product development starts or is renewed.

b)
control of equipment subject of measurement control regulations
Responsibility: Manager, Quality Assurance Dep't.

Measurement equipment which directly influences product quality shall be controlled in accordance with the following regulations:

･
Electric Measuring Instrument Control Regulations FIS-512A-003

･
Measuring Gauge Control Regulations FIS-512-004

･
Limit Gauge Control Regulations FIS-512A-005

c)
Control by facility maintenance
Responsibility: managers of production departments concerned

Equipment which is subject to facility maintenance shall be controlled in accordance with the following regulations:

･
Facility Preventive Maintenance Regulations FIS-754A-001

･
Dies, Jigs and Tools Control Regulations FIS-3700-J05.

d)
Registration of measurement equipment
Responsibility: Managers of production departments concerned

When new measurement equipment which is subject to control in accordance with Registration Procedures for Measurement Equipment DSM-3700-J02 has been acquired, the receiving location shall request Quality Assurance Dep't. perform registration and inspection.

e)
Control of measurement equipment accuracy
Responsibility: Manager, Quality Assurance Dep't.

Controlling the accuracy of measurement equipment shall be executed in accordance with Measurement Control Regulations FIS-511A-006, using in-house standards for calibration.  These standards shall be maintained in accordance with Control Regulations for Measuring and Weighing FIS-511A-007, Pursuant to Measurement and Weighing Law.

f) Rejection of measurement equipment
Responsibility: Manager, Quality Assurance Dep't.

When measurement equipment brought in from another location demonstrates a lack of accuracy in the receiving inspection, products which have been calibrated with the equipment under question should be revalidated.  The methods for determining validity and survey modality shall be determined for each individual case.

g)
Identification of "Passed" measurement equipment
Responsibility: Manager, Quality Assurance Dep't.

Measurement equipment which has passed the test shall receive a "Passed" label in accordance with Measurement Control Regulations FIS-511A-006.

h)
Tamper-proofing of calibrated measurement equipment
Responsibility: Managers of production departments concerned

Any calibrated measurement equipment which requires tamper-proofing shall provided accordingly.

i)
Exception to periodic inspection of measurement equipment
Responsibility: Managers of production departments concerned

Any measurement equipment which does not impact upon product quality by virtue of usage may be exempted from periodic inspections conducted by the Quality Assurance Dep't. in accordance with Measurement Control Regulations FIS-512-004.

j)
Custody of records
Responsibility: Manager, Quality Assurance Dep't. (measurement equipment) 
and Managers of production departments concerned (facility & equipment)

Records of calibrated or periodically inspected measurement equipment and facilities shall be filed and maintained.

4.12
Status of inspection and testing

Responsibility: Department managers concerned

Status of product inspections or testing shall be identified in accordance with the following regulations and procedures for passage or failure:

･
Receiving Inspection Regulations FIS-741-001

･
Work process sheet/VML sheet

･
Work Process Control Regulations FIS-751-A-001

･
Product Inspection Control Regulations FIS-741A-002.

4.13
Control of failed products

4.13.1
General

a)
Product failures during receiving inspection
Responsibility: Manager, Quality Assurance Dep't.

When a failure takes place during receiving inspection, Failure Report shall be issured by the inspector in accordance with Receiving Inspection Control Procedures FIS-741-001, and a failure tag will be attached to the product so that it is moved to the "Rejected" product area for identification.

b)
Failures during production process or final inspection
Responsibility: Managers of production departments concerned

When a failure takes place in production process or during final inspection, a Failure Report shall be issued by the person in charge in accordance with Failed Product Handling Procedures DSM-3700-D12, and the failed product will be moved to the "Rejected" product area for identification.  Refer to paragraph 4.13.2 for evaluation and disposition of failed products and notification to organizations concerned.

4.13.2
Confirmation and disposition of failed products

a)
Confirmation of failed product details
Responsibility: Manager, Quality Assurance Dep't.

Details of failed products shall be confirmed in accordance with Failed Product Handling Procedures DSM-3700-D12.

b)
Determination of failed product disposition
Responsibility: Managers of production department concerned

Disposition of failed products shall be made in accordance with Failed Product Handling Procedures DSM-3700-D12.

c)
Exceptions in acceptance of product failures during receiving inspection
Responsibility: Manager, Quality Assurance Dep't.

When an exception is made not to reject a product that failed during receiving inspection due to the nature of delivery requirements, the decision for acceptance shall be made upon consultation with organizations concerned in accordance with Regulations for Special Acceptance of Failed Products FIS-741-003.

d)
Serious failures during production process or final inspection
Responsibility: PMC Manager

Any product failure discovered during the production process or final inspection which might necessitate shipping cancellation shall be examined by the Quality Assurance Manager in accordance with Failure Remedy Control Regulations FIS-511A-005 to determine the need for suspension of shipment or release, and to take appropriate action upon the approval of the PMG Manager.

4.14
Corrective and preventive actions

4.14.1
General

a)
Corrective or Preventive actions during production process or final inspection
Responsibility: manager, Quality Assurance Dep't.

The manager shall determine the need for corrective or preventive actions for any failure which takes place during the production process or at final inspection.

b)
Corrective or preventive actions for field failures
Responsibility: Manager,
Quality Assurance Dep't.

The manager shall determine the need for corrective or preventive actions for any failure which takes place in the field.

･
Supplementary note


Corrective action:
Any action which explores the cause of actual failure


Preventive action:
Any action which will be executed when a lateral 





action across organizational boundaries is called for.

4.14.2
Corrective actions

a)
Corrective action for in-production process failures
Responsibility: manager, Quality Assurance Dep't.

Whenever a corrective action is deemed necessary to rectify a failure in the production process, including any which occur at a supplier's facility, shall be taken accordance with Failure Correction Control Regulations ISS-511A-005.

b)
Corrective action for field failures
Responsibility: Manager, Quality Assurance Dep't.

Whenever a corrective action is deems necessary to rectify a failure in the field, it shall be taken in accordance with Field Claim Control Regulations ISS-821A-501.  When a review for suspension of shipment is required, a request for suspension of shipment shall be submitted to the Production Group Director in accordance with Failure Correction Control Regulations ISS-511A-510.

c)
The results of corrective actions should be followed up on predetermined dates.

4.14.3
Preventive actions

When preventive actions are deemed necessary at the time of a failure occurrence, the following steps shall be followed.

Responsibility: Managers of departments concerned

a)
Detection of potential causes of failure shall be made jointly by the organizations concerned upon review of in-process failure data, special measures taken and results of the customer site audit.

b)
Whenever a preventive action has been taken, its effectiveness shall be confirmed on predetermined dates.

4.15
Handling, storage, packing, safekeeping and delivery

4.15.1
General

Responsibility: managers of departments concerned

The following regulations shall apply to the handling, storage, packing, safekeeping and delivery of products:

･
Storage Control Regulations FIS-712-002

･
Packing Control Regulations FIS-762-001

･
Shipping Control Regulations FIS-762-002

4.15.2
Handling

Responsibility: Managers of production departments concerned

Steps to prevent damage or deterioration to products shall be taken in accordance with Storage Control Regulations FIS-712-002.

4.15.3
Storage

Responsibility: Managers of production departments concerned

Steps to prevent damage or deterioration to products in use or pending shipment shall be taken in accordance with Storage Control Regulations FIS-712-002.  When a product has been kept in storage for more than one year, a test may be conducted to detect possible deterioration, judging from the lot number or date code.

4.15.4
Packing

Responsibility: Managers of production departments concerned

Packing of products shall be designed (responsibility: Manager, Production Control Department) at the prototype production stage, in accordance with Packing Control Regulations FIS-762-001, to assure that the required functions of products are maintained.

4.15.5
Safekeeping

Responsibility: Managers of production departments concerned

When temporary safekeeping of products ready for shipment is required, they will be stored under environmental conditions that meet specifications for temperature, humidity and vibration.

4.15.6
Delivery

Responsibility: Managers of production departments concerned

Shipment of products which have passed the final inspection shall be made in accordance with Shipping Control Regulations FIS-762-002, with explicit instructions such as packing methods and mode of shipment.

4.16
Control of quality records

Responsibility: Managers of all departments

In order to assure product conformity to requirements and to maintain effective quality system operations, documents shall be created and maintained by all departments, according to the following:

a)
Documents must be easily identifiable and retrievable, with clear indexes.

b)
Persons responsible for maintenance of documents and the file maintenance period shall be clearly indicated.

c)
Quality records can be either in the form of a hard copy or on electronic medhia, with necessary sorting classifications.

4.17
Internal quality audits

Responsibility: Manager,
Quality Assurance Dep't.

Internal quality audits shall be conducted in accordance with Quality Audit Regulations ISS-511A-514.

a)
Internal audits shall be conducted by disinterested parties outside of the organization being audited, at least twice a year.

b)
the results of internal quality audits shall be recorded and the manager of the audited organization shall be informed so as to take corrective action(s).

c)
The efficacy of corrective actions shall be confirmed and recorded.

d)
The results of internal audits shall be reported to manager(s) responsible for quality assurance for review.

4.18
Education and training

Responsibility: Managers of all departments

Each organization shall identify areas where a lack of necessary skills or knowledge may impact upon quality assurance programs, and plan education and training accordingly.  These activities shall be recorded as a quality assurance record by each department.

4.19
Additional services

No additional services are described in this manual as they will be undertaken by YIS.

4.20
Statistical methods

4.20.1
Clarification of necessity

Responsibility: Managers of all departments

Whenever it is deemed necessary to establish work process capabilities or to identify product characteristics for control and review, the following regulations shall apply:

･
Quality Information Control Regulations ISS-511-505

･
Statistical Data Preparation Procedures DSM-3700-D19

4.20.2
Procedures

Responsibility: Managers of all departments

Each organization shall maintain records of statistical methods, their implementation and control whenever put into practice.
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Note: Groups in (  ) shall conduct their business in accordance with the department's internal regulations.
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CV Products: survey and research basic technology: develop new products; plan and implement initial product flow control; prepare and revise various specifications; prepare and issue drawings; modify existing products, and estimate and design specially designed products


Design production of new products; plan prototype production and volume production; provide technical guidance to suppliers; estimate, evaluate and manage new investment; set cost
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FI Products: survey and research basic technology; develop new products; improve existing products; estimate and design specially designed products; prepare and revise various specifications; prepare and issue various drawings, and plan initial product flow control


Design production of new products; plan prototype production and volume production; provide technical guidance to suppliers; estimate, evaluate and manage new investment; set cost
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Plan, promote and audit quality assurance system; promote, liase and coordinate quality control activities; plan and promote product evaluation (including documents); coordinate and supervise area CE activities, and handle matters related to ISO


Plan, promote and audit quality control activities; plan and promote quality assurance training; establish and manage quality control objectives; manage measuring standards; shipping inspection; quality instruction to key suppliers
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Promote improvement of production lines and facilities and maintenance thereof ; maintain and improve machining and processing conditions, assembly and inspection standards, and promote improvement in production processes.
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Tx Products: survey and research basic technology; develop new products; improve existing products; estimate and design specially designed products; prepare and revise various specifications; prepare and issue various drawings, and plan initial product flow control


Design production of new products; plan prototype production and volume production; provide technical guidance to suppliers; estimate, evaluate and manage new investment; set cost
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Control valves & Field Instrument : machine, assemble, calibrate, inspect and repair control valves; control quality of in-process products; manage work standards, and store and ship parts.


Establish and control production load and daily plans; plan and order necessary parts and control progress; receipt and storage of materials and parts and control thereof; prepare and issue mill sheets and test reports; conduct customer's factory acceptance test; process completed products and billing control; control packing and shipping of products, and receive returned goods from customers.
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Note: Groups in (  ) shall conduct their business in accordance with the department's internal regulations.








