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INTRODUCTION

During monthly review of EDCNet data, an increase in variation was observed for Optitrol Blue
lots DM22009 and DM22121 on the Abbott Alinity s Anti-HTLV I/l assay. Feedback provided
by DiaMex, confirmed new HTLV stock material was used in the manufacturing of Optitrol Blue
lots DM22009 & DM21121.

This investigation reviewed data reported to EDCNet for Optitrol Blue lots DM22009 and
DM22121 reported for the Abbott Alinity s Anti-HTLV I/Il assay and the Abbott Alinity i, Abbott
Architect and DiaSorin Liaison platforms to establish if this variation was observed across any
other platform.

FINDINGS

Below are the full listing of charts included in the investigation:

e Figure 1 — Participant 1 data for Abbott Alinity s Anti-HTLV /1l assay, Optitrol Blue
DM21187, DM22009, and DM22121, by instrument.

e Figure 2 — Participant 3 data for Abbott Alinity s Anti-HTLV /1l assay, Optitrol Blue
DM21187 and DM22009, by instrument.

e Figure 3 — Participant 5 data for Abbott Alinity s Anti-HTLV /1l assay, Optitrol Blue
DM21187, DM22009, and DM22121, by instrument.

o Figure 4 — Participant 11 data for Abbott Alinity s Anti-HTLV /1l assay, Optitrol Blue
DM21187, DM22009, and DM22121, by instrument.

DISCUSSION

All participant data reported to EDCNet for assays testing Optitrol Blue DM22009 and
DM22121 on the Abbott Alinity s platform were investigated to establish whether there was
any evidence of trends or patterns across the peer group. All other peer groups reporting data
for Optitrol Blue DM22009 and DM22121 were also investigated to establish if the increased
variation was observed on other platforms.

Figures 1 — 4 show data from Participants 1, 3, 5 and 11 for Optitrol Blue DM22187, DM22009
and DM22121 when tested on the Abbott Alinity s Anti-HTLV I/ll assay. An increase in
variation was observed for all four Participants when testing with Optitrol Blue DM22009,
compared to data obtained on the previous Optitrol Blue lot in use, DM21187. Several reagent
lots (RL), including 41573BEOO, 43337BEO0 and 44094BEO0O, were used across all
Participants and for multiple Optitrol Blue lot numbers. A large increase in variation was
observed for RL 41573BEOO for Participants 3 and 5, and for RL 44094BEOQO for Participants
1 and 11, when comparing the performance of Optitrol Blue DM21187 to DM22009. This
suggests the increase in variation was not caused by reagent lot variation. A shift up in S/Co
and a decrease in unexpected variation was observed with the introduction of Optitrol Blue
DM22121.
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Data was reviewed on EDCNet for Participants 1, 3, 5 and 11 testing with Optitrol Blue
DM22187, DM22009 and DM22121 on the Abbott Alinity s Anti-HCV, Abbott Alinity s HIV
Ag/Ab Combo and Abbott Alinity s Syphilis assays. No significant changes were observed
across the peer group for these assays.

Participant data reported for Optitrol Blue DM22009 and DM22121 on the Abbott Alinity i
rHTLV-I/Il 1 and Abbott ARCHITECT rHTLV-I/Il assays were reviewed to establish if the
variation noted on the Abbott Alinity s was observed on any other platforms. The increased
variation observed for Optitrol Blue lots DM22009 and DM22121 on Abbott Alinity s Anti-HTLV
I/l assay were not observed to the same degree for the Abbott Alinity i and Abbott
ARCHITECT platforms.

RECOMMENDATIONS

NRL contacted DiaMex to discuss the increased variation on the Abbott Alinity s Anti-HTLV
I/ll assay observed for Optitrol Blue lots DM22009 and DM22121 that had been manufactured
with new HTLV stock material. Increased variation was consistent across the usage of Optitrol
Blue lots DM22009 and DM22121 for the Abbott Alinity s Anti-HTLV I/l assay.

NRL recommended and DiaMex agreed to manufacture subsequent lots of Optitrol Blue at an
adjusted concentration aimed to replicate data reported for lots prior to the introduction of the
new HTLV stock material. Data for new lots of Optitrol Blue (manufactured at the new
concentration), DM23017 onwards show little / no unexpected variation, with data consistent
and within QConnect Ranges for all data reported to EDCNet.
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Date
Laboratory:MNRL: 1 From:01-0ct-2022 to 14-Nov-2023 Assays:Abbott Alinity s Anti-HTLY JIL Analyte:anti-HTLV-LI EQC:Optitrol Blue EQC Lot Number:DM21187;DM22009;DM22121;

Trend: KitLot Number; Test Process: Detection -§§ 37161BE00 -4~ 415738E00 - 43337BE00 44094BE00 -4 461818E00 - 401898E00 -l 492828E00

Figure 1 — Participant 1 data for Abbott Alinity s Anti-HTLV I/ll assay, Optitrol Blue DM21187,
DM22009, and DM22121, by instrument.
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Laboratory:NRL : 3 From:01-Oct-2022 to 14-Nov-2023 Assays:Abbott Alinity s Anti-HTLV JIT; Analyte:anti-HTLV-I/I EQC:Optitrol Blue EQC Lot Number:DM21187;DM22009;

Trend: KitLot Number; Test Process: Detection -$§ 34144BE00 - 371615E00 -# 41573BEQ0 43337BE00 M- 440948E00 - 461728E00 - 46173BE00

Figure 2 — Participant 3 data for Abbott Alinity s Anti-HTLV I/l assay, Optitrol Blue DM21187 and
DM22009, by instrument.
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Laboratory:NRL : 5 From:01-Oct-2022 to 14-Nov-2023 Assays:Abbott Alinity s Anti-HTLV JIT; Analyte:anti-HTLV-I/I EQC:Optitrol Blue EQC Lot Number:DM21187;DM22009;DM22121;
Trend: KitLot Number; Test Process: Detection -$§ 41573BE00 - 433375E00 -# 44094BEQ0 45161BE00 M- 491895E00 - 49282BE00

Figure 3 — Participant 5 data for Abbott Alinity s Anti-HTLV I/ll assay, Optitrol Blue DM21187,
DM22009, and DM22121, by instrument.
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LaboratoryzNRL : 11 From:01-Oct-2022 to 14-Nov-2023 Assays:Abbott Alinity s Anti-HTLV III; Analyte:anti-HTLV-I/I EQC:Optitrol Blue EQC Lot Number:DM21187;DM22009;DM22121;
Trend: KitLot Number; Test Process: Detection -$§ 37161BE00 - 41573BE00 -#- 43298BEQ0 43337BE00 @ 440948E00 - 261738E00 - 46181BE00 -7~ 49282BE0D

Figure 4 — Participant 11 data for Abbott Alinity s Anti-HTLV I/1l assay, Optitrol Blue DM21187,
DM22009, and DM22121, by instrument.
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