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INTRODUCTION

Participant 1860 contacted NRL regarding a shift up in data observed for Optitrol Blue lot
DM23117 when testing with the Abbott Alinity i rHTLV-I/Il assay for reagent lot 60107BEOQO.
NRL investigated all data reported by the peer group and those participants testing with
reagent lot 60107BEOO in combination with other related production lots of Optitrol Blue,
Abbott Alinity i rHTLV-I/Il reagent lots and other Abbott platforms (Alinity s and ARCHITECT).

FINDINGS

This investigation looked at all peer group data for the same assay reagent and Optitrol Blue
lot combination identified by Participant 1860 and any other Optitrol Blue lot with data reported
to EDCNet using the reagent lot in question (60107BEOQO), to establish whether reagent lot
variation was the source of variation observed. Below is the full listing of charts and tables
included in the investigation:

- Figure 1 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating a
shift up in data for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/1I
assay for reagent lot 60107BEOQO.

- Figure 2 — Participant 1860 peer group chart grouped by reagent lot illustrating
Participant 1860 data were reported consistent with peer group data for four reagent lots
in common usage, including 60107BE0O.

- Figure 3— Participant 1860 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 4— Peer group data for Optitrol Blue lot DM23117 when tested on the Abbott
Alinity i rHTLV-I/Il assay for reagent lot 60107BEQO sorted by participants.

- Figure 5 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on the Abbott Alinity i rHTLV-I/1l assay for reagent
lot 60107BEOO sorted by participants.

- Figure 6 — Patrticipant 25 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 & DM23204 when testing on the Abbott Alinity i
rHTLV-I/Il assay.

- Figure 7 — Patrticipant 30 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 8 — Participant 30 Levy Jennings chart grouped by reagent lot illustrating shift in
data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/Il assay.

- Figure 9 — Patrticipant 58 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 10 — Participant 58 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 11 — Participant 451 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23204 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 12 — Participant 451 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

P G O .l A >
PMM-QC-2025 Page 3 of 62



- Figure 13- Participant 1321 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23204 and DM24063 when testing on the Abbott Alinity i
rHTLV-I/1l assay.

- Figure 14 — Participant 1321 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 15 — Participant 1353 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 16 — Participant 1380 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 and DM23204 when testing on the Abbott Alinity i
rHTLV-I/Il assay.

«  Figure 17 — Participant 1380 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 18 — Participant 1428 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 and DM23204 when testing on the Abbott Alinity i
rHTLV-I/Il assay.

- Figure 19 — Participant 1428 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 20 — Participant 1562 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 21 — Participant 1562 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 22 — Participant 1689 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 23 — Participant 1689 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 24 — Participant 1732 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 25 — Participant 1732 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 26— Participant 1748 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 27 — Participant 1748 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 28 — Participant 1750 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 29 — Participant 1750 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 30 — Participant 1753 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 31 — Participant 1753 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 32 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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- Figure 33 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 34 — Participant 1870 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 35 — Participant 1870 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 36 — Participant 1891 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 37 — Participant 1891 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 38 — Participant 1892 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 39 — Participant 1892 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 40 — Participant 1747 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 41 — Participant 1747 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 42 — Participant 1945 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 43 — Participant 1945 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 44 — Participant 1744 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 45 — Participant 1744 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 46 — Participant 1566 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 47 — Participant 1566 Levy Jennings chart grouped by reagent lot illustrating shift
in data for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

- Figure 48 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott Alinity i Anti-HCV Il assay sorted by
reagent lots.

«  Figure 49 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott Alinity i HBsAg Qualitative Il assay
sorted by reagent lots.

«  Figure 50 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott Alinity i HIV Ag/Ab Combo assay sorted
by reagent lots.

«  Figure 51 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott Alinity i Syphilis TP assay sorted by
reagent lots.
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- Figure 52 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott Alinity i Anti-HBc 1l assay sorted by
reagent lots.

- Figure 53 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott Alinity s Anti-HTLV I/ll assay sorted by
reagent lots.

«  Figure 54 — Peer group data for Optitrol Blue lot DM23117 and related production lots,
DM23204 and DM24063 when tested on Abbott ARCHITECT rHTLV-I/Il assay sorted
by reagent lots.

DISCUSSION

Figures 1 through 5 each show data for both Participant 1860 and the peer group that
demonstrates anti-HTLV-I1 marker performance for Optitrol Blue lot DM23117, when tested
with the Abbott Alinity i rHTLV-I/Il assay. Reagent lot 60107BEOO data were reported by
Participant 1860 at a higher S/Co value than previous reagent lots and several data points
were reported above the upper QConnect Limit (S/C 1.50 — 2.30). Peer group data appeared
consistent with data reported by Participant 1860 although the degree of the shift observed
was notability different across the peer group, as seen in Figures 4 and 5.

Figures 6 through 39 show each individual participant data for Optitrol Blue DM23117 and
related production lots (DM23204 and DM24063) and, where reported, the Positive Kit
Control when tested on the Abbott Alinity i rHTLV-I/Il assay. All but two participants
(Participants 25 and 1353) reported Positive Kit Control data to EDCNet. The same shift
observed for Participant 1860 was observed across all but five participants across the peer
group for both Optitrol Blue and positive kit control data. No shift was observed for
Participants 1562, 1689, 1750, 1870 and 1892 for data reported for reagent lot 61017BEOQO,
data for those participants were consistent and within QConnect Limits. Additional shifts
observed for Positive kit control data were likely due to new lots of kit control in use. This
was noted in EDCNet by several participants and appears to have no correlation to the shift
investigated for this report.

Figures 40 through 49 show participant data for Participants 1747, 1945, 1744 and 1566
related to Optitrol Blue lot DM23117 when tested on the Abbott Alinity i rHTLV-I/Il assay.
These four participants did not use reagent lot 6017BE00. The same shift observed for
reagent lot 6017BEOO was observed for reagent lots 62294BE00 and 60108BEOQO.

Nine participants, including 1860 (451, 1732, 1748, 1891, 1747, 1945, 1744 and 1566) were
identified as participants where data showed a larger shift than that observed across the
peer group. Four of these participants (451, 1732, 1945 and 1744) reported this shift within
the use of a single Optitrol and reagent lot for each participant. Two of these participants
(451 and 1744) reported a shift back to expected values (see Figures 11, 12, 44 and 45,
respectively).

Figures 48 through 52 show peer group data for Optitrol Blue lot DM23117 and related
production lots DM23204 and DM24063 when tested with the other Abbott Alinity i assays.
No shift was observed.
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Figures 53 and 54 show peer group data for Optitrol Blue lot DM23117 and related
production lots DM23204 and DM24063 when tested with the Abbott Alinity s Anti-HTLV I/l
and Abbott ARCHITECT rHTLV-I/Il. No shift was observed.

NRL contacted all participants within the Abbott Alinity i rHTLV-I/Il peer group, either directly
or indirectly through Optitrol distributor networks, requesting information on maintenance,
calibration lots and status. Communications received from the peer group identified the nine
participants previously identified as reporting a higher than peer group shift were all using
calibrator lot 61765BEQO. The remaining participants were using several different calibrators
lots.

Participant 451 communicated to NRL the use of calibrator lot 61765BEOO for data reported
while testing with Optitrol Blue DM23204 and reagent lot 60107BEOO from 1 August 2024.
All data were reported above the upper QConnect limit of 2.30 S/Co. The participant noted
a calibration was performed on the 16 August 2024 using calibrator lot 64503BEOQO,
subsequent data were reported at lower values consistent with peer group data and within
QConnect limits, as illustrated in Figure 11.

Participant 1744 noted in EDCNet the use of calibrator lot 61765BEQO, on the 25 September
2024, after which a shift up was observed. The participant recalibrated with a previously
used calibrator lot, 60066BEOO, on the 27 September 2024, subsequent data returned to
lower values consistent with historical data and within QConnect limits, as illustrated in
Figure 44.

NRL contacted Abbott GmbH Germany with these findings, requesting information on
calibrator lot 61765BEQOO and if this shift was expected and whether this was expected to be
an ongoing shift. Abbott communicated to NRL that a shift was observed within internal testing
for the HTLV calibrator 61765BEOO, potentially caused by a slightly lower RLU signal for this
calibrator lot. It was communicated to NRL that it was unlikely that the raised level would
continue, and levels were expected to return to lower levels for future lots. Importantly, all
data were within Abbott release specification criteria.

CONCLUSIONS

The shift up in S/Co value observed by Participant 1860 Optitrol Blue lot DM23117 when
testing with the Abbott Alinity i rHTLV-I/ll assay for reagent lot 60107BEOO was a result of
calibrator lot variation. This was also observed for Optitrol Blue DM23204 and reagent lots
62294BEOO and 60108BEOO across the peer group when calibrator lot 61765BEO0 was
reported in use. As communicated by Abbott this is unlikely to be observed in subsequent
calibrator lots.

RECOMMENDATIONS

NRL recommends participants notify NRL QC Services at the introduction of calibrator lot
61765BEOQO.

NRL recommends participants monitor these data using the laboratory limits set by NRL as
provided in EDCNet. These laboratory limits calculations include only data reported to
EDCNet for calibrator lot 61765BEQO.
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NRL recommends participants contact their Abbott representative if they have any questions
or concerns regarding any potential clinical sensitivity implications.

NRL will continue to monitor Abbott Alinity i rHTLV-I/1l assay.

NRL will continue to review Laboratory Limits set in EDCNet for data report under calibration
using calibrator lot 61765BEOO and communicate these to the peer group weekly.

For more information, please contact NRL at gconnect@nrlquality.org.au.
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Figure 1 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating a shift up in

data for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay for reagent

lot 60107BEOO.
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Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00
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Figure 3 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.
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Figure 4 — Peer group data for Optitrol Blue lot DM23117 when tested on the Abbott Alinity i
rHTLV-I/Il assay for reagent lot 60107BEOQO sorted by participants.
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Figure 5 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on the Abbott Alinity i rHTLV-I/ll assay for reagent lot 60107BEOO
sorted by participants.

P G O .l A >
PMM-QC-2025 Page 13 of 62



50352BE0OD
5551 2BEOO
57623BE00
60107BEOO
62293BE0D

2.50

245 -

235 o

2.30 H

sfCo

1.50 |

1.45 |
- = - o= o= o= - = = e R =
BT T R T T T T T T T I T T T T T T T R T T
co8d8o0o0o0g88E88388008E800o08328838800000000000o00003800003 2
I = T T I T R T T T T B T T T T T T i s s B R e T O T T e = B B =
R T N ey
" P88 P PP ESEEE 5555858 REEEFEEESE 5555533333333 353583238g888¢85
L Ll d L ==z diftasdddr s EEEE R TR RS ha A a*TE2 a2 EPongd
[T Ty : Eow o &och o o O L b5 L N -
2542 RSN ES 8 mE82SYEE oS e e A T == R -

Date

Laboratory:NRL : 25 From:01-Jan-2024 to 09-0ct-2024 Assays:Abbott Alinity i tHTLV-JTL Analyte:anti-HTLV-I/TT EQC:0ptitrol Blue EQC Lot Number:DM23117;DM23204;
Test Kit Lot Numbers:60107BE00;

Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 555126E00 @ 57623BE00 60107BE00 - 62293BE00

Figure 6 — Participant 25 Levy Jennings chart grouped by reagent lot illustrating data reported
for Optitrol Blue DM23117 & DM23204 when testing on the Abbott Alinity i rHTLV-I/1l assay.
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Analyte:anti-HTLV-I/I

EQCLotNumber:DM23117;

EQC:Optitrol Blue

Assays:Abbott Alinity i rtHTLV-JT

From:01-Jan-2024 to 03-0ct-2024

Laboratory:NRL : 30

Test Kit Lot Numbers:60107BE00;

Trend: KitLot Number; Test Process: Detection -§§ 601078E00

— QConnect Range:1.50to 2.30

Figure 7 — Participant 30 Levy Jennings chart grouped by reagent lot illustrating data reported

for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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KitControl:Positive

Date
60107BE0D

Assays:Abbaott Alinity i tHTLV-JTL

From:01-Jan-2024 to 10-0ct-2024
Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 555126E00 @ 57623BE00

PMM-QC-2025

Laboratory:NRL : 30

Figure 8- Participant 30 Levy Jennings chart grouped by reagent lot illustrating shift in data for

Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.
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Laboratory:NRL : 58 From:01-Jan-2024 to 09-0ct-2024 Assays:Abbott Alinity i rtHTLV-JT Analyte:anti-HTLV-I/I EQC:Optitrol Blue EQCLotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00 60107BE00
— QConnect Range:1.50to 2.30

Figure 9 — Participant 58 Levy Jennings chart grouped by reagent lot illustrating data reported
for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Date
Laboratory:NRL : 58 From:01-Jan-2024 to 10-0ct-2024 Assays:Abbaott Alinity i tHTLV-JTL KitControl:Positive
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00 60107BE00

Figure 10 — Participant 58 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.
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Laboratory:NRL : 451 From:01-Jan-2024 to 09-Oct-2024 Assays:Abbott Alinity i tHTUV-IT; Analyte:anti-HTLV-IT EQC:Optitrol Blue EQC LotNumber:DM23204;

Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§§- 601078E00 4 66400BE00

— QConnect Range:1.50to 2.30

Figure 11 — Participant 451 Levy Jennings chart grouped by reagent lot illustrating data reported
for Optitrol Blue DM23204 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Date
Laboratory:NRL : 451 From:01-Jan-2024 to 10-Oct-2024 Assays:Abbott Alinity i tHTLV-TT; KitControl:Positve
Trend: KitLot Number; Test Process: Detection -§- 555128E00 -4 601078E00 @ 66400BE0D

Figure 12 — Participant 451 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.
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EQC Lot Number:DM23204;DM24063;

EQC:0ptitral Blue

Analyte:anti-HTLY-1T

Date

66400BEND

Assays:Abbott Alinity i tHTLV-IT;

From:01-Jan-2024 to 09-0ct-2024
Trend: KitLot Number; Test Process: Detection -#§- 555128E00 -4 576238E00 @ 60107BE00

Test Kit Lot Numbers:60107BE00;
PMM-QC-2025

Laboratory:NRL : 1321

Figure 13 — Participant 1321 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23204 and DM24063 when testing on the Abbott Alinity i rHTLV-

I/ll assay.



003340109
00380099

003352945
003840109

003852945
003821555
0038E29L5

003821555

+*

-

4.80
470 +
4.60 -
4.50
440
430 +
4.20 +
4.10 +
400
3.90 +
3.80
3.70 H
3.60 +
3.50
340 H
3.30 4
3.20 H
3.10 H
3.00
2.90
2.80 +
270 +
2.60
2.50

yeoz-dag-oz
yzoz-dag-12
$E02-dag-91
$E0Z-085-21
$Z02-dag-60
pz0z-des-50
$TOZ-bry-1e
$Z0z-B-92
$T0z-bry-cz
$E0Z-BNY-£ 1
$EOZ-by-p ]
$Z0Z-Briv-60
$TOZ-Ory-p0
$Z0Z-INC-0E

$Z0Z-INC-92

bZ0E-INC-22

$Z0Z-INC-81

$202-INC-E1

$Z0Z-INC-01

$Z0E-INC-50

¥Z02-INC-10

bE0Z-UnC-82
$Z02-UN[-92
bE0Z-uUnC-12
$EO0Z-UNL-2 |

$ZOZ-UNC-ET

$Z02-Un[-80
$Z0Z-UNC-E0
PEOT-4EW-0E
$E0Z-AEL-O2
PEOT-AEW-ET
FE0Z-AEL-BT
YEOZ-HEWHT
$E0Z-AEL-B0
PEOZ-HEW-ED
bE0Z-Idy-62
$C0Z-Idy-52
bE0E-Idy-02
pEoz-Idy-91
$E0Z-1dy-TT
$zOz-Idy-90
b202-4d%-10
PEOZ-EW-EZ
FE0Z-1RL-£T
$EOZ-IEW-ET
FE0Z-12L-0T
$EOZ-1EW-£0
FEOZ-IRL-H0
$TOZ-9Pd-62
$20Z-924-52
$Z0Z-974-12
$Z0Z-924-91
PEOZ-A-TT
$Z0Z-924-£0
$TOZ-924-£0
bE0Z-UBL-0E
pzOZ-UEC-52
bEOE-UeC-12
pzOZ-UEC-9T

bOZ-UeC-T1

pzOZ-UEL-90
$Z0Z-UeC-10

Page 22 of 62

KitControl:Positive

Date
66400BE0D

Assays:Abbott Alinity | tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.

Trend: KitLot Number; Test Process: Detection -#§- 555128E00 -4 576238E00 @ 60107BE00

PMM-QC-2025

Laboratory:NRL : 1321

Figure 14 — Participant 1321 Levy Jennings chart grouped by reagent lot illustrating shift in data
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Laboratory:NRL : 1353 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC LotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§§- 576238E00 -4 60107BE00
— QConnect Range:1.50to 2.30

Figure 15 — Participant 1353 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.

P G O .l A >
PMM-QC-2025 Page 23 of 62



=] =] =]
=1 =1 =]
o o o
@ @ @
& & =
] o =)
in = o
in iri B
235
2.
2.25 o
220 +
215
2,10 +
2.05 +
2.00
1.5
S
I__Hl.gﬂf
ul
1.85 +
1.80
175 +
1.70
165 +
1.60 +
1.55 +
1.50
145 +
140 e e
- = - = T o ow o= v o= o o T o = - T T w v o o= ow o= ow T - - = o= -
I T T T T T T T R O o S B R T N T T B T N A N T N o S o S s S SN TS R (N T S B
FHHEE RSB R HEHEE S HEEHHEHEEEHHERERHEfEdHgg 888 Rs
B - T T T T T O O o O o - - - -
Ferllre ez eeiiiIasgaizgazigaigadsadsgddn g
882 a8 258208838208 RARgEE2 TRy agyYrESE=EEAERASSS
Date
Laboratory:NRL : 1380 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC Lot Number:DM23117;DM23204;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -#§- 555128E00 -4 576238E00 @ 60107BE00
Note: Custom Y Axis range used.

Figure 16 — Participant 1380 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 and DM23204 when testing on the Abbott Alinity i rHTLV-
I/ll assay.
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Laboratory:NRL : 1380 From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity | tHTLV-IT; KitControl:Positive
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00 60107BE00

Figure 17 — Participant 1380 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.
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EQC Lot Number:DM23117;DM23204;

EQC:Optitrol Blue

Analytezanti-HTLV-I/TT

Date
55514BE00 M- 56706BE00 W 576236E00 - 60107BE00 -7~ 60108BEND 4~ £2233BE0D

Assays:Abbott Alinity i rHTLV-JT;

From:01-Jan-2024 to 09-0ct-2024
Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 520808E00 @ 55512BE00

Test Kit Lot Numbers:60107BE00;
Note: Custom Y Axis range used.
PMM-QC-2025

Laboratory:NRL : 1428

Figure 18 — Participant 1428 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 and DM23204 when testing on the Abbott Alinity i rHTLV-

I/ll assay.
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KitControl:Positive

Assays:Abbott Alinity | tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024

Laboratory:NRL : 1428

55514BE00 @ 56706BE00 - 576238E00 - 60107BE0D -~ 60108BE00 & 62293BE00

Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 520808E00 @ 55512BE00

Figure 19 — Participant 1428 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/1l assay.
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Laboratory:NRL : 1562 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC LotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§§- 601078E00 -4 62293BE00
— QConnect Range:1.50to 2.30

Figure 20 — Participant 1562 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 520798E00 @ 55512BE00
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Figure 21 — Participant 1562 Levy Jennings chart grouped by reagent lot illustrating shift in data
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Laboratory:NRL : 1689 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC LotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§§- 520798E00 4 576238E00 @ 60107BE00
— QConnect Range:1.50to 2.30

Figure 22 — Participant 1689 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Assays:Abbott Alinity | tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024
Trend: KitLot Number; Test Process: Detection -#§- 503528E00 -4 520798E00 @ 57623BE00

PMM-QC-2025

Laboratory:NRL : 1689

Figure 23 — Participant 1689 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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EQC LotNumber:DM23117;

EQC:Optitrol Blue
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Analytezanti-HTLV-I/TT

Assays:Abbott Alinity i rHTLV-JT;

From:01-Jan-2024 to 09-0ct-2024
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 60107BE00

Test Kit Lot Numbers:60107BE00;
PMM-QC-2025

Laboratory:NRL : 1732
— QConnect Range:1.50to 2.30

Figure 24 — Participant 1732 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Laboratory:NRL : 1732 From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity | tHTLV-IT; KitControl:Positive
Trend: KitLot Number; Test Process: Detection -§§- 493838E00 -4 503526E00 @ 52079BE00 55512BE00 - 60107BE0D

Figure 25 — Participant 1732 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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EQCLotNumber:DM23117;

EQC:0ptitral Blue

Analyte:anti-HTLY-1T
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Assays:Abbott Alinity i tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

PMM-QC-2025

Laboratory:NRL : 1748
— QConnect Range:1.50to 2.30

Figure 26 — Participant 1748 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

Figure 27 — Participant 1748 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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Trend: KitLot Number; Test Process: Detection -#§- 555128E00 -4 576238E00 @ 60107BE00

— QConnect Range:1.50to 2.30

Figure 28 — Participant 1750 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Assays:Abbott Alinity | tHTLV-IT;

2024

From:01-Jan-2024 to 10-Oct-:

Participant 1750 Levy Jennings chart grouped by reagent lot illustrating shift in data

itive Kit Control when testing on the Abbott Alinity i rHTLV-I/Il assay.

Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 520798E00 @ 55512BE00
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Laboratory:NRL : 1750
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Laboratory:NRL : 1753 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC LotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00 60107BE00
— QConnect Range:1.50to 2.30

Figure 30 — Participant 1753 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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KitControl:Positive

Assays:Abbott Alinity | tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024

Laboratory:NRL : 1753

60107BEND

Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

Figure 31 — Participant 1753 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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EQCLotNumber:DM23117;

EQC:0ptitral Blue

Analyte:anti-HTLY-1T

Assays:Abbott Alinity i tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024

Laboratory:NRL : 1860

60107BEND

Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

— QConnect Range:1.50to 2.30

Figure 32 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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KitControl:Positive
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60107BE0D

Assays:Abbott Alinity | tHTLV-IT;

ct-2024

From:01-Jan-2024 to 10-0
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

Laboratory:NRL : 1860

PMM-QC-2025

Figure 33 — Participant 1860 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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Laboratory:NRL : 1870 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC LotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;

Trend: KitLot Number; Test Process: Detection -§§- 576238E00 -4 60107BE00

— QConnect Range:1.50to 2.30

Figure 34 — Participant 1870 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Laboratory:NRL : 1870 From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity | tHTLV-IT; KitControl:Positive
Trend: KitLot Number; Test Process: Detection -§- 503528E00 -4 555126E00 @ 57623BE00 60107BE00

Figure 35 — Participant 1870 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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Laboratory:NRL : 1891 From:01-]an-2024 to 09-Oct-2024 Assays:Abbott Alinity i rHTLV-JT; Analytezanti-HTLV-I/TT EQC:Optitrol Blue EQC LotNumber:DM23117;
Test Kit Lot Numbers:60107BE00;
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00 60107BE00 - 66400BE0D
— QConnect Range:1.50to 2.30

Figure 36 — Participant 1891 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Laboratory:NRL : 1851 From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity | tHTLV-IT; KitControl:Positive
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00 60107BE00 - 66400BE0D

Figure 37 — Participant 1891 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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EQC LotNumber:DM23117;

EQC:Optitrol Blue

Analytezanti-HTLV-I/TT

Date
60107BE00 M- 62293BE00

Assays:Abbott Alinity i rHTLV-JT;

From:01-Jan-2024 to 09-0ct-2024
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

Test Kit Lot Numbers:60107BE00;

Laboratory:NRL : 1892

PMM-QC-2025

— QConnect Range:1.50to 2.30

Figure 38 — Participant 1892 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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EQC:0ptitral Blue

Assays:Abbott Alinity i tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024

Laboratory:NRL : 1747

62294BE00 @ 64127BED0

Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 60108BE00

— QConnect Range:1.50to 2.30

Figure 40 — Participant 1747 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 60108BE00

PMM-QC-2025

Laboratory:NRL : 1747

Figure 41 — Participant 1747 Levy Jennings chart grouped by reagent lot illustrating shift in data
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EQCLotNumber:DM23117;

EQC:0ptitral Blue
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60108BE00 @ 62294BED0

Assays:Abbott Alinity i tHTLV-IT;

From:01-Jan-2024 to 10-0ct-2024
Trend: KitLot Number; Test Process: Detection -§- 520798E00 -4 555126E00 @ 57623BE00

PMM-QC-2025

Laboratory:NRL : 1345
— QConnect Range:1.50to 2.30

Figure 42 — Participant 1945 Levy Jennings chart grouped by reagent lot illustrating data

reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Figure 43 — Participant 1945 Levy Jennings chart grouped by reagent lot illustrating shift in data
for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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« Figure 44 — Participant 1744 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Figure 45 — Participant 1744 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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Figure 46 — Participant 1566 Levy Jennings chart grouped by reagent lot illustrating data
reported for Optitrol Blue DM23117 when testing on the Abbott Alinity i rHTLV-I/Il assay.
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Figure 47 — Participant 1566 Levy Jennings chart grouped by reagent lot illustrating shift in data

for Posititive Kit Control when testing on the Abbott Alinity i rHTLV-1/1l assay.
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Test Kit Lot Number

Laboratony: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity i Ant-HOY T; Analyte:anti-HOV EQC:0ptitrol Blue

EQC Lot Number:DM23117;0M23204; DM24063;

Laboratories:NRL : 8;NRL = 17;NRL : 30; NRL = 40;NRL : 51;NRL : 58;NRL : 83;NRL : 129;NRL : 148;NRL : 363;NRL : 366;NRL : 368;NRL : 371;NRL : 376;NRL : 377;NRL : 385;NRL : 451;NRL : 809;NRL : 810;NRL : 811;NRL :
‘Warning: Previous legenditem might be truncated

Figure 48 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott Alinity i Anti-HCV |l assay sorted by reagent lots.
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Laboratony: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity i HBsAg Qualitative TG Analyte:HBstg EQC:Optitrol Blue
EQC Lot Number:DM23117;0M23204; DM24063;
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‘Warning: Previous legenditem might be truncated

Figure 49 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott Alinity i HBsAg Qualitative Il assay sorted by reagent lots.
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Test Kit Lot Number

Laboratony: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-]an-2024 to 10-Oct-2024 Assays:Abbott Alinity | HIV Ag/Ab Combo; Analyte:HIV p24 Ag/Anti-HIV

EQC:Optitral Blue EQC Lot Number:DM23117;0M23204;DM24063;

Laboratories:NRL : 8;NRL = 17;NRL : 30; NRL = 40;NRL = 51;NRL : 58;NRL : 83;NRL : 129;NRL : 148;NRL : 275;NRL : 363;NRL : 366;NRL : 368;NRL : 371;NRL : 376;NRL : 377;NRL : 385;NRL : 451;NRL : 809;NRL : 810;NRL :
‘Warning: Previous legenditem might be truncated

Test Kit Lot Numbers:51703BE00;51728BE00;5263 1BE0N; 53143BE00;53719BE00;54539BE00;55032BE00; 5637 1BE00; 56397BEN0;56706BE00;56718BEND; 56719BE00;57243BE00;57317BE00;57330BE00;57450BE00; 576638
‘Warning: Previous legenditem might be truncated

Figure 50 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott Alinity i HIV Ag/Ab Combo assay sorted by reagent lots.
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Laboratony: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-Jan-2024 to 10-0ct-2024 Assays:Abbaott Alinity | Syphilis TR EQC:0ptitral Blue
EQC Lot Number:DM23117;0M23204; DM24063;
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‘Warning: Previous legenditem might be truncated

Figure 51 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott Alinity i Syphilis TP assay sorted by reagent lots.
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Laboratory: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity i Anti-HBc T; Analyte:anti-HBc IgG EQC:0ptitrol Blue
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Figure 52 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott Alinity i Anti-HBc 1l assay sorted by reagent lots.
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Laboratory: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott Alinity s Anti-HTLY IT; Analyte:anti-HTLV-1T EQC:Optitrol Blue
EQCLot Number:DM23117;DM23204;

Figure 53 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott Alinity s Anti-HTLV I/ll assay sorted by reagent lots.
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Test Kit Lot Number
Laboratory: Laboratory:All Laboratories Grouped by:Test Kit Lot Number From:01-Jan-2024 to 10-0ct-2024 Assays:Abbott ARCHITECT rHTLV-IT; Analyte:anti-HTLY-1T EQC:Optitrol Blue
EQC Lot Number:DM23117;DM23204;

Figure 54 — Peer group data for Optitrol Blue lot DM23117 and related production lots, DM23204
and DM24063 when tested on Abbott ARCHITECT rHTLV-I/ll assay sorted by reagent lots.
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