Deviations


Purpose: Provide guidance for documenting and approving Deviations. Deviations: A temporary change or approval that permits anything out of the ordinary to occur with an existing, previously approved process or product.
Scope: Documentation, launch, and approval of Deviations.
1. Deviations may be either internal or customer driven. 
2. Customer approval must be obtained, if deemed necessary, if the part will be affected. 
3. Any department initiating the deviation shall create a Deviation in IQMS via the Quality module with necessary information of the temporary change specified.
4. Internal Deviation can apply to current material, inserts, packaging, and critical processes.
5. Deviation Requests may come from anyone and shall be initiated in IQMS by the following: 

a. Temporary cycle time increase or decrease
b. Deviation to run production prior to final customer approval
c. Temporary material change

6. IQMS Deviation will automatically launch the Workflow Approval once the workflow is launched. 
7. If the deviation is rejected, the rejection will be communicated back to the individual who requested the deviation automatically through the IQMS workflow.
8. Approval Status shall be “signed-off” in IQMS. Engineering is responsible for distribution and attaching any temporary work instructions, quality controls, and the printed Deviation with the Work Order. 
9. Quality and Engineering will be responsible for controlling the deviation once it has been implemented into production. 
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