@‘ Client Name Metro Plastics Technologies I Audit Number - 94118 ‘
Corrective Action Report
PART 1 To Be Completed by the NQA Auditor
Auditor's Name Cheryl Pikus Site Noblesville CAR No. 2022-SA-CP1
. Criticality .
Standard ISO9001: 2015 Clause 7.15.2 (Major / Minor) Minor
Statement of Nonconformity Date Issued 7/27/22

Stated Requirement: 7.1.5.2 Measurement traceability

When measurement traceability is a requirement, or is considered by the organization to be an essential part of providing confidence
in the validity of measurement results, measuring equipment shall be:

a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards traceable to international or
national measurement standards; when no such standards exist, the basis used for calibration or verification shall be retained as
documented information;

Nonconformance Statement: The process for calibration is not fully effective.

Objective evidence: The traceability could not be verified for force gage #75 calibrated 4/22 with 25lb weight #9 that was
calibrated 11/18 per the label and record using scale #92 although scale 92 record states removed from service
Jun2017. In addition, moisture gage #2000 calibrated May2020 with weights 3g, 5g, and 20g. The box for the weights
were empty and no calibration record available for those weights for traceability. Checked additionally 3 other calibration
chains and found traceability records were available and no customer complaints related to these gages.

PART 2 To Be Completed by the Organization within 30 calendar days

Please complete this section and submit to NQA, USA to this email address ncr@nga-usa.com

Immediate Correction (what did you do to resolve the Nonconforming situation)

Please include/attach objective evidence for the correction as appropriate Completon date;

The 25 Ib weight was calibrated using scale #100. The 3g (Gage#175, #176, & #177), 59

(Gage#178, #179, #180), and 20g (gage#181) weights were added to the calibration traceability
system and were calibrated using scale#130. The moisture gage #2000 was calibrated using the 8/1/22
gram weight sets once weights were added. All calibration records and certs are included in report.

The calibration database will be audited by supervisors and trained personnel.

Root Cause Analysis (‘how/why did this happen?’)

Root Cause: The current calibration database failed to capture gauges not in compliance. The log is not user friendly and
is difficult to follow.

Planned

Corrective Action(s) (actions taken to eliminate the Root Cause(s) to prevent recurrence) completion date:

A new calibration database has been created. An example has been attached. The new database
has the following:

-a better layout that is user friendly

-ability to create reports (calibration schedule, active gauge list, not active gauge list, reference
gauge list & calibration report by date). 9/6/22
-when entering the calibration records all fields (except attachment) are now required before you are
allowed to save

-a photo of every calibration sticker will be added to the calibration records as well for newly added

calibrations
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-attachments can now be added to the gauge information and to the calibration records but are not
required

The calibration report by date and the calibration schedule will be used to audit the gauges
calibrated that month. This will verify that all gauges are calibrated by their due date and all data
entered is accurate and a new sticker has been created and placed on the gauge.

The calibration schedule also shows how many days until the gauge is next due.

The reference gauge list report shows what gauges are used for calibration and linked to other
gauges. If a gauge is taken out of calibration this will capture if this gauge is used to calibrate
another and can be replaced.

When transferring data from the previous database to the new, all information will be audited,
including a current sticker is placed on the gauge.

Organization’s Representative -Date of .
signature:

PART 3 Verification of Effectiveness to be Completed by Organization before next NQA Audit
To be completed by the Organization on the Organization’s Form
Please document the Actions Taken to Verify the Effectiveness of the Corrective Actions Taken on
your form and have available for the NQA auditor at the next audit or as may be requested by NQA.
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CAR Detail | | 8/25/2022 3:57:16PM

Page: 1
CAR#:58 - FoTm - : e TR T
Type: CAPA Initiator: FKNAUER Issue Date:  8/1/2022 Verify Date: 8/25/2022
Scope:  [/Audit Problem Owner: FALICIA KNAUER Follow Up: 8/11/2022 Verify Complete: 8/25/2022
Sequential Work Flow: Y  Evaluated By: Chuck Forrestal Due Date: 8/27/2022 Close Date: 8/25/2022
Response Date: 8/1/2022

Description
Class Item Number Rev Extended Description
Customer No.: Vendor No.:
Company: Vendor:
RMA #: RMA #:
RMA Date: +  RMA Date:
PM Class: Equip #: Description:
CRM#: MRB #:
Non-Conformance:  Calibration system is not fully effectve S

Conclusion:  The gauges have been calibrated and stickers are up to date. The issue with the current database is that it failed to capture gauges that
are not in compliance. The new database has started to be implemented and has proven to report gauges that are not in compliance.

LElements
1 Create Team Required Date: 8/1/2022 Complete Date: 8/1/2022
Response: Falicia Knauer= Team Champion/Problem Owner
Chuck Forrestal, Christina Stenske, Jessica Kendall and Jacob Celaschi are Support Roles/ Upper Management
Seg Name Type Plan Date Email Sent Signed Off  Sign Off Date
1 Falicia Knauer Authorize 2022/08/01 10:31:18.00 Y 8/1/2022
Note:
Check List
Seq Description Status Critical
2 Problem Description Required Date: 8/1/2022 Complete Date: 8/1/2022
Response: Stated Requirement: 7.1.5.2 Measurement Traceability
When measurement traceability is a requirement, or is considered by the organization to be an essential part of providing confidence in
the validity of measurement results, measuring equipment shall be:
a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards traceable to international or
national measurement standards: when no such standards exist, the basis used for calibration or verification shall be retained as
documented information;
Objective Evidence: The traceability could not be verified for force gage #75 calibrated 4/22 with 25 Ib weight #9 that was calibrated
11/18 per the label and record using #92 although scale 92 record states removed from service Jun2017. In addition, moisture
gage#2000 calibrated May 2020 with weights 3g, 5g, and 20g. The box for the weights were empty and no calibration record available
for those weights for traceability. Checked additionally 3 other calibration chains and found traceability records were available and no
customer complaints related to these gages.
Seq Name Type Plan Date Email Sent Signed Off _ Sign Off Date
1 Falicia Knauer Authorize 2022/08/01 10:32:42.00 Y 8/1/2022
Note:
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Page: 2
CAR#: 58 ‘ - e i E T
Check List
Seq Description Status Critical
3 Containment Actions (if required) Required Date: 8/1/2022 Complete Date: 8/1/2022
Response: No containment for this issue. All calibration records will be reviewed.
Seq Name Type Plan Date Email Sent Signed Off _ Sign Off Date
1 Falicia Knauer Authorize 2022/08/01 10:33:02.00 Y 8/1/2022
Note:
Check List
Seq Description Status Critical
4 Root Cause Required Date: 8/1/2022 Complete Date: 8/2/2022
Response: Root Cause: The current calibration database failed to capture gauges not in compliance. The log is not user friendly and is difficult to
Seg Namf:HOW- Type Plan Date Email Sent Signed Off _Sign Off Date
1 Falicia Knauer Authorize 2022/08/01 13:30:14.00 Y 8/2/2022
Note:
Check List
Seq Description Status Critical
§ Changes Required (Permanent Actions) Required Date: 8/1/2022 Complete Date: 8/5/2022

Response: The 25 Ib weight was calibrated using scale #100. The 3g (Gage#175, #176, & #177), 5g (Gage#178, #179, #180), and 20g (gage#181)
weights were added to the calibration traceability system and were calibrated using scale#130. The moisture gage #2000 was
calibrated using the gram weight sets once weights were added. All calibration records and certs are included in report.

The calibration database will be audited by supervisors and trained personnel.

Seq Name Type Plan Date Email Sent Signed Off _Sign Off Date
1 Falicia Knauer Authorize 2022/08/02 14:45:08.00 Y 8/5/2022
Note:
Check List
Seq Description Status Critical
6 Prevention Plan Required Date: 8/1/2022 Complete Date: 8/5/2022
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Page: 3

CAR#:58 ~ - , e e

Response: A new calibration database has been created. An example has been attached. The new database has the following:
-a better layout that is user friendly
-ability to create reports (calibration schedule, active gauge list, not active gauge list, reference gauge list & calibration report by date).
-when entering the calibration records all fields (except attachment) are now required before you are allowed to save
-a photo of every calibration sticker will be added to the calibration records as well for newly added calibrations
-attachments can now be added to the gauge information and to the calibration records but are not required
The calibration report by date and the calibration schedule will be used to audit the gauges calibrated that month. This will verify that all
gauges are calibrated by their due date and all data entered is accurate and a new sticker has been created and placed on the gauge.
The calibration schedule also shows how many days until the gauge is next due.
The reference gauge list report shows what gauges are used for calibration and linked to other gauges. If a gauge is taken out of
calibration this will capture if this gauge is used to calibrate another and can be replaced.
When transferring data from the previous database to the new, all information will be audited, including a current sticker is placed on the
gauge.
Seq Name Type Plan Date Email Sent Signed Off _ Sign Off Date
1 Falicia Knauer Authorize 2022/08/05 08:52:26.00 Y 8/5/2022
Note:
Check List
Seq Description Status Critical
7 Verification and Effectiveness Required Date: 8/1/2022 Complete Date: 8/25/2022
Response: The calibration schedule and calibration report by date verifies data entries in the calibration data base. See attached reports.
Seq Name Type Plan Date Email Sent Signed Off _ Sign Off Date
1 Falicia Knauer Authorize 2022/08/05 09:15:05.00 Y 8/25/2022
Note:
Check List
Seq Description Status Critical
8 Director of Operations Approval Required Date: 8/1/2022 Complete Date: 8/25/2022
Response:
Seq Name Type Plan Date Email Sent Signed Off _ Sign Off Date
1 CHUCK FORRESTAL Authorize 2022/08/25 09:00:14.00 Y 8/25/2022
Note:
Check List
Seq Description Status Critical

Y:\IQWin32\Reports\CAR_detail.rpt



e e e

Flastics Technalagies, Inc B

9 125 1BS WEIGHT CENTRALSCALE | 13150418 112022 ic 124997 = j
75 '_ 7 . fkah.atiI!ion-lsFXﬂ‘ a : B -('Ihati!lion 052999 v " 8/22/2022 | » c T | 2s s o ﬁ ' _ %
175  3gWeight#1 Unknown 'N/A 702 iIc 3.0g =l ‘
176 3gWeight#2 TETEE— N/A " 7/1/2022 I 3.0g iﬂ
177 '3g Weight #3 ' Unknown N/A 702 i 3.0g ﬁ |
1178 5g Weight #1 | Gnknewn N/A | 7/1/2022 ! e 5.0g g j [
1179 '5g Weight #2 Unknown N/A L 7/1/2022 | I 5.0g ﬁ
1180 '5g Weight #3 Unknown N/A L 712022 I s0g ﬁ |
§1s1 | 20g Weight #1 » Unknown 'N/A | 7/1/2022 : Ic 120.0g » };Q |
12000 Computrac Moisture Analyzer Arizoﬁa Instrumen  Max 2000XL 8/1/2022 ic 1 20g 5‘—3
Printed: 8/25/22 1:06 PM” ' z Calibration Report 07/1/22 to 08/51/22 7 = Page 1of1
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Days Until Due 36

118 Ke|h|n Metric Pin Gages9. 00 9 15mm |Meyer rNA (multiple pin ‘ : 9/1/21 ‘ 9/30/22 |
: L o . N gages) N R
31 130856 o [in house N/A ‘ 12 9/1/21 9z |
‘;'132 7 0-1" M|crometers ISPI 7 ;1807351‘46;9 7 712 J 9/1/21 i | . 9/30/22 i
113-7 O 6" Dlgn:al Callpers - ny Mitutoyo 7 §A193;00855 | v6 | 3/1/22 { 9/30/22 ‘
\1530 " | 6o /No Go Inside Dlameter o Metro 1530 1 epym | opo2 J

Days Until Due 187

\ s Chatllhon DFX11 Chatllllon 052999 i ] 8/22/22 22823 |

Days Until Due 309

\100 U-Line JCE-15K U-Line 1407312(14686 | I 6/1/22. 6/30/23 *

} 130 Ohaus Ohaus 8341085350 | 12 6/1/22 | 6/30/23 ;

Days Until Due 340

‘ 175 ‘ 3g Welght #1 Unknown IN/A | 7/1/22 L 73123
176 3gWeight#2 | Unknown ' N/A I iz ' ‘ 122 - 73Y»3 ‘
1177 '3g Weight #3 . [T— N/A | ' 2 7/31/23 '
1178 ' 5g Weight #1 - Tunknown N/A 12 722 73123
1179 58 Weight #2 ' unknon}n ' N/A | 12 g 7/31/23 |
;180“ ' 5g Weight #3 ‘ o Unknown 7 A ' T 2 | 7/31/23 |
181 . 20gweight;r | Unknown wA w2 oaam | apys |

Days Until Due 706

o |

25 LBS WEIGHT 'CENTRAL SCALE | 131504lB | ; 7/1/22 } 7/31/24 |

Days Until Due 1102

‘ 2000 x Computrac Moisture Analyzer \Anzona Instruments i Max ZOOOXL f ; 8/1/22 ’ 8/31/25 !

Printed: 8/25/22 2:11 PM - Report shows active gauges only 2 Page 1of1
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‘ 31 13085 G N/A

Calibration Gauge 9

| Chatllhon DFXll Chatllllon ‘052999 Flrestone Assembly

Calibration Gauge 79

}' 132 O 1" Mrcrometers SPI 180351469 | Quallty

1137 O 6" Dlgltal Callpers Mltutoyo A19300855 ' Production Floor

Calibration Gauge 100

CENTRAL SCALE 1315 4 B

25 LBS WEIGHT

Calibration Gauge 129

118 KEIhIn Metnc Pm Gages9 OO 9 15mm Meyer NA (mult:ple pm gages) Quahty

‘ 1530 Go /No Go In5|de Dlameter Metro 1530 - Quality

Calibration Gauge 130

‘ 175 ; 3g WEIght #1 { Unknown N/A Quallty
;176 - :3gWE|ght#2. S ;Unknown 7 ‘ ~ H."N/;A - ?QU8|ItyV
‘177 o :3é Weignt;ﬁ o ‘!Unkvnown . o ‘N/A » ‘ 7 jdaali;y
179 |sgweight#2  |Unknown N C qualy
180 . SgWE|ght#3. - Unknown  wva iy
fl>81 ' o ZOgWEIthﬂ - Unknown o o N/A o o V éuallty 4

Calibration Gauge 181

r 2000 ‘ Computrac Mcnsture Analyzer gAnzona Instruments ! Max ZOOOXL QA Lab

Printed: 8/25/22 2:50 PM Report shows active gauges only . Pagelofl
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