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	Venture Customer Complaint No.:  W1INV-19-11

	Customer Reference No.:  (Email reference dated 16 Apr 2019)

	Problem Statement: Venture skipped Operation 5. Instrument (S/N: D19TC2779G) was observed was not programmed with the serial number. 
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Containment  Action:

1. Raise TMPCN for the units currently in Production – Engineering (CK/Alan)
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2. Raise Work Order to bring back the units to production for the test – Planner (Celes)
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3. Conduct the programming and retest, to be guided by Test Engineer – Production/Test Engineer (Maria/Ei Lwin) – Completed
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4. Declare all the affected units shipped out:
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	P/N :- W1186002441
Description :-  Temperature Control Module II
W/O :- WATS1904072
P/O :- 4502341716
Affected Serial Number. D19TC2779G

	Created by (CAPA Initiator): Martin Godinez

	Investigation Team Members:

Chong Keong Chua - Manufacturing

Kok Leong Loo - Section Mgr
Maria Theresa Pablo - Prod Supervisor

Suzhen Li - SQE
Ei Lwin Htay – ECO/Test Engineer
Bernadette Balan & Sheena Solito -  Quality


Investigation Start date and Time:

	Investigation 
[Attached the relevant documents
 i.e., 5Ys, Fishbone diagram etc.,]
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5. SET INSTRUMENT SERIAL NUMBER

51
52
53
54
55
56

From the desktop, double click on the LOADER icon.

In the firmware Loader Dialog, select the “Scan” box then click the “Next’ button
Loader will show the Ethernet port on instrument available

Right click on instrument and select “Set Serial Number”

Enter the UUT serial number then click “OK”

Once serial number is displayed, “CANCEL” out of loader program

\/ venrure

28-Jun-17

OCIMENTCONTROL





Reference to CAR#17-030

Section 3.1: The implementation of the action on the review of any Manufacturing Instruction, Manufacturing Engineer shall reference to Waters BOM and Waters release ASP/TSP. Date: Sep 2017


	Potential Cause(s) of Problem
	Missed out to capture the changes in the Testing Instruction resulting failure to train the operator on the changes reflected in the TSP.

	Root Cause(s)
	Human Dependent error due to missed out to capture the changes reflected in the Test Instruction.

	Action (s)
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CAPA
	NO CAPA

	
	

	Name
	Signature
	Date

	Investigated by
	Martin Godinez
	
	17-Apr-19

	Approved by
	Bernadette Balan
	
	17-Apr-19


Send the investigation report to Quality Assurance Engineer (CAPA Co-Ordinator) for further action. Attach to the CAPA Report.
� EMBED PBrush  ���








	Review Period:  24 Months
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The information contained herein this document is the property of SeerPharma Pty Ltd.

Unauthorised disclosure to public is prohibited.
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