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INTRODUCTION

During routine review of data reported to EDCNet, NRL observed a shift up in S/Co values
for Optitrol HEPR-2 DM24038 when tested with the Abbott Alinity i HAV Ab IgG assay. NRL
investigated the performance of Optitrol HEPR-2 DM24038 and other related production lots,
DM23002 and DM23080, as well as the performance of Optitrol HEPR-2 DM24038 when used
with the Abbott and other assays and platforms the EQC had been designed for.

FINDINGS

This investigation looked at all assays that Optitrol HEPR-2 is recommended for, to establish
whether the QC was the source of the variation observed and whether this variation was
observed across any other peer group. Data from 01 January through to 28 June 2024 were
reviewed for this investigation. The following are a full listing of charts and tables included in
the investigation:

e Figure 1 - Participant 8 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott Alinity i HAV Ab 1gG.

e Figure 2 — Participant 40 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott Alinity i HAV Ab IgG.

e Figure 3— Participant 129 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Abbott Alinity i HAV Ab 1gG.

e Figure 4 — Participant 1015 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Abbott Alinity i HAV Ab IgG.

e Figure 5 - Participant 1321 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Abbott Alinity i HAV Ab IgG.

e Figure 6 — Peer group data for Optitrol HEPR-2 when tested with Abbott Alinity i HAV Ab IgG
sorted by participant.

e Figure 7 — Participant 8 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott Alinity i Anti-HBs.

e Figure 8 — Participant 40 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott Alinity i Anti-HBs.

e Figure 9 — Participant 129 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Abbott Alinity i Anti-HBs.

e Figure 10 — Participant 1015 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Abbott Alinity i Anti-HBs.

e Figure 11 — Participant 1321 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Abbott Alinity i Anti-HBs.

e Figure 12 — Peer group data for Optitrol HEPR-2 when tested with Abbott Alinity i Anti-HBs sorted
by participant.

e Figure 13 — Participant 36 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott ARCHITECT HAVAD IgG.

e Figure 14 — Participant 43 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott ARCHITECT HAVAD IgG.

e Figure 15 - Participant 128 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott ARCHITECT HAVAD IgG.

e Figure 16 — Peer group data for Optitrol HEPR-2 when tested with Abbott ARCHITECT HAVADb
IgG sorted by participant.

e Figure 17 — Participant 36 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott ARCHITECT Anti-HBs.

e Figure 18 — Participant 43 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott ARCHITECT Anti-HBs.

e Figure 19 — Participant 128 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when
testing with Abbott ARCHITECT Anti-HBs.

e Figure 20 — Peer group data for Optitrol HEPR-2 when tested with Abbott ARCHITECT Anti-HBs
sorted by participant.
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e Figure 21 — Participant 417 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Roche Elecsys Anti-HAV 1.

e Figure 22 — Peer group data for Optitrol HEPR-2 when tested with Roche Elecsys Anti-HAV 11
sorted by participant.

e Figure 23 — Participant 417 data demonstrating shift observed for Optitrol HEPR-2 DM24038
when testing with Roche Elecsys Anti-HBs II.

e Figure 24 — Peer group data for Optitrol HEPR-2 when tested with Roche Elecsys Anti-HBs Il

sorted by participant.

Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott Alinity

i HAV Ab 1gG viewed by participant.

e Table2 — Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott Alinity
i HAV Ab 1gG viewed by participant.

e Table3 — Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott Alinity
i Anti-HBs viewed by participant.

e Table4 — Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott
ARCHITECT HAVAD IgG viewed by participant.

e Table5 — Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott Alinity
i Anti-HBs viewed by participant.

e Table6 — Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott
ARCHITECT HAVAD IgG viewed by participant.

e Table7 — Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott
ARCHITECT Anti-HBs viewed by participant.

e Table8 — Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott

ARCHITECT Anti-HBs viewed by participant.

Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Roche Elecsys

Anti-HAV |l viewed by participant.

e Table 10 — Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Roche Elecsys
Anti-HAV |l viewed by participant.

e Table 11 - Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Roche Elecsys
Anti-HBs Il viewed by participant.

e Table 12 — Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Roche Elecsys
Anti-HBs Il viewed by participant.

e Tablel

e Table9

DISCUSSION

Figures 1 to 24 show data for participants (both individual and peer group performance) that
demonstrates a shift in reported unit of measure for analytes anti-HAV and anti-HBs for Optitrol
HEPR-2 lot DM24038, when tested with Abbott Alinity i HAV Ab 1gG, Abbott Alinity i Anti-HBs,
Abbott ARCHITECT HAVAD IgG, Abbott ARCHITECT Anti-HBs, Roche Elecsys Anti-HAV 1l
and Elecsys Anti-HBs Il assays. All assays, except the Roche Elecsys Anti-HAV II, showed a
shift up in up in values. The Roche Elecsys Anti-HAV Il assay showed a consistent degree of
shift; however, data were reported at a lower value inconsistent with other Anti-HAV assays
investigated. No shift in data was observed for the anti-HBe assays for the investigated
platforms.

Figures 1 to 5 show data for participants reporting data for Optitrol HEPR-2 lot DM24038 when
testing with the Abbott Alinity i HAV Ab IgG assay. A total of three reagent lots were in use
across the peer group for both HEPR-2 DM24038 and previous HEPR-2 lots. Tables 1 and 2
show peer group data for these reagent lots illustrating a mean S/Co value of 2.44 for Optitrol
HEPR-2 DM23080 and 3.98 for Optitrol HEPR-2 DM24038. This shift up was observed for all
participants with reported data for Optitrol HEPR-2 DM24038.

Figure 5 shows data for Participant 1321, illustrating the higher S/Co values reported for
HEPR-2 DM24038 on reagent lot 57170BEOO are also observed for reagent lot 6040BEOO.
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This was the only participant reporting data for reagent lot 6040BEQO, no data were reported
for previous HEPR-2 lots for this reagent lot.

Figures 7 to 11 show data for participants reporting data for Optitrol HEPR-2 lot DM24038
when testing with the Abbott Alinity i Anti-HBs assay. A total of four reagent lots were in use
across the peer group for both HEPR-2 DM24038 and previous HEPR-2 lots. Tables 3 and 4
show peer group data for these reagent lots illustrating a mean mliU/mL value of 23.67 for
Optitrol HEPR-2 DM23080 and 31.84 for Optitrol HEPR-2 DM24038. This shift up was
observed for all participants with reported data for Optitrol HEPR-2 DM24038.

Figures 9 and 11, show data Participants 129 and 1321, illustrating multiple shifts in data with
the ongoing use of both Optitrol HEPR-2 DM23080 and DM24038 for reagent lots 58538FN0O
and 58636FNOO.

Figure 10, Participant 1015, illustrates a shift up in data reported for Optitrol HEPR-2 DM23080
/ 55282FN00. This shift was the subject of another investigation (PMM-QC-1753) and thus
was unrelated to this investigation.

Figures 13 to 15 show data for participants reporting data for Optitrol HEPR-2 lot DM24038
when testing with the Abbott ARCHITECT HAVADb — IgG assay. A total of three reagent lots
were in use across the peer group for both HEPR-2 DM24038 and previous HEPR-2 lots.
Tables 5 and 6 show peer group data for these reagent lots illustrating a mean S/Co value of
2.26 for Optitrol HEPR-2 DM23080 and 3.57 for Optitrol HEPR-2 DM24038. This shift up was
observed for all participants that reported data for Optitrol HEPR-2 DM24038.

Figures 17 to 19 show data for participants reporting data for Optitrol HEPR-2 lot DM24038
when testing with the Abbott ARCHITECT Anti-HBs assay. A total of four reagent lots were in
use across the peer group for both HEPR-2 DM24038 and previous HEPR-2 lots. Tables 7
and 8 show peer group data for these reagent lots illustrating a mean miU/mL value of 24.36
for Optitrol HEPR-2 DM23080 and 32.31 for Optitrol HEPR-2 DM24038. This shift up was
observed for all participants with reported data for Optitrol HEPR-2 DM24038.

Figure 21 shows data for Participant 417 reporting data for Optitrol HEPR-2 lot DM24038 when
testing with the Roche Elecsys Anti-HAV Il assay. Participant 417 reported data for two
reagent lots with data reported across several Optitrol HEPR-2 lots including DM24038.
Tables 9 and 10 show peer group data for these reagent lots illustrating a mean COI value of
0.40 for Optitrol HEPR-2 DM23080 and 0.29 for Optitrol HEPR-2 DM24038.

The Roche Elecsys Anti-HAV 1l assay is a competitive assay resulting in a shift down in COI
value observed equating to the shift up for other Anti-HAV assays investigated.

Figure 23 shows data reported by Participant 417 for Optitrol HEPR-2 lot DM24038 when
testing with the Roche Elecsys Anti-HBs Il assay. Participant 417 reported data for one
reagent lot with data reported for both HEPR-2 DM24038 and previous HEPR-2 lots. Tables
11 and 12 show peer group data for these reagent lots illustrating a mean IU/L value of 37.16
for Optitrol HEPR-2 DM23080 and 49.38 for Optitrol HEPR-2 DM24038. This shift up is
consistent with the shift noted on previously investigated platforms and assays.

The shift in data observed for Optitrol HEPR-2 DM24038 on the investigated assays has
resulted in data falling outside QConnect limits as set for previous Optitrol HEPR-2 lots
requiring individual limits to be calculated.

NRL contacted DiaMex, requesting information on all manufacturing or material changes
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made in the manufacturing of Optitrol HEPR-2 DM24038 in comparison to previous Optitrol
HEPR-2 lots. DiaMex communicated to NRL that HEPR-2 lots, DM23002, DM23080 and
DM24038 were all manufactured using the same positive stock material and at the same
concentration.

For the peer groups where Kit control data was reported to EDCNet no shift or similar variation
was observed.

NRL reviewed and discussed the findings of this investigation with DiaMex. DiaMex confirmed
again that no manufacturing changes had occurred in the preparation or production of Optitrol
HEPR-2 lot DM24038. DiaMex also provided current testing for lot release samples confirming
no change evident in evaluation or lot release data results.

CONCLUSIONS

The unexpected shift in data was observed across multiple platforms and assays, in
combination with data from previous Optitrol HEPR-2 lots testing as expected on the same
reagent lots where the shift was observed for Optitrol HEPR-2 DM24038, leading to a
requirement for further investigation to pinpoint the root cause. Results for all markers tested
for Optitrol HEPR-2 lot DM24038 were all determined as acceptable according to assay
interpretation.

RECOMMENDATIONS

NRL will set independent control limits for Optitrol HEPR-2 DM24038 for the assay where
the shift was observed and investigated in this report.

NRL will closely review the lot release and reported peer group data for the subsequent lot of
Optitrol HEPR-2, determining if this shift is likely to be an ongoing and consistent shift.
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EQC Lot Number:DM23080;DM24038;

EQC:0ptitrol HEPR-Z

Date
Analyte:anti-HAV IgG

From:01-Jan-2024 to 20-Jun-2024 Assays:Abbott Alinity i HAV Ab - IgG;

Trend: KitLot Number; Test Process: Detection -§ 54256BE00 -4 57170BE00

Laboratory:MNRL: 8

Figure 1 —Participant 8 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when testing

with Abbott Alinity i HAV Ab IgG.
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EQC Lot Number:DM23080;DM24038;

EQC:0ptitrol HEPR-Z

Assays:Abbott Alinity | HAV Ab - IgG;

From:01-Jan-2024 to 20-Jun-2024

Laboratory:NRL : 40

Trend: KitLot Number; Test Process: Detection -§ 54256BE00 -4 57170BE00

Figure 2 — Participant 40 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when testing

with Abbott Alinity i HAV Ab IgG.
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EQC Lot Number:DM23080;DM24038;

EQC:Optitrol HEPR-2

Analyte:anti-HAV oG

Date

Assays:Abbott Alinity | HAV Ab - IoG;

From:01-Jan-2024 to 20-Jun-2024
Trend: KitLot Number; Test Process: Detection -§§ 51550BE00 -4~ 542568E00 -@- 57170BE00

Laboratory:NRL : 129

Figure 3 — Participant 129 data demonstrating shift observed for Optitrol HEPR

testing with Abbott Alinity i HAV Ab 1gG.

PMM-QC-1878



0039£LTLS

003F95ZHS

003805515

003F95ZHS

00390515

DM24038

DM23080

10.50
10.00 +
9.50 4
8.00
8.50
8.00
7.50
7.00 o
6.50
5.50
5.00
4.50 +
4.00 +
3.50
3.00
2.50
2.00 A
1.50 4

bZoz-unC-11
bZOZ-UNC-20
bZ0Z-UNC-50
VEOZ-AEU-TE
$ZOZ-EW-aT
BZOZ-AEU-FT
$EOZ-AEW-0T
BEZOZ-AEL-B0
YEOZ-AEW-L0
+Z0Z-AEW-Z0
pZ0z-Idy-62
benz-idy-£z
YEOZ-Ig-81
$ZOZ-IY-51
¥Z0Z-1dy-Z 1
$ZOZ-G-01
¥Z0z-1dy-01
pZ0z-Idy-50
pZoz-idy-z0
YEOZ-IEW-BT
$Z0Z-1RK-9Z
PEOZ-EW-TZ
$E0Z-IEW-BT
$ZOZ-IBKI-bT
$ZOZ-IBK-TT
bE0Z-924-62
YEOZ-qR4-4Z
PE0Z-074-52
bEOZ-q24-02
PE0Z-074-02
bEOe-gr4-G1
YEOZ--b1
$E0T-GPL-ET
bE0Z-924-60
PE0Z-024-£0
PE0Z-G24-20
bE0Z-034-50
bEOZ-924-20
PZOZ-UBC-0E

bZOZ-URC-6Z

PZOZ-URC-5E

PZOZ-UBC-52

PZOZ-URC-bE

bZOZ-URC-ZE

bZoz-uec-at

PZOZ-UEC-1T

bEOZ-UBC-60

PZOZ-URC-80

VZ0Z-URC-b0

PZOZ-URC-Z0

2 DM24038 when
Page 10 of 36

EQC:0ptitral HEPR-2 EQC Lot Number:DM23080;DM24038;

Analyte:anti-HAV oG

Date

Assays:Abbott Alinity i HAV Ab - InG;

From:01-Jan-2024 to 20-Jun-2024
Trend: KitLot Number; Test Process: Detection -§§ 51550BE00 -4~ 542568E00 @ 57173BE00

Laboratory:NRL : 1015

Figure 4 — Participant 1015 data demonstrating shift observed for Optitrol HEPR-

testing with Abbott Alinity i HAV Ab 1gG.
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EQC Lot Number:DM23080;DM24038;

EQC:0ptitral HEPR-2

Analyte:anti-HAV oG

Assays:Abbott Alinity i HAV Ab - InG;

From:01-Jan-2024 to 20-Jun-2024

Laboratory:NRL : 1321

Trend: KitLot Number; Test Process: Detection -§§ 54256BE00 -4~ 57170BE00 - 60404BE0D

Figure 5 — Participant 1321 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott Alinity i HAV Ab 1gG.
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participant.
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EQC Lot Number:DM23080;DM24038;

EQC:0ptitrol HEPR-Z

Date
Analyte:anti-HBs

Assays:Abbott Alinity i Ant-HBs;

-HBs.

From:01-Jan-2024 to 20-Jun-2024
Trend: KitLot Number; Test Process: Detection -§ 55282FN00 - 58538FN00 @ 59152FZ00

Laboratory:MNRL: 8

Figure 7 —Participant 8 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when testing

with Abbott Alinity i Anti
PMM-QC-1878
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Trend: KitLot Number; Test Process: Detection -§ 57206FN00 -4 58636FN00

Figure 8 — Participant 40 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when testing

with Abbott Alinity i Anti-HBs.
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Figure 9 — Participant 129 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott Alinity i Anti-HBs.

Trend: KitLot Number; Test Process: Detection -§ 51435FN00 - 55282FN00 @ 58538FN00
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Figure 10 — Participant 1015 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott Alinity i Anti-HBs.

Trend: KitLot Number; Test Process: Detection -§ 51435FN00 - 55282FN00 @ 58538FN00
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Laboratory:NRL : 1321

58538FN00 - 58636FN0D

Figure 11 — Participant 1321 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott Alinity i Anti-HBs.

Trend: KitLot Number; Test Process: Detection -§ 49352FN00 - 51254FN00 @ 55282FN00
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Figure 12 — Peer group data for Optitrol HEPR-2 when tested with Abbott Alinity i Anti-HBs sorted by
participant.
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EQC Lot Number:DM23002;0DM23080;DM24038;

EQC:0ptitral HEPR-2

Analyte:anti-HAV G

Date

58676BE0D

Assays:Abbott ARCHITECT HAVAD - 1aG;

From:01-Jan-2024 to 24-Jun-2024
Trend: KitLot Number; Test Process: Detection -§§ 51548BE00 -4~ 54254BE00 - 54255BE00

Figure 13 — Participant 36 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott ARCHITECT HAVADb — IgG.
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EQC Lot Number:DM23080;DM24038;

EQC:0ptitral HEPR-2

Analyte:anti-HAV G

Assays:Abbott ARCHITECT HAVAD - 1aG;

From:01-Jan-2024 to 24-Jun-2024

Laboratory:NRL : 43

Trend: KitLot Number; Test Process: Detection -§§ 49539BE00 -4~ 515488E00 - 54254BE00

Figure 14 — Participant 43 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott ARCHITECT HAVADb — IgG.
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From:01-Jan-2024 to 24-Jun-2024

Laboratory:NRL : 128

Trend: KitLot Number; Test Process: Detection -§§ 51549BE00 -4~ 542558E00 - 57182BE00

Figure 15 — Participant 128 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott ARCHITECT HAVADb — IgG.
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Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:01-Jan-2024 to 25-Jun-2024 Assays:Abbott ARCHITECT HAVAD - InG; Analyte:anti-HAV IoG EQC:Optitrol HEPR-2
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Figure 16 — Peer group data for Optitrol HEPR-2 when tested with Abbott ARCHITECT HAVAD — IgG
sorted by participant.
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EQC Lot Number:DM23002;DM23080;DM24036;

EQC:0ptitrol HEPR-2

Date
Analyte:anti-HBs
58286FNO0

Assays:Abbott ARCHITECT Anti-HBs;

From:01-Jan-2024 to 24-Jun-2024
Trend: KitLot Number; Test Process: Detection -§ 51459FN00 - 54584FN00 @ 55360FN0D

Figure 17 — Participant 36 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott ARCHITECT Anti-HBs.
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Date

EQC Lot Number:DM23080;DM24038;

EQC:0ptitrol HEPR-2

Analyte:anti-HBs

Assays:Abbott ARCHITECT Anti-HBs;

From:01-Jan-2024 to 24-Jun-2024

Laboratory:NRL : 43

60249FZ00

Trend: KitLot Number; Test Process: Detection -§ 51459FN00 - 52654FN00 @ 55360FNDD

Figure 18 — Participant 43 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott ARCHITECT Anti-HBs.
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Date

EQC Lot Number:DM23080;DM24038;

EQC:0Optitrol HEPR-2

Analyte:anti-HBs

Assays:Abbott ARCHITECT Anti-HBs;

From:01-Jan-2024 to 24-Jun-2024

Laboratory:NRL : 128

55360FNOO

Trend: KitLot Number; Test Process: Detection -§ 47064FN00 - 49425FN00 @ 51450FN00

Figure 19 — Participant 128 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Abbott ARCHITECT Anti-HBs.
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Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:01-Jan-2024 to 25-Jun-2024 Assays:Abbott ARCHITECT Anti-HBs; Analyte:anti-HBs EQC:0ptitral HEPR-2
EQC Lot Number:DM23002;DM23030;DM24038;

Figure 20 — Peer group data for Optitrol HEPR-2 when tested with Abbott ARCHITECT Anti-HBs sorted
by participant.
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EQC Lot Number:DM23080;DM24038;

EQC:0ptitral HEPR-2

Date
Analyte:anti-HAV InG

Assays:Roche Elecsys Anti-HAV I

From:01-]an-2024 to 31-May-2024
Trend: KitLot Number; Test Process: Detection -§§ 605558 @ 730127 @ 768027

Figure 21 — Participant 417 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Roche Elecsys Anti-HAV II.

Laboratory:NRL : 417

PMM-QC-1878




0.49 4
0.48
0.47 [ ]
0.46 [ ]
0.45 o L ]
0.44 [ ]
043 [ ]
0.4z J ® DM24038
041 4 { ]
040 { ]
0.39 o
0.38 o
8 037 -
0.36 o
0.35 4
0.34 4
0.33 4 { ]
0.32 { ]
0.31 [ ]
DM23080
0.30 { ]
0.29 [ ]
0.28 [ ]
0.27 { ]
0.26
0.25 T
™~
=
2
=
Laboratory
Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:01-Jan-2024 to 31-May-2024 Assays:Roche Elecsys Anti-HAV I Analyte:anti-HAV IgG EQC:Optitrol HEPR-Z
EQC Lot Number:DM23080;DM24038;

Figure 22 —Peer group data for Optitrol HEPR-2 when tested with Roche Elecsys Anti-HAV Il sorted by
participant.
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EQC Lot Number:DM23080;DM24038;

Date
EQC:0ptitrol HEPR-Z

Analyte:anti-HBs

Assays:Roche Elecsys Anti-HBs I

From:01-]an-2024 to 31-May-2024
Trend: KitLot Number; Test Process: Detection -§§ 716600 - 725479

Figure 23 — Participant 417 data demonstrating shift observed for Optitrol HEPR-2 DM24038 when

testing with Roche Elecsys Anti-HBs II.
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EQC Lot Number:DM23002;DM23080;DM24038;

Figure 24 — Peer group data for Optitrol HEPR-2 when tested with Roche Elecsys Anti-HBs Il sorted by
participant.

P G O .l A >
PMM-QC-1878 Page 30 of 36



ﬂ- Mas

110135
1129 17-‘:1-
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Totals 215
Legend:
Laboratory:

ARAEE

Laboratory:
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From:

Assays:
|A_nal§,rte:

EQC:

EQC Lot Mumber:

Laboratories:

233|038 137 3460

213|016 (181 (245 1.61
265068 (120 |401 1.67
233|016 202 267 (202
226022185 |27 1.36
244|035 134 (355 161

All Laboratories
Laboratory

01-Jan-2024 to 01-Jul-2024
Abbott Alinity 1 HAV Ab -

anti- HAV IgG
Optitrol HEPR-2
DM23080;

MWEL : 8;INEL : 40;WNEL - 129:NEL :

0| 35322 Eﬁ
237|733
3.70|25.61
288|687
364030
570|224

IzG:

Test Kit Lot Numbers: 34256BE003T1TOBEDD;3T173EBEM;

1015 NEL -

Table 1 —Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott Alinity i HAV
Ab IgG viewed by participant.

ﬂ- Max CV(%

11013
I 1129 l?'
11321 | 59

Laboratory:
Laboratory:
Grouped by:
From:
Assays:
Amnalyte:

EQC:

EQC Lot Mumber:
Laboratories:

38205 (282 481 (327
3771024 |33 424 |338
422086251 (593 |328
370017 336 (404 339
403019 367 (443 (373
308064 12710 (525 |37

All Laboratories
Laboratory
01-JTan-2024 to 01-Tul-2024

Abbott Alinity 1 HAV Ab -

anti- HAV IgG
Optitrol HEPR.-2
DM24038;

MWEL : 8;INEL : 40;NEL : 120:NEL

317(13.02
434620
6572028
400462
4351 484
6371504

IgG:

Test Kit Lot Numbers: 34256BE005T1TOBEDD;3T173BEM;

- 1013;INEL -

Table 2 —Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott Alinity i HAV
Ab IgG viewed by participant.
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Laboratory | n | Mea | 8D |x-28D |x+28D | Min | Max | CV(%5)

NEL - 1013 |100|2390(1.75 |2045 (2736 | 1735 2705|723
NEL:120 |153(2300/128 |2143 26335 |21.19 3130|534
WEL - 1321 |277(2299|149 2001 |2598 | 12468 2575649

WEL - 40 62 23.10{1.04 |21.05 |25.18 | 2000( 25.00(4.48
NEL:% 132 2482|1.71|21.41 |2824 | 1949|3247(6.87

Totals 726| 2367|164 12030 (2696 | 12.68| 32.47(6.903
Legend:

Laboratory:

Laboratory: ANT aboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024

Assays: Abbott Alinity 1 Anti-HBs;

Analyte: anti-HBs

EQC: Optitrol HEPR-2

EQC Lot Number: DMh23080;

Laboratones: MWEL : 8;INEL - 40;WNEL - 129:NEL : 1015;NEL - 1321;
Test Kit Lot Numbers: 33282FN00;37206FIN00;58338FIN00; 38636FN00;

Table 3 —Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott Alinity i Anti-
HBs viewed by participant.

Laboratory | n x-25D | x+28D | Min | Max | CV(%2)
NRL-1015 | 6|3204)NA [NA |NA |3162]3291|NA

NEL : 129 16| 31.81|1.18 (2044 3416 | 2043 3363|340
WERL :1321 | 60| 3191(1.78 |2834 (3548 |28090) 3536/ 539
WEL : 40 20| 29.60(1.67 2627 (3293 |27.00) 35.00/5.43

NEL:% 16| 3431|367 |2698 |41.64 | 2043| 40.90(10.69
Totals 118| 31.84|238 |27.08 (366 | 27.00( 4000|748
Legend:

Laboratory:

Laboratory: ANT aboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024

Assays: Abbott Alinity i Anti-FHBs;

Analyte: anti-HBs

EQC: Optitro]l HEPR-2

EQC Lot Number: DM24038;

Laboratones: NEL : §;INEL - 40;WNEL : 129:NEL : 1015;NEL - 1321;

Test Kit Lot Numbers: 33282FN00;3T206FMN00;38538FN00; 38636FN00;

Table 4 —Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott Alinity i Anti-
HBs viewed by participant.
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Laboratory | n | Mea | 5D |x-28D |x+23D |Min Max | CV{%)
NEL:128 | 30| 215011193 |237 |195 235516

WEL : 1869 | 43| 234|012 |2.11 257  |2.02| 2.56|3
NERL : 36 62| 233023 (187 |27% |1.87 329|983
WEL :43 103| 218|026 |167 (27 1.30| 3.60/11.81
NEL : 66 21 241(031 (179 (303 (207 357129

NEL:3 2 214NA NA |NA |205) 223 NA
Totals 261 226024178 274 | 1.80| 3.60/10.38
Legend:

Laboratory:

Laboratory: Al T aboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024

Assays: Abbott ARCHITECT HAVAD - I1=0;
Analyte: ant-HAV [=G

EQC: Optitrol HEPR-2

EQC Lot Number: DM23080;
Test Kit Lot Numbers: 34254BE00;54233BED0D;3T182BEM;

Table 5 —Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott Alinity i Anti-
HBs viewed by participant.

Laboratory | n | Mean | 8D |x-28D | x+25D Min |Max | CV{%)

NEL : 128 10 399041316 |482 |3.51) 4631037
NEL : 36 19) 37203 |3.12 |433 |3.12|433/8.14
NEL - 43 B4 349(021|306 |391 |300/402/608
Totals 113 335703 (298 (416 300 463|826
Legend:

Laboratory:

Laboratory: Al T aboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024

Assays: Abbott ARCHITECT HAVAbD - [2G;
Analyte: anti-HAV Iz

EQC: Optitro]l HEPR-2

EQC Lot Number: DN24038;

Test Kit Lot Numbers: 54254BE00;34255BEM; 37T182BE0D;

Table 6 —Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott ARCHITECT
HAVAD IgG viewed by participant.
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EE- Max | CV(%
1128 40| 2428/0.69 2289 (23467 | 22463|2351/286

NE_T_ 36 30 23821202125 (2630 | 2122|2622|54

WEL :43 96 2473307 186 (3086 | 21773774124

Totals 193] 2436|231 |19.75 |2899 | 2122 3774|195
Legend:

Laboratory:

Laboratory: Al aboratories

Grouped by Laboratory

From: 01-Jan-2024 to 01-Jul-2024

Assays: Abbott ARCHITECT Anti-HBEs:
EQC: Optitrol HEPR-2

ECQC Lot WNumber: DM23080;

Laboratories: MNEL : 36;NEL : 43;:NEL - 128;

Test Kit Lot Numbers:  33360FN00;37150EMN00: 503 18F Z00;60249FZ00;

Table 7 —Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Abbott ARCHITECT
Anti-HBs viewed by participant.

Libonton n Mean 5D 125D -0 i Nox i

NEL : 128 3195|NA NA |(NA 3127 3291 |NA
NEL : 36 f-‘ 30.12|NA NA  |NA 2890| 31.83|NA
NEL - 43 §2| 3254|182 (2891 |36.18 |20.14|3782|3.58
Totals 98| 3231|118 (2871 |3592 | 2890| 3782|3.58
Legend.:

Laboratory:

Laboratory: All Laboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024

Assays: Abbott ARCHITECT Anti-HBs;
EQC: Optitrol HEPR-2

EQC Lot Number: DMh24038;

Laboratories: WEL : 36;NEL : 43;INRL : 128;

Test it Lot Numbers: 35360FIN00;5T130FN00;59318F Z00,60249F Z00;

Table 8 —Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Abbott ARCHITECT
Anti-HBs viewed by participant.
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Laboratory Mean 728D | x+28D | Min |Max | CV(%%)
Laboratory| n 'Mean | SD 525D x+25D Min %

WERL : 417 | 34| 040/006 027 |053 029 047(16.08

Totals 84| 040(006(027 |033 029 047|16.08
Legend:

Laboratory:

Laboratory: AT aboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Tul-2024

Assays: Foche Elecsys Anti-HAVII;
Amnalyte: anti-HAV [zG

EQC: Optitrol HEPR-2

EQC Lot Mumber: DAI23080;

Test Kit Lot Mumbers: 730127 768027;

Table 9 —Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Roche Elecsys Anti-
HAV Il viewed by participant.

Laboratory n Mean SD x2SD 3+2SD Min Max CV(%)
NRL:417 [29| 029002(026 (033 |027| 033|546
Totals 29| 029(0.02]026 (033 [027]033|546

Legend.:

Laboratory:

Laboratory: Al T aboratoties

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024
Assays: Foche Elecsys Anti-HAVII;
Analyte: anti-HAV [zG

EQC: Optitrol HEPR-2

EQC Lot Number: DhI24038;

Test Kit Lot Numbers: 730127768027

Table 10 —Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Roche Elecsys Anti-
HAV Il viewed by participant.
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Laboratory 328D |x+25D | Min | Max | CV(%0)
Laboratory n Mean SD_x2SD xt2SD Min %

WRL : 417 | 74| 37.16|1.8 (3337 (4075 | 32.10| 3960 4.33

Totals T4| 37.16(18 (3357 |40.75 | 32.10| 39.60|4.83
Legend:

Laboratory:

Laboratory: Al T aboratories

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024
Assays: Foche Elecsys Anti-HBs
Analyte: anti-HBs

EQC: Optitrol HEPR-2

EQC Lot Number: DAI23080;

Laboratones: NEL - 417;

Test Kit Lot Numbers:  7T16600;

Table 11 —Mean peer group data for Optitrol HEPR-2 DM23080 when tested with Roche Elecsys Anti-
HBs Il viewed by participant.

Laboratory Mean x-28D | zx+23D | Min | Max | CV(%s)
Laboratory n | Mean SD xSD x-2SD Min D

NEL - 417 9 4033 NA|NA |NA 43.40| 31.70|NA

Totals 9 4833 NANA |NA 43.40( 51.70|NA
Legend:

Laboratory:

Laboratory: ANT aboratones

Grouped by: Laboratory

From: 01-Jan-2024 to 01-Jul-2024
Assays: Foche Elecsys Anti-HBEs
Analyte: anti-HEs

EQC: Optitrol HEPR-2

EQC Lot Number: DMh24038;

Laboratories: NEL : 417;

Test Eit Lot WNumbers:  716600;

Table 12 —Mean peer group data for Optitrol HEPR-2 DM24038 when tested with Roche Elecsys Anti-
HBs Il viewed by participant.
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