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Case Background

Require:

® Customer use HCG reagent lot carepuana T T e e .

ALL

230201 (exp. Date 27.03.2024) AL

22122023 -|Wj22.12:2023

on CL-1200i; . T ot T

TSH. 230501 041626 4PLC OTkanusp.

. S EEA 221005 004924 lapie | OTkanu6p.

® (Calibrate current lot of reagent  —(— i e
T 1 221101 51295 4PLC OTKanu6p.

with new lot of calibrator (lot a0 |ssoeon o0ssss oneanup.

N 230101 00260 4PLC OTkanu6p.

number 230901, expiration date S— e —

otal B 230201 e 001286 k SLO,DEV 4PLC C6oe. kan. i
6.10.2024, open 1.02.2024); - , \/J ,

® Calibration failure with flag SLO,
DEV
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Case Ideas

Follow :

® Ask about any problem with other tests;

® Ask about system errors and performance system check;

® Ask about procedure of calibrator and reagent

maintenance, like time of warming ets: P e O 2.
Calibratori B HCG Totale
® Ask calibration results s o Totse N
Kannopnopuoﬁuwmpxr‘l 5
. pegwiowall | | T THS
® Ask QC results for this test; o 2023090111 O 2024-10:06 |

J

—

Total B Human Chorionic Gonadotropin

(CLIA) Total B HCG
100 tests
Ra: 6.6 mL, Rb: 6.3 mL
Rc: 9.8 mL
LOT| 2023020111 Jf &=
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‘ Case Ideas

Calibration results :

® RLU of calibrators C1 and C2 significantly decreased from target

Ceplspea | 001285
Matwogens 4PLC Cocrxang [CGoes ran. Roraxan, 08022024 16:48:13 | - - , - . _ ;
, _ . Calibrator | Cal point h.n‘l:EﬂESﬂE.lm
Yoosews  Kowu OCE ®nar Ne np.cySerp. fg;',;m Rara/spem.xan 5 ]
co 0 3981.159 20230803 07707 08.02.2024 15:42:13 A . :'_ Rea g ent CcO 4236
o 0 40011211 20230803 07707 oe:ozl.zou 15;2;3 | Lot230201 = R
c 54.16 103517.783 20230803 07707 08.02.2024 15:43:13 ! c2 13082306 a
:c1 54.16 104780.999 20230903 07707 08.02.2024 15:43:33 = : H ; CD 43 Dg |:
c2 4541.98 8597224.057 20230803 07707 08.02.2024 15:43:53 = eaden I
= c2 454198 8458024,581 20230003 07707 08.02.2024 15:44:13 E |'_ Lot230501 C1 222879
b C2 14981741
1_V_J o
I it (it ) (i (i |
©2021 Y IEREPETBFROERATRITE

mindrayibii



‘ Case Ideas

QC results :

M

® QC results display trend to decrease results of rests;

® There is last reagent bottle if this lot at customer laboratory

[ L“_l Neew-DreHHnHre ] Twin-Plot ] Pes-Tol T Ceogya T Hacrp. T Kontpons \|
< Kome
Mporp X, | Total BHCG v [ oxasYanpes i xon.d o
o [ara KK |01.12.2023 _] ’09.02.2024 J Eamner. Cywmuap, SD]
Kewtpone1 | RH CTRL L 230301 v, Dara npor- Cymuap. CV%:
Kowtpone2 [RH CTRLH 230301 v Koumenr: Cymuap. wcno:
) Komrpons3 | v Ne napr Cep.He pear:]
Pearext
@
| e ——
L
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‘ Case Ideas

Case analysis: Case ideas:
® No problem with other tests; ® CAL Failure with SLO and DEV flag, which means
® System status of analyzer is ok: no error message, no alar@spEV: “Calibrator RLU deviation out of range. Check
® Effect check is ok; failed”
® Expiration date of reagent is Ok; ® SLO:“Calibration slope check failed”
® QC results display trend to decrease results of rests; ® First suspect the reagent problem
® (alibration RLU decrease;
® Consumables status is Ok;
More than one
® QClotis the same, do not change; S
® |ast reagen.t bottle of this lot 1 =
on customer side il |

|
Improper Unstable Repeatabilit Probe Dispersion Tubing
operation calibrator y problem aspiration disc problem contamination
problem or consumable

problem

!—‘—\

Wash Substrate
buffer — '
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Case Solution

Take new reagents :

® Customer use new fresh lot of reagents and re-calibrate with the same lot of calibrator;

® (Calibration successfully complete;

Cephspea [oousi
Marasogem [FPLC Coctxanus [OTami6p. [lara kan, 06.02.2024 19:15:64 o
Na napt 30801 !:
Yposens  Komy ocE  one Nenpreysew. SN nispemian ::
2 co 0 3975.314 20230003 07707 06.02.2024 19:13:54 P =
= co 0 4118146 20230903 07707 08.02.2024 19:14:14 T l:i’ o IR} | [ 11 = 1]
co 0 4066.381 20230903 or70T 06.02.2024 19:14:34 ):3; 1 HCG C Etﬂlﬂg
j ° i st SaE At A S — [ 2 | Calibrator | Cal point [Lot20230901
o c1 5473 163074.041 20230003 07707 06.02.202419:15:14 e —
= c2 451655 10776915.751 20230903 07707 06.02.2024 19:15:34 - l{}_ REﬂgEﬂt CD 4236
= c2 451555 11214646.062 20230003 07707 06.02.2024 19:15:54 ‘ — I]__ Lot230201 1 181706
N 12 C2 13082306
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‘ Case Solution

QC results display more convenient results:

C0020O
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‘ Case Summary

Result:
® Customer successfully calibrate test;
® Pay attention to reagent maintanance. Reasons to decrease RLU could be:
® Out of reagent expiration date
® Out of on-board stability reagent
® Repeatedly put on and off reagent of analyzer could lead to reagent deterioration

® Reagent storage should be in appropriate temperature (+2+8)
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