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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)
[image: image2.png]RELDATE 2019

REWORK WO#

MODEL

arv

17-Apr-19

WATSRWK140

W1186002441





3. Conduct the programming and retest, to be guided by Test Engineer – Production/Test Engineer (Maria/Ei Lwin) – Completed
[image: image3.png]Release Date | Work Order Instrument aty
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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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%‘ VE NTURE Form: ENG-001/02 (WI-ENG-004)

GES Singapore Pte Ltd
Temporary Manufacturing Process Change Notice

TMPCN No.: Wi~ (a -00f¢ ioﬁ Page No. : Pagelof3
To step 19 Requestor Name Chua Chong Keong Date Raised | 17 Apr 2019
Type of TMPCN I~ Process Change I Repair
¥ Rework I Re-Manufacture
I Machine Parameter Setting
Product Model TCMII
Part Number 186002441 Station(s) Main Assembly, Testing and
Affected Packing Stations
Effective Date 17 Apr 2019 To 17 Jun 2019
From (Max 3 months)
Supporting Assembly, Test and Document 279000691, 725000888,
Document Packing ASP Number 186002441
Type (If applicable)
Work Order WATSRWK140 Qty 8 units (D19TL2779CG to
Affected (If applicable) D19TL2786G)
New/Revise Mi _Yes™T No * MI Number and | NA
required? Revision

Description of TMPCN: Unpack 186002441 and precede retest following the TSP.






\‘:&ﬁ VENTURE Form: ENG-001/02 (WI-ENG-004)

Temporary Manufacturing Process Change Notice

TMPCN No. : Wj- Ia« gejy ,90 Page No. : Page2of3

Instruction :

1:

2:

Pull the affected instruments back to production floor.

Unpack the Instrument from the carton box.

: Place the instrument on the assembly trolley and push to Testing line.

. Remove 6 x Cover screws (055820) and remove cover Chassis TCM (400001149).
. Perform TCM Il Final Test procedure as per document; 735000888.

. Re-Assemble back the Cover chassis and secure with the 6 screws.

. Re-print the Certificate of Functional Performance.

. QA will perform inspection based on document : MI-WAT-2441-106

. Release the instruments to packing as per document;: 186002441,






\VENTURE

Form: ENG-001/02 (WI-ENG-004)

Temporary Manufacturing Process Change Notice

TMPCN No. : Wi«i‘:‘fﬂﬁjfﬁr 0o Page No. Page 3 of 3

Risk Assessment (Mandatory for Medical Product)

Assess Risk . s o . . .

Refer to Risk Matrix, WI-QMD-019 ;\7 Low R]Sk ™ Medium Risk rb ngh Risk

If High Risk, mitigate the risk:

Approval: _ _ I
Department Name ignature Date
Engineering Loo Kok Leong [l \QQ&K 'Y poy 14

I. i Y ¥ T
Quality Assurance gglrgr?dette Domingnez }u’ / \ I are 10
7 1T AFR G

Production Maria Theresa Pablo z W
Distribution List: Tan Wui Sing, Loo Kok Leong, Alan Oh, MiMi Soe Myint
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Form: QMD-127/03 (WI-QMD-019)

e

GES Singapore Pte Ltd

Risk Matrix Form

TMPCN N« Wﬂr’l‘f'd'ﬁi”fml’ Page 1 of 2
Reference | W1INV-19-11
Probl Venture skipped Operation 5. Instrument (S/N: D19TC2779G) was observed was not
St ie e"; programmed with the serial number. Unit will be return back to Production to conduct the SN
a; s programming and re-testing.

Table 1: Guidance for Severity

Ranking I ssh ~__Explanation
[ No adverse health consequences
Negligible ®  Noimpact on performance or safety and not noticed by the customer or user.
L Cosmetic impact only; with or without annoyance to the user
L4 Performance impact, up to and including product failure, but with no risk to the user and patient.
° Performance impact, up to and including product failure, with potential for harm to the patient or user due to faifure of product to
Limited meet performance expectations. Minor injury possible (Transient, self-limiting illness or injury).
L Minor or no rework or scrap
[ Minor regutatory concern (coutd result in 1ISO minor nonconformance/opportunity for improvement)
® Performance impact, up to and including product failure with potential for harm to patient or user due to failure of product to meet
Moderat performance expectations. Moderate injury possible (Temporary / reversible severe symptoms).
oderate
Moderate regulatory concern (could resuit in FDA 483 or Major ISO observation)
Significant scrap or down time
Performance impact, up to and including product failure with potential for harm to patient or user due to failure of product to meet
Severe performance expectations. Serious injury possible (Serious injury, permanent impairment, irreversible, but not fatal or life-
threatening).
® Major regulatory/compliance concern (could resuit in warning letter)
Performance impact, up to and including product failure with potential for harm to patient or user due to failure of product to meet
Catastrophic performance expectations. Death possible (Life threatening, death could occur).
o Critical regulatory/compliance concern (could result in MDR, recall)

Table 2: Guidance for Likelihood of Re-occurrence

High Volume Activities Low Volume Activities
(e g_high volume manufacturing) (e.g quality system documents/records)
Ranking Probability of Occurrence Ranking Probability of Occurrence
Remote < 1/100,000 (0.001%) Remote A single instance of nonconformance in the past year
Two instances of nonconformance observed in the
0
Rare <1/10,000 (0.01%) Rare past year
More than two instances of nonconformance
Occasional <1/1000 (0.1%) Occasional observed in the past year, yet not a majority of
records
Majority of records sampled demonstrate
Frequent < 11100 (1%) Frequent nonconformance in the past year
’ : Continuously All records sampled demonstrate nonconformance in
0,
Continuously Occurring <1/10 (10.0%) Occurring the past year
Table 3: Guidance for Risk Rating
fr=si] e sagti s . SEVERITY
[ Nealigible Limited Moderate Severe Catastrophic
Continuously - . . . .
Occurring
g Frequent Medium Medium g g g
&
gé Occasional Low Medium Medium g g
=]
§ Rare Low Low Medium Medium g
Remote Low Low Low Medium g
Low Risk Medium Risk - High Risk
Printed copy is considered as UNCONTROLLED COPY unless there is Document Control Issue Stamp

Please verify with Doc Con master list that this is the latest revision before use
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% VE“TURE Form: QMD-127/03 (WI-QMD-019)

GES Singapore Pte Ltd

Risk Matrix Form
“TMPinN No 4 Wlfl(’ '9910’00 Page 2 of 2
Initial Severity: Negligible Initial Likelihood: Remote
Initial Risk Rating: [X] Low [] Medium [] High

Note:-

—  Ifthe result is “Low”, no CAPA is required.

- If the result is “Medium”, a CAPA may not be required provided there is a documented rationale which
has been approved by the appropriate Quality Manager. This rationale must be attached

—  Ifthe result is “High”, a CAPA is required.

Assessment/ Comment

Unit will program with unit serial number according to TSP Document Title: TCM II
Final Test Procedure. (Temperature Control Module II).

Note: State “NA” if Not Applicable or No Assessment/ Comment
X Mitigation

Any unit detected with failure during SN Programming and Functional Testing, to perform debug and
replace part if necessary.

Note: State “NA” if Not Applicable or Mitigation Not Require

[] Attachment (if Any) NA

Drafted by: Chua Chong Keong Approved by: Loo Kok Leong

Date & Sign: /747/ )/0’6] %‘7 - Date & Sign: \q’/ A")V W‘Q\ (-Q]@:Qﬁ

Printed copy is considered as UNCONTROLLED COPY unless there is Document Control Issue Stamp
Please verify with Doc Con master list that this is the latest revision before use






.-8’»‘?, iy Form No. : HRM-008/00(SQP-HRM-001)
NV VENTURE

GES Singapore Pte Ltd

Training Attendance Record

Training Subject : Rework for 186002441 TCM I

Training Venue : Waters Production o Date: 17-Apr-19

Trainer Name & Signature :  Ei Lwin Htay M&M TNW(:A Ne# Wi- l‘jemw/uo

# Name Employee No Department/Station Signature

GOH SIEW TIN 25704823 Waters [[(

TOH PECK LENG 25701193 Waters é i

3 END OF DATA
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