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Quiality Information
Product Notification
Phadia™ 200

Purpose:
Quality Information about Product Notification, PN2022-08

Distribution:
Australia, Austria, Bahrain, Belgium, Belarus, Bosnia-Herzegovina, Botswana, Bolivia,

Brazil, Chile, Colombia, Croatia, Czech Republic, Denmark, Djibouti, Estonia, Finland,
France, Georgia, Germany, Greece, Hong Kong, India, Japan, South Korea, Latvia, Lithuania,
Malaysia, Mauritius, Netherland Antilles, Panama, Poland, Portugal, Romania, Slovakia,
Slovenia, South Africa, Spain, Sweden, Switzerland, Taiwan, Ukraine, United Arab Emirates,
United Kingdom and Uzbekistan

Product:
Product Material number Affected Model/Lot/Serial Number
Phadia 200 12-4300-00 All serial numbers

Description of the problem:

An issue has been found when the Phadia 200 Software has the setting “Automatic approval
by each available result” and the Curve Control (CC) for an EIliA assay run is not OK. This
combination can lead to samples being approved without an OK Curve Control for the
assay run.

Curve Controls, CC1 and CC2, are used for each EIliA assay run and loaded as number 1 and 2
in the Immunoreaction wheel. After the CC’s either samples or Quality Controls are loaded as
number 3, 4 and so on up to 48.

When loading samples in the Phadia 200 instrument Immunoreaction wheel, it is performed in
the following order:

Position 1: CC 1
Position 2: CC 2
Position 3: Sample 1
Position 4: Sample 2
Position 5: Sample 3
Position 6: Sample 4
Position 7: Sample 5
Position 8: Sample 6
...and soon...
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When the Phadia 200 Software reports the results, it is performed in the following order:
Position 4: Sample 2

Position 3: Sample 1

Position 2: CC 2

Position 1: CC 1

Position 8: Sample 6

Position 7: Sample 5

Position 6: Sample 4

Position 5: Sample 3

...and so on...

If the Curve Control is not OK the samples should not be approved, however since the Phadia
200 Software reports position 3 and 4 before position 1 and 2 these two samples will be
approved if the Phadia 200 Software has the setting “Automatic approval by each available
result”.

If Curve Controls, e.g an assay is run with more than one method, or Quality Controls are
loaded in position 3 and 4 there will be no impact on the following samples as no test results
will be reported. The same applies if a calibration curve is performed in the assay.

This issue affects EliA assays run on the Phadia 200 instrument. EliA assay affected by this
issue is listed in Appendix 1. ImmunoCAP assays or the other Phadia instruments are not
affected by this issue.

It is not likely that this issue would lead to false positive or false negative EliA results being
reported and there is no indication that this have occurred at customers. The probability for
serious injury due to false EIliA results caused by this issue is estimated to be not likely.
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Actions- Customer/User:
e Identify if your Phadia 200 instrument is affected by the issue according to the
Instruction in Appendix II.
o If you need help changing the settings, please contact the Local Service
Organization
e Determine if retesting of affected samples is needed according to your internal
operating procedures.
e Please fill in Acknowledgement Form in the Customer reply form PN2022-08, and
return the response to the contact person as described.

Actions- Commercial organization
e Send the Commercial organization initial report to Global QA, see page 4, as a
confirmation that the information has been received.
e Schedule a software update for the customers when it is available.
e Send the commercial organization final report to Global QA, see page 5, when
communication with customers has been performed.

Actions — Manufacturer Site
e Provide updated software
e A CAPA, CA22-00061 have been initiated to prevent this from reoccurring.

Transmission of this Notification:

Please ensure that this notice is shared with anyone who needs to be made aware within your
organization, or to any organization on which this notification potentially has an impact.

We apologize for any inconvenience this event may cause. If you have any questions, please
contact us.

Contact/Questions:
vigilance.idd@thermofisher.com
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Commercial organization initial report
Phadia™ 200

I hereby acknowledge that we have received this QI and PN2022-08:
Yes [ ]

Date:

Signature:

(Please print name):

Country/countries:

E-mail a signed copy to:
vigilance.idd@thermofisher.com
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Commercial organization final report
Phadia™ 200

| hereby confirm that the following has been performed:

Date:

Signature:

(Please print name):

Country/countries:

Informed affected customer about the content in PN2022-08.
Yes [ ] No []

If No, reason:

Customer response rate 100 %

Yes [ ] No [ ]

If No, give actual response rate:
Evidence of a minimum of three faith efforts to contact the customers is saved.

Sent required information to the authority.

Yes [ ] No [ ]

If No, reason:
Evidence of communication with authorities is saved.

E-mail a signed copy to:
vigilance.idd@thermofisher.com
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Appendix 1 — Tests that may be affected by QA2022-08
EliA RNP70 EliA CENP
EliA CCP EliA dsDNA
EliA GBM EliA b2 Glycoprotein 1 IgG
EliA Cardiolipin 1gG EliA Celikey 19G
EliA Jo-1 EliA La
EliA UIRNP EliA Ro
EliA Ro60 EliIA Rib P
EliA RF IgM EliA GliadinDP IgG
EliA CTD Screen EliA PR3S
EliA Ro52 EliA MPOS
EliA PM-Scl EliA Fibrillarin
ElIA Mi-2 EliA SmDP
EliA PCNA EliA ssDNA
EliA ASCA 1gG EliA anti-TPO
EliA anti-TG EliIA M2
EliA Scl-70s EliA RF IgG
EliA RNA Pol 111 EliA Parietal Cell
EliA Intrinsic Factor EliA SymphonyS
EliA DFS70 EliA SmDP-S
EIIA LKM-1 EliA Gliadin IgG
EliA Celikey IgA EliA Cardiolipin IgA
EliA b2 Glycoprotein 1 IgA EliA Calprotectin 2
EliIA RF IgA EliA CCP IgA
EliA ASCA IgA EliA b2 Glycoprotein 1 IgM
EliA Cardiolipin IgM EliA Anti-IgA




Page 2(2)

1.0

Approved by Stefan Linckh 2022-Jul-01 13:51 CET
767344 Ver.

Doc.no.

)

Document name Appendix 1 - Tests that may be affected by QA2022-08
Number 767344 Version 1.0

Issued by Malin Snetselaar 2022-Jul-01 13:49 CET

Approved by Stefan Linckh 2022-Jul-01 13:51 CET
Release Date 2022-Jul-01 13:51 CET



ThermoFisher
SCIENTIFIC

767878 Ver. 1.0 Page 1(5)

Approved by Peter Edlund 2022-Jul-12 14:28 CET
1

Doc.no.

)

Appendix Il QA2022-08

About this document

This document concerns Phadia™ 200 instruments that run the ElIA™ technology. It describes how to

. identify if a Phadia 200 instrument is affected by the issue described in QA2022-08

. change the settings to prevent the issue

. identify historical runs that have been affected by the issue

Table of Contents
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1 PrereqUISITES ..o
2 How to identify if an instrument is affected ...................
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4 How to find any affected EliA results in historical runs
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1 Prerequisites

Appendix Il

The user must have the advanced user role Settings viewer (to identify results) or Settings writer (to edit the
settings).

2 How to identify if an instrument is affected

1.
2.

In Phadia Prime, go to Settings > Result.

Check if the setting How to approve results is set to Automatically, by each available Result.

‘ Import ‘ Export

Copy ‘

Request
< Result

Saving to CSV-file
Result Monitoring
Specials

+ Comment Codes

Report

Lis

Miscellaneous

Phadia 200

LabCommunity

| ‘ Default

How to approve results

Show button Approve Run
Delete runs automatically
Limit for number of days
Delete quality data after 1 year
Default result sort order

Show RU Plot for Analytical Run

| Inutomatically, by each available... ~ |

Latest result on top

v

Service
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1. In Phadia Prime, go to Settings > Result.

3 How to change the settings

{ Import ‘ Export ‘ Copy }

Request
« Result
Saving to CSV-file
Result Monitoring
Specials
+ Comment Codes
Report
«LIS
Import
Export Sample
Export Quality Control
Export Curve Control
Export
+ ASTM
+ DataCAP
+ HL7
Miscellaneous
Phadia 200
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3. Press Save.

‘ Save Restore ‘ Default

| How to approve results |

Automatically, at end of Analytic

Show button Approve Run
Delete runs automatically
Limit for number of days
Delete quality data after 1 year
Default result sort order

Show RU Plot for Analytical Run

Manually
Automatically, at end of Analytical

run |

byeociravatabie-Reseit=

365

Latest result on top

v

2. Make sure that the setting How to approve results is set to Automatically, at end of Analytical run or
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4 How to find any affected EIliA results in historical runs

Appendix Il

IMPORTANT: Do the steps below for each EliA method that is used on the instrument. ImnmunoCAP

is not affected.

1. Go to the Quality window, then select an EliA method. Press Open.

VERSION O (0.0.0.0) Lid open, unlocked @ standby © 10:41:33

V| Method
Quality
SIgE
tigE
[] Ecp
thermo
] (i} REQUEST ~ RESULT | QUALITY  EVENTLOG scientific

M (i} REQUEST  RESULT | QUALITY  EVENTLOG thermo

scientific

e
=
O
@
N
3 VERSION 0 (0.0.0.0) Lid open, unlocked @ standby @© 10:45:26
—~ Curve control CC-1: Geal
N
- -
™M cc1
— ES S Number of points. Callrators
5 0 204 4
B o & Curve Conirols
- O .
N o %3 @ Start on date
N 8 @ ) e 2022-02-01 E Quality Controls
o d 3 o 5}
2 @ @ @ a © M
~ 200 483“8:0 3300 8-°°°“ s © 3 e @ End on date
° e 2 3 | 0401 [ Blnks
o Q @ e o33 ego Boa 2022-04-01 2]
o
o
|- ¥ v +
N 20211125 | 20211200 | 20211200 20211214 | 20211222 20220105 20220126 | cuc20217 | 20220311 20220330
4 0 21135 10608 172005 o 122122 100449 110025 110924 104940
B > [/ Identity  Test Measured %CV Resp %CV Conc  Exported Comment  Expected
g o) ] @cCC1 Geal 20220323 11:2% oo 156 00 No 200
o~
© N
@®CC-1 Geal 2021-07-1610:5238 680 97  >99 09 No 200
> >
Q k[\o [[] ®@cc1 Geal 2021-03-1517:06:02 764 11 >99 >99 No 200
| @CC1 Geal 2021-12-1611:37:47 765 11 99 99 No 200
ol
9}
[0}
9
Q,
)
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3. For each failed result, note the date.

NOTE: Look at the lowest value, the scroll to the highest value.

)

4., Go to the Result window.

2. Select Curve Controls. For each Curve Control, press Resp to sort the results in numerical order.
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5. Select the noted date, then the analytical run with the earliest time. Press Open.

6.

@ standby User: Prime © 10:45:55

VERSION 0 (0.0.0.0) Lid open, unlocked

Delete

/| Group by Assay runs Results by Run

[/ | RunDate and Time | Run Number

[] 2022-02-1012:18:31 220210-436 (467)
2022-02-09 11:04:16  220209-435 (466)
2022-02-08 16758:46 220208-434 (465)
2022-02-08 12:22:48 220208-433 (462)

Resuls by Date

2022-02-07 11:05:00 220207-431 (460)

2022-02-04 1157:06 220204-430 (459)

2022-02-03 11:25:03 220203-429 (458)

2022-02-02 12:02:39 220202428 (457)

2022-01-3116:34.00 220131-427 (453) B
[/ | Started ‘ Ended Method | Status ‘Appm.l Ry Ab Ap ‘ Rj  Assay Run Number

O 2022-02-07 15:50:12 2022-02-0716:28:34 ELG  Ready Notapp.. 43 0 0 0 220207432 (461)

(i ] REQUEST | RESULT

ALITY  EVENTLOG

Look at the samples, If a sample was run in position 3 or 4, it is affected by this issue.

VERSION 0 (0.0.0.0) Lid open, unlocked @ standby © 10:46:29

(] Measured  Status Type identity | Test Dilution |Pre-dil | Instr.Dil |Resp |Cone | Active |Error | AssayCommer
rators
15:58:55 Ready Curve Control cc1 Geal 1 1 1 225 31 Yes OK
2/ Curve Controls
15:58:23 Ready Quality Control ANA Pos dn 10 10 1 3293 371U/ml Yes OK 3
[[] 155806 Ready Sample 00000 ad 10 1 10 106 008Ratio Yes  OK T

Tests

Assays

REQUEST | RES! LITY  EVENTLOG

Appendix Il

Page 4 of 4
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