DOCUMENT NUMBER:
                 QC050i               REV. E,  11/10/2017

 QC050i REV.NR 02/23/99
UTILIZED BY:
Quality Assurance Calibration Personnel
DESCRIPTION:
Instruction for completing Analysis Report for Equipment Malfunction or OOT Condition (QC050).
 N/A1DOCUMENT INSTRUCTIONS:

Section 1 :     To be completed electronically by the QA Calibration Representative discovering the malfunction or OOT condition.  Copy the form directly from the TCS system onto your local drive, then enter the required information electronically.  
· Enter all available equipment identification and calibration history information – leave no blanks on form.
------------------------------------------------------------------------------------------------------------------
Section 2 :
To be electronically completed by the individual responsible for the affected equipment, with input as necessary from the QA Calibration Representative performing the evaluation and/or Facility Quality Assurance Manager.    

· Enter the Description of Malfunction or OOT Condition,

· Review the possible effected product, process or service to determine if Containment Action is required, select Yes or No.  If No then record reason why no containment is required.  If Yes then record Containment Actions taken.  Is a recall required, select Yes or No.  If Yes record Corrective Action number and follow Recall Process QA12.  

· Enter the Root Cause Analysis Conclusion for the OOT condition (suggest using the 5 Why tool).  

· Enter Corrective Action taken to prevent OOT condition from happening again.  Disposition the OOT equipment by selecting the appropriate box from the three choices shown.  Be sure to enter OOT Disposition Instructions to indicate how the equipment is to be processed per the choice selected.

· Enter name and date of employee responsible for the implementation and completion of the information recorded in section 2.
-------------------------------------------------------------------------------------------------------------------
Section 3:      To be electronically completed (name and date) by the Q.A. Calibration Representative that has verified that all of section 2 is complete and accurate. 

After all the above has been completed electronically, the Facility Q.A. Manager conducts final review of the document and either signs and dates approval of the information, or returns the document to the calibration employee for obtaining futher information. 
NOTE: All QC050 forms shall be scanned and stored in accordance with CS002 Document Index retention requirements.

PROCEDURE(S) REFERENCING THIS DOCUMENT:   QAM 7.1.5, QC1025, QC1017, QC050.

PAGE 1 OF 1

