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Case Background

Issues :

» Customer complains about RF parameter that our RF parameter is not working well & reporting high values

randomly.
» When rerun the parameter, values are coming normal.

> lIssues escalated

RE PREVIGUS ay Test Report
Test Report
First Name: Last Name:
First Name:  AKBAR Last Name: X Sex: Age:
S M Age: 36Year Patient ID: Sample ID: 1
PatientID: 14187814 Sample ID: 242096571 Department: Physician:
Department: Physician: ~ SampType:  Serum Bar Code: akbar
Samp Type Others Bar Code: 242096571 | Diagnosis: Gomment:
o Comment:
No. TestName est = e = i » No. Test Name Tests Result Unit Flag Ref Range
1 RF Rheumatoid Factor 135.35 1U/mL i) RF Rheumatoid Factor 1243 1U/mL
First run result 135.35 IlU/mL Rerun value 12.43 IU/mL
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‘ Case Background

Customer details:

» One of the largest testing laboratory in eastern part of India having more than 25 collection centres.
Daily sample load is approx. 2000 tubes.
Already user of Roche Cobas 6000 & Mindray BS-380, 2units last 5years.
» We have installed two units of BS-600M (two units) through our national channel partner to meet customer

demand with increasing sample load (reduce TAT) & match result quality against competitor.
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‘ Case Ideas

Observations :

» Issue happening randomly only with RF Il parameter.

» Results are always high with 15t run & normal in 2" run.

» Checked the samples but sample quality is fine. w owver [CRERRRY & coe

Test Name Curve Trends

» Checked maintenance, found ok.

» Checked calibration of the parameter. " i

v Thil-D I p—

» Checked reaction curve of the reported results. oo
Some thing is not ok.

AST

Return Reac.Curve Set Current Recalculated
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Flag

Edit Results

Calibrator

RF CAL-S1

RF CAL-§2

RF CAL-S3

RF CAL-54

RF CAL-S5

Cal Lot No

147023008

147023008

147023008

147023008

147023008

Parameter

Value

298 5571

142644

0.0404

0.0016

655.1675

13.2535

0.0809

0.0004

1306.9490

7.2806

-0.0052

0.0000
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Case Solution

Troubleshooting :

B+ SOrders g8 Currel @ History £\ Abnorm & Status
Sample List/Result
G d Details
OO Sample ID/Bar
Cade Result Details Test Name:RF Il

252652007/25265
2007

Reaction Curve

reaction
graphof | ..

- Response: 4973 Absorbance
a Ig Dilute 2851
Finish T 16-06-2025 22.2217 2600
samp le
2098

1847
¢ s s
_— « s s s 0 0

Sample List/Result
Details
Sample ID/Bar
Code
. 242090926/24209
oo Statistic 0926
Result 38999
Unit. U/mlL

Response: 2653.2
Dilute

FinishT:  06-11-2024 21:35:48

Sample Blank

@ PriWave Sec Wave @ Pni-Sec

Pri Wave

Sec Wave

e s o *t*? @ PrisSe

H e 0 s "
s |, #  Manual
.
1094
843
592
an
0 5 10 15 20 % 30
Period
Sample List/Result Sample List/Result
Details Details
Sample ID/Bar
Code Result Details Test Name:RF Il gzz;p‘e 1D/Bar
242088557/24208
~ 8557 . 3:5390798/24209
Reaction Curve ~
Result 199.76
Result: 208.72
Unit W/mL Sample Blank | Reac Curve | R Data
Unit: U/mL
Response: 19962 Absorbance ® PriWave Sec Wave ® Pri-Sec Response: 20436
Dilute 189 PR Pri Wave Dilute
FinishT: 06-11-2024 190415 2988 R LI
2787 Sec Wave Finish T 06-11-2024 20:38:45
2586
Abnormal 1 e
Abnormal 2
1983 o Manual Adjust
1782
1581 -
1380 P I R
ngl t e
0 5 10 15 20 25 30
Period
Flags ~
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Result Details

Reaction Curve

Absorbance
215

3933

3591

3249

2907

2565

223

1881

1539

97| & o

855

Test Name:RF ||

@ PriWave

Sec Wave

Sample Blank R.Data

® Pri-Sec

Pri Wave

Sec Wave

Pri-Sec

o Manual Adjust

Flags

Result Details

Reaction Curve

Absorbance
381
3254
2997
2740
2483
2226
1969
172
1455

1198 ..

941

Test Name:RF ||

20

® Priwave

Sec Wave

Period

Sample Blank R.Data

® Pri-Sec

Pri Wave
Sec Wave
Pri-Sec

o Manual Adjust

Flags

Period
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‘ Case Solution

Tests/Test View and Setup/CREAT MEDICON © Seum
Analysis Para Check Para Cal Para
Veasurir
4 CREAT MEDICON
roubleshooting : b
. .
toa i 2 ec Wave Onboa
Fixed-time Positive 505nm 5700m 14

reEST

» What cause sudden jump of reaction graph after the addition of R2? O RE  ©

Analysis Para Check Para. Cal Para.

wing My
TOTAL BILE

» Carryover? From where?

Fixed-time Positive 412nm ]

Tests/Test View and Setup/RF 11 O seum

» Customer using two open channel for Creatinine- Jaffe & Total bile acid e o e

A1

» Checked both the open parameters. | :

Rheumatoid Factor

14 16 2 a
WF
Creatinine- Jaffe: PW 505 & SW 570; Total bile acid: PW 412 & RF Il: PW 340 :
. Vi . . o
s
om
s 25 100
» Check in sampl It vi [ finish tim
Checked test sequence In sample result view screen accordlng to finish time
Sample List © View Samples View Tests View Archived Samples O Order Time:06-11-2024 0:00,12-11-2024 23:59; X ¥ Filter Sample List © View Samples View Tests View Archived Samples ¢ Order Time:06-11-2024 0:00,06-11-2024 23:59; X V Filter
Sample E
Type:  SamplelD * Bar Code * Position * g‘l‘a’;‘fs'e ¢ FinishT. Host * Test * Result Dilute Flag unit & Type:  SampleiD : Bar Code : Position = Statie © | FinishT.: Host + Test © Result Dilute Flag @
Rou 242090848 N0022-1 Complete 06-11-2024 2036 Y RFII 208.72 W/mL Rou 242090848 N0022-1 Complete 06-11-2024 20:36 Y T 155.8 CALEX
Rou 242090810 242090810 N0022-2 Complete 06-11-202420:36 M Rou 242090810 242090810 N0022-2 Complete  06-11-2024 20:36 Y 6 156.5 SLP
Aou. 242000656 242090656 NOO22-4 Complete 06-11-202420.36 ¥ Rou 242090656 242090656 N0022-4 Complete  06-11-2024 20:36 ¥ T-bil-D 1l 014 sLP
fou —— S—— —— Complete 05-11-2024 20:36 v Rou 242089355 242089355 N0022-5 Complete  06-11-2024 20:36 Y D-bil-D Il on
. 42089383 J42089583 - Complet 0611202470 36 Y Rou 242089383 242089383 N0022-6 Complete  06-11-2024 20:36 Y ALT 183 sLP
ou - omplete -11-
. 242050426 242050428 - comnl 051120242036 v Rou 242090428 242090428 N0022-7 Complete  06-11-2024 20:36 Y AST 196 s
ou. - omplete -11-
Rou 242090642 242090642 N0022-8 Complete  06-11-2024 20:37 ¥ ALP 65.8 CAL EX
Rou.. 242090642 242090642 N0022-8 Complete 06-11-2024 20:37 Y
Rou 242089382 242089382 N0022-9 Complete  06-11-2024 20:37 Y ™ 693 SLP
Rou 242089382 242089382 N0022-9 Complete 06-11-2024 20:37 ¥
Rou 242090614 242090614 N0022-10 Complete  06-11-2024 20:37 Y ALBII 43
Rou 242090614 242090614 N0022-10 Complete 06-11-2024 20:37 ¥
' Rou 242000343 242090343 N0027-1 Complete  06-11-202420:38 N CRPII <2.00 <
Rou. 242090343 242090343 N0027-1 Complete 06-11-2024 20:38 N i
FaISer hlgh RF Rou 242090798 242090798 N0027-2 Complete 06-11-2024 20:38 Y AST/ALT 1
Rou. 242090798 242090798 N0027-2 Complete 06-11-2024 20:38 ¥ | .
resu It from th IS Rou 242090845 242090845 N0020-1 Complete 06-11-2024 20:41 Y 1BIL-D 0.03
Rou 242090845 242090845 N0020-1 Complete 06-11-2024 20:41 ¥
sam p I e I Rou 242089371 242089371 N0020-3 Complete  06-11-2024 20:41 Y CREAT MEDICON 087 REXpSLP
Rou 242089371 242089371 N0020-3 Complete 06-11-2024 20:41 ¥

1 samples selected

Last test of previous sample
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. Case Solution

Conformed carryover effect from Creatinine- Jaffe (open channel parameter)

CREAT MEDIC. R2 RF I DB 1 Y

New carryover pair applied for RF Il parameter & kept under observation for few days.
After two days customer complained that few other parameters (MLB, CRP II, ASO II) results also not ok.
Advised to apply carryover for those parameters similarly like RF 1.

Again, customer suspected & complained about other routine parameters also not ok.

Visited at customer site checked few results & found similar effect coming from Creatinine- Jaffe para.

Forced special wash

Final solution: Mindray CREA (SOX)

CREAT

(After a long discussion with doctor-
Biochemist & owner of laboratory.)
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‘ Case Summary

Conclusion :

» CARRYOVER definition: Something that comes from or continues from an earlier period

Probe position

Singl t The tubes are creased
ngle reagen | Wash flow -

1 Bacteriain tubes
Probe reagentand T T Low maintenance frequency

[ sample probe Position error

| Wash solution & —————
—— Third-party wash solution

Auto

Wash — L, -, N
Cuvette

i Cuvettes

Dual | { Unqualified water quality
reagent Carryover
9 B ' High test load
Failure Analysis | .
| Mixer Mixer scratches and residue
Sample \ /| ° : :
Probe R1 é?:bzle mixepr Probe R2 Reagent Wash | | Wash flow, Instrument Maintenance, Wash solution

Wash contaminated carryover carryover  contaminated Mixer Station/Cu
Station/Cuvettes CArTyover | ttes ~ Wash flow

uvette InstrumentMamtenance
Wash station - Wash probe is clogged

Wolatnhzatmn contam|nat|0n | Reagent carousel

Carryover is a tough situation to identify, proof, convince & solve.
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Thanks!
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