1.
General

1.1
Scope  

This Work Instruction covers all manufacturing process audits which related to operator, equipment, method and material.

1.2 Purpose

This Work Instruction is to define the resource, and method needed for manufacturing process audits.

1.3
Responsibility

1.3.1 Quality Engineer 

Determine the process to be audited, define process audit checklist, determine audit frequency, perform audit, communicate the finding, issue concern report and corrective action follow up.

1.3.2 Production/Logistics Supervisor

Provide good collaboration to auditor, take necessary corrective action to eliminate cause of nonconformities and communicate with production operator for corrective action effectiveness.

1.4
Definition

1.4.1 Concern Report

Evidence of manufacturing process audit which describes the audit finding or problem, concern report recipient, cause of problem, corrective action, and follow up results.

1.4.2 Manufacturing Process Audit

Audit that performed by Quality Engineer in regular and random basis for all manufacturing process.

2.
Instruction

 2.1 Quality Engineer plans the manufacturing process audit schedule as Yearly Manufacturing/Product Audit Schedule which approve by QMR or plant manager and select the processes by taking in to the consideration of 

2.1.1 All models/products to be manufactured at F-Rayong plant 

2.1.2 Audit plan of each month refer to monthly production planning 

2.1.3 Result from the previous production status 

2.1.4 The selected product/process can be revised if there is any change in Monthly Production Planning

2.2 Manufacturing process audit frequency will be twice/year basis its cover to all models and all shifts which can be increased or deceased by taking in to the consideration of 

2.2.1 Status of product or process such as production volume, process changed or new process , re-layout, etc.

2.2.2 Results of Internal Audit and third party audit

2.2.3 Status of quality problem such as customer complaint, IPPM, etc.

2.2.4 required by customer

2.3 Quality Engineer prepares the manufacturing process audit checklist which covers all factors related to operator, equipment, method and material 

2.4 Quality Engineer performs audit as specified in checklist and communicates with auditee and Production/Logistics supervisor if any finding is found and record the finding on checklist.

2.5 Once the finding was agreed, Quality Engineer will issue Concern Report to Production Supervisor for corrective action.

2.6 Production/Logistics Supervisor will take necessary action to eliminate the causes of nonconformities and return the concern report back to Quality Engineer for follow up.

2.7 Quality Engineer will verify the effectiveness of corrective action, 

2.7.1 close the concern report if the corrective action is satisfied

2.7.2 keep the status of concern report open if the corrective action is dissatisfied and discuss the Production/Logistics supervisor then paragraph 2.6 will be repeated

2.7.3 criteria to confirm effectiveness in Manufacturing /Products  Audit Check Sheet

         - even one NC given in check sheet, it will require corrective action in concern report (PR-010)


   - in case only observation found, it means audit result can confirm this effectiveness

2.8 Manufacturing process audit report will be reported by Quality Engineer which reporting frequency will be in consistent with paragraph 2.2
