Field Safety Notice
SBN-CPS§-2017-012

CPS / Serum Work Area
Version 1
05-Ju1-2017

Mixed-up sample results in immunochemistry

modules

Product Name / Device
Identifier

MODULAR ANALYTICS <E170> (GMMI 03617505001)
MODULAR ANALYTICS EVO <E170> (GMMI 04998642001)
cobas e 601 module (GMMI 04745922001)

cobas e 602 module (GMMI 05990378001)

Product Description

MODULAR ANALYTICS <E170> (GMMI 03617505001)
MODULAR ANALYTICS EVO <E170> (GMMI 04998642001)
cobas e 601 module (GMMI 04745922001)

cobas e 602 module (GMMI 05990378001)

Production Identifier
(Lot No./Serial No.)

Not applicable

SW Version

All SW versions

Type of Action

Field Safety Corrective Action (FSCA)

Dear Valued Customer,

Description of Situation
Due to a software limitation, sample mismatch may occur in the immunochemistry modules (cobas e 602, cobas

e 601 and E170 modules). All of the clinical chemistry modules (cobas c 501, cobas c 502, cobas c 701 and

cobas ¢ 702 modules, P 800) are not affected by this software limitation.

The sample mismatch occurs when the following conditions are simultaneously met:

o The “Module Rack Buffer setting” #"1" - Two or more sample racks stay in the idling/processing line
(L-Line) consecutively during operation.

e One rack (Rack A) is undergoing sampling and the following rack (Rack B) is waiting for its turn.
e The Gripper (T/V Carrier) fails to pick up the last vessel (cup) on Rack A. Consequently, the test
measurement of the cup that failed to be picked up is canceled and the warning "Tip/Cup pick up

error” (Caution Level) is issued.

e Sample position 1 of the following rack (Rack B) is empty or has no test order for the immunochemistry

module.
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When all of the above mentioned conditions are met, the sample orders in Rack B are mixed up in the following
way:

e Test (or tests) requested for the sample in the 2" rack position will be run with the sample in the 1%
position.

e After sample in 4" rack position is processed (with the test order requested for the sample in the 5th
position), the rack is moved to the L-line’s rack output position. At this time, the module will recognize
(through a no signal from the rack position sensor) the wrong rack position and issue the Sampling Stop
alarm “Abnormal L2-Line Movement”. With this alarm, no further samples will be pipetted but the
measurement for the samples already in process/pipetted (before the alarm occurred) will be completed.

The detection of the software limitation and the sample results mismatch is by the generation of two alarms within
a few minutes of each other:
1. “Tip/Cup pick up error” (Caution Level)
Alarm code for cobas 8000 is 301-000002 or 301-000015
Alarm code for cobas 6000 and MODULAR ANALYTICS is 301-0002 or 301-0015
2. “Abnormal L2-line Movement” (S.Stop Level)
Alarm code for cobas 8000 is 104-000005
Alarm code for cobas 6000 and MODULAR ANALYTICS is 104-0005

Risk Assessment

Frequency of Occurrence
The failure has been reported one time out of 17982 modules (Installed capacity base year end 2016) installations.

Detectability
The failure may happen if the two alarms below occur within a few minutes:

- Tip/Cup pick up error (Caution Level)
- Abnormal L2-line Movement (S.Stop Level)

Severity (HHE Summary)

The issue described above can lead to result mismatch (wrong test order and wrong result reporting). All tests that
are run on the affected systems are potentially affected whereas the extent of the bias cannot be predicted. Both
erroneous increased/positive and decreased/negative results are possible. From a medical point of view, the most
relevant immediate impact is related to results which are triggering directly medical therapy such as cardiac
markers. Also, in case of false negative results for infectious diseases a spread of infection cannot be excluded.
Considering the poor detectability of the issue and unknown extent of erroneous results, relevant medical risk
cannot be entirely excluded.
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Actions taken by Roche Diagnostics

The root cause has been clearly identified and a new software version fixing that issue will be released by
November 2017. The new software version will be installed as a mandatory update to the system.

Actions to be taken by the customer
Until the new software version is available, you must change the “Module Rack Buffer setting” to 1. The
change in setting
e Is only required for the immunochemistry modules (cobas e 602, cobas e 601 and E170 modules) and
e Will ensure that only one rack will go in the idling/processing line (L-Line)
e May impact the throughput of the system. The impact is dependent on the configuration and workload of
the system.
Please see
e Attachment A for the step by step instructions for e602 module
e Attachment B for the step by step instructions for e601 moodule
e Attachment C for the step by step instructions for E170 modules.

Should the lab encounter the two alarms, “Abnormal L2-line Movement” (S.Stop Level) and “Tip/Cup pick up
error”, within a few minutes of each other before the change in the “Module Rack Buffer setting”, please do
the following steps:

1) Collect the remaining racks in the system.
For Standalone systems:
a) Wait until system status turns to Stand-By.
b) Perform “Reset or Rack Reset” to collect racks to Unloader.

For Lab automation connected systems:

a) Stop sending racks from the lab automation, then wait until all results are out.
b) Press “Stop” button to make system status turns to Stand-By.

c) Perform “Reset or Rack Reset” to collect racks to Unloader.

2) Locate the rack and mismatched samples
a) See Attachment 1 “How to identify and deal with potential mixed sample results on cobas e602”
b) See Attachment 2 “How to identify and deal with potential mixed sample results on cobas e601”
c) See Attachment 3 “How to identify and deal with potential mixed sample results on E170”

3) Delete sample results that were identified as mismatched from Workplace > Data Review screen.

4) Run measurements for the identified samples again.
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Communication of this Field Safety Notice

This notice must be passed on to all those who need to be aware within your organization or to any other
organization/individual where the potentially affected devices have been distributed/supplied. Please pass on this
notice to the Chairman Medical Board and Head of Department as well, as required by HSA.
Please maintain awareness of this notice and resulting action for an appropriate period to ensure
the effectiveness of the corrective action

We apologize for any inconvenience this may cause and thank you for your understanding and support.

Sincerely,

Roche Diagnostics Asia Pacific Pte Ltd
Email: sg.regulatory@roche.com

Roche Diagnostics 8 Kallang Avenue Tel. +65 - 6272 7500
Asia Pacific Pte Ltd #10-01/09 Aperia Tower 1 Fax +65 - 6371 6633
Singapore 339509 m



ATTACHMENT A

€602 Module Rack Buffer Setting

This screen can be accessed by an operator with administrator level password only.

Step 1: Select Utility > System Configuration > Module Configuration

2017/06/28 16:51

|
Workplace ‘ Reagent ‘ Calibration ‘ Qc “ Utility ” I Overview |
} |
| ) - f " Stop
System ‘ Maintenance ‘ Application ‘ ‘Special Wash System Configuration
=0
Logoff
Test Assignment > ‘ ‘ Module Settings > ‘ ‘ Clas Settings > ‘

l Module Configuration )‘ gp
Alarm

Monitor

Print



ATTACHMENT A

Step 2: For Module Type €602 only, change the number under “Module Rack Buffer” to 1 and click OK.

System: cB000  0905-07] Serial No.: 0909-07

Module Type Module Name Short Name Serial No. Module Rack Buffer
ISE1 ISE ISE1 ] 0800-40
ISE 2 Inactive
Buffer 1 MSB1 B1 1129-09
Module 1 c702 AU1 A1 1129-09 3
Buffer 2 MSsB2 B2 0800-39 lé
Module 2 .c 701 AU2 A2 0800-3% 3
Buffer 3 MsB3 B3 0907-01
Module 3 .l: 502 AU3 A3 0807-01
Buffer 4 MsBE4 B4 2254-08
Module 4 e 602 AU4 Ad 2254-08 1

st e e




ATTACHMENT B

e601 Module Rack Buffer Setting

This screen can be accessed by an operator with administrator level password only.

Step 1: Select Utility > Module Set > Module Configuration

_ Stand By bmsery 28/06/17 16:30




ATTACHMENT B

Step 2: For Module Type €601 only, change the field under“Module Rack Buffer” to 1 and click OK.

bmsery 28/08/17 1632
Workplace Reagent Calibration ‘ Qc Utility |
System | Maintenance I Application %l Calculated Test | Special Wash | Report Format Module Set {

| Module Configuration i

Module Type Module Name Short Name Serial No. Module Rack Buffer
Module 1 501 [er [e1 115520 D

1
Modulez 501 [e2 ez [118801 1
Module 3 €601 [er [ [z20813 1™

L cancel J { M°g:{':|::l°ﬂ

Alarm

Type the serial number with up to 12 characters, then press <Enter>.




ATTACHMENT C

E170 Module Rack Buffer Setting

This screen can be accessed by an operator with administrator level password only.

Step 1: Select Utility > Module Set > Module Configuration

ﬁn Stand By bmserv

 System | Maintenance  Appiication | Cale. Test | Special Wash|Report Format Morute set

Module . .
Configuration [TestAsmgnmenﬁ [ ModuleSettmgT

‘f ? | Touch the screen, click the mouse, press the space bar or <Enter>. @
Help




| ATTACHMENTC

Step 2: For Module Type E only, change the number under “Module Rack Buffer” to 1 and click OK.

IR stand By bmserv 17/06/28 (Wed) 17

 System | Maintenance | Appiication | calc. Test  Special Wash Report Format Modue Set

Module Configuration

Module Type Module Name  Short Name Serial No. Module Rack Buffer

Module 1 E | E-1 [E1

Module 2 E | E-2 | E2

Module 3 Inactive | |

Module 4 Inactive

ISE 1 Inactive

ISE 2 Inactive

L Cancel ‘ ‘ Module Type Settira

2 ] Type the module name with up to 4 characters, then press <Enter>.

Help



Attachment 1 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
cobas e602”

1. ldentification of the software malfunction

Whenever an Abnormal L2-line Movement 104-000005 (S.Stop Level) is issued by the system,
check whether Tip/Cup pick up error 301-000002 and / or 301-000015 (Caution Level) is also
issued earlier on the Alarm screen.

1. Check Alarm screen and make sure the alarm “104-000005 Abnormal L2-line Movement
(S.Stop Level)” occurs.

Alarm
Alarm List ‘
Code Module Level Alarm Date/Time A
104-000005 AU1 _Abnormal L2-line Movement 2017/06/16 12:03
402-050102 AU1 Caution Sample Short 2017106/16 12:02
316-000006 AU1 Caution Tip/AssayCup Short 2017106/16 12:01
315-000015 AU1 Caution Solid Waste 2017/06/16 12:01
301-000015 AU1 Caution Tip/Cup pick up error 2017/06/16 12:01
301-000002 AU1 Caution Tip/Cup pick up error 2017/06/16 12:00
v
Alarm : Abnormal L2-line Movement
Code : 104-000005 Module : AUl Level : S.Stop
Description

L2-line rack transfer mechanism does not reach at Out-Buffer when L2-line rack transfer mechanism moving from sampling position.

Remedy

(1) Execute <<Rack Reset>> on the [Maintenance] screen of [Utility] job.
Resume operation; if the alarm recurs, contact Service Representative.

Maintenance ’ ‘ Delete Sound ’ ‘ Close

2. Collect the remained racks in the cobas 602 module.
® Standalone system:
2-1)  Wait until system status turns to Stand-By.
2-2)  Perform “Reset or Rack Reset” to collect racks to Unloader.

® (CLAS connected system:
2-1)  Stop sending racks from CLAS, then wait until all results are out.
2-2)  Press “Stop” button to make system status turns to Stand-By.
2-3)  Perform “Reset or Rack Reset” to collect racks to Unloader.

Attachment 1 QN-CPS-2017-172 (22-Jun-2017, Ver. 1) page 1/6



Attachment 1 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on

cobas e602”

3. Print “Daily Alarm Trace” and check if the alarm “301-000002 Tip/Cup pick up error” or “301-
000015 Tip/Cup pick up error” occurs within a short time from time alarm “104-000005 Abnormal
L2-line Movement”. If yes, go to the next procedure for identifying of rack with potential mixed
sample results.

2017/06/16 12:03:23 10 1E PG 0013-000001 Rack Collect End
2017/06/16 12:03:23 13 2E sSU 0741-000002 Rack Collect Complete
2017/06/16  12:03:19 5 1A Al 104-000005-342 Abnormal L2-line Movement
2017/06/16 12:02:12 5 1A Al 402-050102-276 Sample Short

2017/06/16 12:01:42 5 1A Al 316-000006-091 Tip/AssayCup Short
2017/06/16 12:01:42 5 1A Al 315-000015-081 Solid Waste

2017/06/16 12:01:11 5 1A Al 301-000015-315 Tip/Cup pick up errar
2017/06/16 __12:00:50 5 2A Al 301-000002-315 Tip/Cup pick up error
2017/06/16  11:59:35 a 1E PC 0011-000001 Rack Supply End
2017/06/16 11:58:33 7 1E PC 0010-000001 Operation

2017/06/16 11:58:33 1 1E sSU 0510-000001 Change to Operation Request

Attachment 1 QN-CPS-2017-172 (22-Jun-2017, Ver. 1)
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Attachment 1 QN-CPS-2017-172 “How to identify and deal with potential
cobas e602”

mixed sample results on

2. Identification of rack with mixed sample results on cobas €602

2.1. Sample Barcode mode
2.1.1.Go to Workplace> Data Review screen, search Sample ID
collected at Unloader after "Reset or Rack Reset" is compl

Follow 1 through 4 in the Figure 1 below.
Stand By

of the samples on the racks
eted.

Workplace ‘ Reagent ‘ Calibration ‘ QcC ‘ Utility ‘ Overview n
1 Stop
Test Selection Data Review Calib. Review
‘ .
Data: | Routine View v Filter: | @) ON ( OFF Filter search Sample c:‘;[‘,;-
N 2
| ou & st s.p RackNo- S oy boermme | A SEARh SR [
(3 — Sumplain_— Comment pe
H 1736359811 -4 ser/Pl 04/07 1u:nin5 I
H 1736362831 50068-5 ser/PI 04/07 10:06:55 1736340381 v
H 1736379531 50082-2 s€l 04/07 10:07:24 —
H 1736553111 50025-5 ser/P| 07 10:26:40
Search Option: | Match Case =
H 1736372391 50082-1 ser/P| 04/07 1 |
Searched Sample ID
H 1 1736488941 50062-2 Ser/P| 04/07 10|
shows on the screen. Alarm
H 1 1736520561 500084 Ser/P| 04/07 10t
H 1 1738377501 50016-1 Ser/P| 04/07 10:48:30 fi ]
H 1 1738525401 50079-2 Ser/Pl 04/07 10:50:49 E
Monitor
H I 1736542811 50079-4 Ser/Pl 04/07 10:50:51 O —— = .
H 1 1736527771 50049-5 Ser/Pl 04/07 10:51:28 4 fi
H I 17236566351 50094-4 Ser/Pl 04/07 11:15:20
Print
H I 1736400601 500014 Ser/Pl 04/07 11:22:29 I
Focus Move: A up v Down
H 1736354151 50024-1 ser/PI 04/07 13:40:19
H 1736367411 50024-3 ser/Pl 04/07 13:40:21 -
H O 1738368391 50038-2 ser/P| 04/07 13:40:31
H 1736359641 50038-5 ser/P| oan07 13:0088 | W -
Sample Unload Change
Information Rack Priority ‘ Send to DM Delete Record Delete All ‘ ‘ Backup Data Test Review Start

Touch the screen, click the mouse or press a key.

Figure 1. Data Review screen

Attachment 1 QN-CPS-2017-172 (22-Jun-2017, Ver. 1)
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Attachment 1 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on

cobas e602”

2.1.2.Select the searched Sample ID and then, open "Test Review" screen.
Verify corresponding cobas €602 module and sampling time.

Test Review
Sample : Routine Rack No.-Pos. : 50068-1 I
5. Type : Ser/Pl Sample ID 1 1738340381 il
Status : Complete Carryover Evasion Rack and Iposition
1st Result i
Select . R. o A c. R. o Al c.
Result Test Unit Result Alarm . Dil. ,;  Time E DM St Result Alarm & Dil. |y  Time E DM St | A
1st ‘ L ]
1st A-HCVIl col 0.038 N.. M a11 10:35:10 H
1st ‘ HBSAGII COI 0.335 N.. I A1-2 10:34:49 H
1st ‘ HIVCO... CoOl 0.226 E W A2-1 11:28:07 I H
Verify corresponding e602 module and sampling time.
A d
Delete Test Previous ‘ ‘ Next ‘ ‘ Close

Figure 2. Test Review screen

2.1.3.Repeat step 2.1.1. and 2.1.2. for all samples on the collected racks.

2.1.4.The rack with the samples that are mismatched can be identified by the sample with
sampling time that is the closest to the Tip/Cup pick up error alarm generation time.

Attachment 1 QN-CPS-2017-172 (22-Jun-2017, Ver. 1)
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Attachment 1 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on

cobas e602”

2.2. Rack position number mode
2.2.1.Go to Workplace> Data Review screen, search by “Rack No.”
Note: If the rack is used repeatedly used, search by "Date/Time".

‘ Utility ‘ l Overview -

A
| S.Stop

S
]

P
tor:
il

to]
.S

v

Workplace ‘ Reagent ‘ Calibration ‘ Qc
| @
Test Selection ‘ Data Review ‘ Calib. Review ‘
Data:  Routine View v Filter: I ON © OFF ‘ Filter H Search ‘ Sample °°“;§
— ]
ow & st o0 = hack hpe Comment Date/Time A\ S Dil Test  Resut Unit Alarm AU, Rg.St. 3rd @
Pn=
o 000203 500373 JerPl 06/13 15:28:41 W TSH 0275 WUmL a1
H o 000204 500374 erPl 0813 15:28:41
H o 000205 500375 JeriPl 06/13 15:28:41
o 000206 er/Pl
o 000207 501022 ferPl 06/13 15:28:49
o 000208 501023 feriPl 06/13 15:28:49
H 000208 501024 JerPl 06/13 15:28:50
H 000210 501025 ferPl 06/13 15:28:50
H. 0002144 50037-1 fer/Pl O 1EE S0
H 000212 50037-2 ferPl 0613 16:16:50
o 000213 500373 ferPl 06/13 16:18:51
o 000214 500374 feriPl 06/13 16:16:51
o 000215 500375 JeriPl 06/13 16:18:51
o 000218 erpl
H 000217 501022 YerPl 06/13 16:16:59
H 000218 501023 ferPl 0613 16:16:58
H 000218 501024 ferPl 06/13 16:17:00
H 000220 50102-5_$eriPl 06113 16:17:00 | W
IM?"T;:;" U;_'a:‘i‘d ‘ ‘F:,'r‘;':‘g; ’ Send to DM Delete Record Delete All ‘ Backup Data Test Review

o

Start

Select samples from the fist.

Figure 3. Data Review screen

Attachment 1 QN-CPS-2017-172 (22-Jun-2017, Ver. 1)
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Attachment 1 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
cobas e602”

2.2.2.Select the sample on the searched racks, then open "Test Review" screen.
Verify corresponding cobas €602 module and sampling time.

a';

Workplace ‘ Reagent ‘ Calibration ‘ Qc ‘ Utility ‘ l Overview i
Test Selection ‘ Data Review ‘ Calib. Review ‘

HS)

Test Review
Sample : Routine Sequence No. : 000211 I Rack No.-Pos. . 50037-1 I Logoff
S. Type :  Ser/Pl Sample ID : i
Status : Complete Carryover Evasion Rack and IpOSitiOI'l
1st Result Rerun S@
.Stop
Select . R. T C. R. P> c.
Result Test Unit Result Alarm M. Dil. u Time E DM St  Result Alarm M. Dil. u. Time E DM st A
it [T wme oz R

3D

Verify corresponding e602 module and sampling time.

i

=
o
g
g

o
=4
3

‘ Sample Information

‘ Reagent Detail ‘ All Results
Delete Test ‘ Previous ‘ ‘ Next ‘ ‘ Close ‘

Select a test from the list.

o

Figure 4. Test Review screen

2.2.3.Repeat step 2.2.1. and 2.2.2. for all samples on the collected racks.

2.2.4.The rack with the samples that are mismatched can be identified by the sample with
sampling time that is the closest to the Tip/Cup pick up error alarm generation time.
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Attachment 2 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
cobas e601”

1. ldentification of the software malfunction

Whenever an Abnormal L2-line Movement 104-000005 (S.Stop Level) is issued by the system,
check whether Tip/Cup pick up error 301-000002 and / or 301-000015 (Caution Level) is also
issued earlier on the Alarm screen.

1. Check Alarm screen and make sure the alarm “104-000005 Abnormal L2-line Movement
(S.Stop Level)” occurs.

stand By bmserv 13/06/17 13:55
' Stop
| Code | Module | Level | Alarm | Date/Time
_104-0005 | e501 || ESEIEEER 2o ormal L2-line Movement [13i06/17 13:34
4020401 |e601 Caution Sample Short 13/06/17 13:33 Shut
3150015 |e601 Caution Solid Waste 13/06/17 13:33 Down
301-0015 |e601 Caution Tip/Cup pick up error 13/06/17 13:32 e
301-0002 |e601 Caution Tip/Cup pick up error 13/06/17 13:32 f
8. Stop

Description and Remedy
Code  :104-0005 =]
Level :Sample Stop

Description:L2-line rack transfer mechanism does not reach at Out-Buffer when L2-line rack transfer
mechanism moving from sampling position.

Remedy :(1) Execute <<Rack Reset>> on the [Maintenance] screen of [Utility] job.
Resume operation; if the alarm recurs, contact Service Representative.

i | | i
B - | D =
m Select the alarm from the list box. .
o

2. Collect the remained racks in the cobas e601 module.
® Standalone system:
2-1)  Wait until system status turns to Stand-By.
2-2)  Perform “Reset or Rack Reset” to collect racks to Unloader.

=

&

® CLAS connected system:

2-1)  Stop sending racks from CLAS, then wait until all results are out.
2-2)  Press “Stop” button to make system status turns to Stand-By.
2-3)  Perform “Reset or Rack Reset” to collect racks to Unloader.

Attachment 2 QN-CPS-2017-172 (22-Jun-2017, Ver. 1) page 1/6



Attachment 2 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
cobas e601”

3. Print “Daily Alarm Trace” and check the alarm “301-000002 Tip/Cup pick up error” or “301-
000015 Tip/Cup pick up error” occurs within a short time from time alarm “104-000005 Abnormal
L2-line Movement”. If yes, go to the next procedure for identifying of rack with potential mixed
sample results.

13/06 13:35 2 2 A 01-029-0001-065 Inc. Water Level Too Low
13/06 13:35 2 2 A01-113-0009-063 Abnormal Temp Control
13/06 13:34 2 1 A 01-029-0001-065 Inc. Water Level Too Low
13/06 13:34 2 1 A01-113-0009-063 Abnormal Temp Control

13/06 13:34 62 1 A 02-104-0005-342 Abnormal L2-line Movement
T306 1337 62 Z AUZ-I13-0006-2Z8T Abnormal remp control
13/06 13:34 4 3 A 02-329-0003-271 Pressure Sensor Error
13/06 13:33 4 1 A 02-402-0401-276 Sample Short

13/06 13:33 4 1 A 02-315-0015-091 Solid Waste

13/06 13:32 4 1 A 02-301-0015-315 Tip/Cup pick up error
13/06 13:32 2 23 A 01-113-0009-063 Abnormal Temp Control
13/06 13:32 4 2 A 02-301-0002-315 Tip/Cup pick up error
13/06 13:31 2 30 A 01-029-0001-065 Inc. Water Level Too Low
13/06 13:31 2 7 A01-113-0010-063 Abnormal Temp Control
13/06 13:31 4 25 A 02-113-0006-141 Abnormal Temp Control

Attachment 2 QN-CPS-2017-172 (22-Jun-2017, Ver. 1) page 2/6



Attachment 2 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
cobas e601”

2. Identification of rack with mixed sample results on cobas €601

2.1. Sample Barcode mode
2.1.1.Go to Workplace> Data Review screen, search Sample ID of the samples on the racks
collected by performing "Reset or Rack Reset" to Unloader.

Follow 1 through 4 in the Figure 1 below.

Stand By bmserv 13/06/117 14:43 [ usB

. "
Workplace Reagent | Calibration ‘ Qc | Utility ] S
|
Test Selection Data Review | Calib. Review |
Filter Bata | Search Sample ,.—
2 = 3 Shut
& OFF  ON Routi Vi - — &
’7 1 outine View I ‘ Fil 5 e
i (S
St. Rack Sample ID | Type camment—on1| Date/Time ‘ ~ Sample ID )
NOO13-1 000001 |Ser/PI 13/08 14:13  Comment-001 @ 5.-'qup
O [N0OD50-3 100003 |Ser/Pl 13/06 14:15
¢ | [200004 e
O [NOD50-4 100004 |Ser/PI 13/06 14:15
O |NO050-5 100005 |Ser/PI 13/08 14:15
O [NO401-2 200002 (Ser/Pl 13/06 14:16
H0401-3 200003 SerPl 13:06.14:16 — Search Option —Search Alarn
larm
NO401-4 200004 |Ser/Pl 13/06 14:16 |
T (NUAUT S (ZUUUU!"SE'hrl TSOETATE— [~ Match Case

Comment-001

Searched Sample ID
shows on the screen.

Print |

(1

Demogra- - ¥4 send To Delete
[ phies-‘i Search [ Filter T[ Host ‘[ Rec‘n_rd‘E

Touch the screen, click the mouse, press <Enter>.

Figure 1. Data Review screen

i
Gl =
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Attachment 2 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
cobas e601”

2.1.2.Select the searched Sample ID, then open "Test Review" screen.
Verify corresponding cobas €601 module and sampling time.

Stand By bmserv 130817 1444 UsB

A A
Workplace Reagent | Calibration | Qc | Utility ] e
1 L ~ "
Test Selection Data Review | Calib. Review |
Test Review ] )
sample: Routine | RackNo.-Pos.: 04014 | bs::;
Type : Ser/Pl Sample ID : 200004 T [ Pre-dilution
Status: Complete Carryover Evasion: Rack and position
Test S. Stop
|_| pata | aarm [ Rw. | | | pata | aam [Rm. | | AU [Time |st]
Toxicc [ 00 m |[E1 [1as
A
3
Alarm

Verify corresponding e601 module and sampling time.

=l [ [ [ e e e

| Start
Type the result data from -999999 to 9999999, then press <Enter>,
4

Figure 2. Test Review screen

2.1.3.Repeat step 2.1.1. and 2.1.2. for all samples on the collected racks.

2.1.4.The rack with the samples that are mismatched can be identified by the sample with
sampling time that is the closest to the Tip/Cup pick up error alarm generation time.
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Attachment 2 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on

cobas e601”

2.2. Rack position number mode
2.2.1.Go to Workplace> Data Review screen, search by “Rack No.”
Note: If the rack is used repeatedly, search by "Date/Time".

stand By bmsery 1310817 13:55 usB
a X
Workplace Reagent ‘ Calibration ‘ Qc Utility o
Test Selection Data Revie | Calib. Review |
Filter Data e i
’7 = OFF  ON [Routine view | ‘ Sample Count: 700 e
[st.]seq. No.| Rack | D | Tvpe |comment-001| pateTime | [ || Test | Result JRM.| Alarm | unit |
0 [N001015|N0050-5 Ser/Pl =Y |toxiee [1o0 | | [umL | 5. stop
0 [Nooto1e|Nosot-1 Ser/Pl 08/06 11:35
o [Noo1017|Nodot12 SeriPl 08/06 11:35
o [Noo1o1a|Noso1-3 serPl 08/06 11:35
0 [Noo1013|No401-4 Ser/Pl 08/06 11:35
o [Noo1020[No401-5 Ser/Pl 08/06 11:35 (e
o [Nootoz1|N SerPl
o [Nootozz|N Ser/Pl
o [Noo1023|Nooso-3 serpl 13/06 13:31
o |Noo10z4|Nooso4 SerPl 13/06 13:31
0 [N001025|N0050-5 seriPl 13/06 13:31
o [Nootoze|n Ser/pl
o |Noo10z27|Nosot-2 Ser/Pl 13/06 13:31 { Print ]
NO01028| ND401-3 Sser/Pl 13/06 13:31
NOO1029| NO401-4 SerPl 13/06 13:31
o [Noo1030[No401-5 ser/Pl 13106 13:31 =

Reaction
Maonitor

Demogra- . 4 send To ¥ Delete Backup §|  Test
[ phics || s”"““}[ JALEE 1[ Host ‘[ Rec‘_ru‘[ De“"“ﬁ[ Data 1[ Review

."

Figure 3. Data Review screen

start
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Attachment 2 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on

cobas e601”

2.2.2.Select the sample on the searched racks, then open "Test Review" screen.
Verify corresponding cobas €601 module and sampling time.

Stand By bmserv 13/06/17 13:55 UsSB
’ .
Workplace Reagent | Calibration Qc \ Utility | e
Test Selection Data Review | Calib. Review |
Test Review —
) shut
Sample: Routine sequence No. : 001028 | Rack No. -Pos.: ND401-4 | Do
Type: SeriPl Sample ID : I Pre-dilution
Status:  Complet ¢ Evasion: — :
atus ompiete arryover evasion Rack and posltlon
N T S— o stop
| [ Data | marm [RM. | [ AU [Time [t | Data | Alarm |
once I -com (& EZ J5e

Alarm

Verify corresponding e601 module and sampling time.

Print

i _ Demogra-9 Show Delete Y | ) ! Manual § e i ’ :
carcel phics Detail || Test || Update | Test | (REESEIECER [EERHE Close sy
5 | Type the result data from -999999 to 9989999, then press <Enter>.
Help k og'

Figure 4. Test Review screen

Start

2.2.3.Repeat step 2.2.1. and 2.2.2. for all samples on the collected racks.

2.2.4.The rack with the samples that are mismatched can be identified by the sample with
sampling time that is the closest to the Tip/Cup pick up error alarm generation time.
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Attachment 3 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
E170”

1. ldentification of the software malfunction

Whenever an Abnormal L2-line Movement 104-000005 (S.Stop Level) is issued by the system,
check whether Tip/Cup pick up error 301-000002 and / or 301-000015 (Caution Level) is also
earlier on the Alarm screen.

1. Check Alarm screen and make sure the alarm “104-000005 Abnormal L2-line Movement
(S.Stop Level)” occurs.

o A stand By BMSERV  17/06/14 (Wed) 12:20

(Code 1 ( Module 1 [ Alarm DatelTime

104-0005 E1 8. Abnormal L2-line Movement 17106114 11:589
028-0001 Core Caution Execute Rack Collect 17/06/14 12:00
4020317 E1 Caution Sample Short 17/06/14 11:58
3150015 E1 Caution Solid Waste 17/06/14 11:88
301-0015 E1 Caution Tip/Cup pick up error 17106114 11:57
301-0002 E1 Caution Tip/Cup pick up error 17/06/14 11:57

Description and Remedy

Code :104-0005
Level ;8. STOP

Description
L2-line rack transfer mechanism does not reach at OQut-Buffer when L2-line rack transfer mechanism moving from
sampling position.

Remedy

1=
‘ Delete ‘ [ New Alarm ‘ ‘ Sound 1 L Maint. ‘

" - ‘ Select the alarm from the list box.

Help

2. Collect the remained racks in the E170 module.
® Standalone system:
2-1)  Wait until system status turns to Stand-By.
2-2)  Perform “Reset or Rack Reset” to collect racks to Unloader.

® CLAS connected system:
2-1)  Stop sending racks from CLAS, then wait until all results are out.
2-2)  Press “Stop” button to make system status turns to Stand-By.
2-3)  Perform “Reset or Rack Reset” to collect racks to Unloader.
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Attachment 3 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
E170”

3. Print “Daily Alarm Trace” and check the alarm “301-000002 Tip/Cup pick up error” or “301-
000015 Tip/Cup pick up error” occurs within a short time from the time alarm time “104-000005
Abnormal L2-line Movement”. If yes, go to the next procedure for identifying of rack with potential
mixed sample results.

06/14 11:59 7 1 E 15-005-0001-000 Rack Supply Complete
06/14 11:59 11 1 E 99-016-0001-000 Restart Disable (All Module)
06/14 11:59 5 1 A 03-104-0005-342 Abnormal L2-line Movement
06/14 11:59 62 1 E 03-007-0001-000 Rack Supply Complete
06/14 11:58 5 1 A 03-402-0317-276 Sample Short
06/14 11:58 5 1 A 03-316-0006-091 Tip/AssayCup Short
06/14 11:58 5 1 A 03-315-0015-091 Solid Waste
6 : 03-301-0015-2 D/ :
06/14 11:57 5 1 A 03-301-0002-315 Tip/Cup pick up error
06/14 11:57 6 1 E 15-005-0001-000 Rack Supply Complete
06/14 11:57 43 1 E 99-017-0001-000 Barcode Read Complete
06/14 11:56 10 1 E 99-013-0001-000 Rack Supply Complete
06/14 11:56 6 1R 15-001-0001-006 Water Reservoir Level Too Low
13/06 13:31 628 1 E 11-502-0000-000 Restart
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Attachment 3 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on

E170”

2. Identification of rack with mixed sample results on E170

2.1. Sample Barcode mode
2.1.1.Go to Workplace> Data Review screen, search Sample ID of the samples on the racks
collected at Unloader after "Reset or Rack Reset" is completed.

Follow 1 through 4 in the Figure 1 below.

HostiCore

Data Review

r’mﬁi
# OFF € ON [HardDisk -]
— “Fi 2
o s e s e Jfomeml] o] | 5y
C0003-2  cont01 Ser/P| 0829 10:22 Bl ||200004 JI
C00032 contO1 Ser/P| 08/29 10:22
C00033  cont0d Ser/Pl 08/29 10:22 L cuiment 001
C00033 cont01 Ser/P| 08/29 10:22 | [
C00034  cont01 Ser/P| 08/29 10:22 N
€00034  contd1 Ser/Pl 08129 10:22 - Search Option _Search.?/
C00036  contO1 Ser/P| 08/29 10:22 e E] E]
C00035  cont01 Ser/P| 08/29 10:22
NOO38-1 000001 SerfPI 06114 13:01
O N02103 100003 Ser/P| 06114 13:01
O NO210-4 100004 Ser/Pl 06/1{ Searched Sample ID 01
O N02105 100005 Ser/P| ‘/09/1 shows on the screen.
O NO317-2 200002 Ser/P| 06114 13:01
MN0317-3 200003 Ser/P| 0614 13:01
NO317-4 200004 Ser/P 06114 13:01 I
SO NU3TTS 200005 SeriPT UBI T4 13071 =
Demo- 1 ' ; (SendT Delete Delete
gt"aphics ALEE [ FiIter‘ [ Héstﬂ [ Recorn [ All

Figure 1. Data Review screen

[T
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Attachment 3 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
E170”

2.1.2.Select the searched Sample ID, then open "Test Review" screen.
Verify corresponding E170 module and sampling time.

Stand By BMSERY 17/06/14 (Wed) 13:35

Data Review
Test Review

Sample : Routine Sequence No. E I Rack No. - Pos.: NO03174 I
Type : SerlPI Sample ID : 200004 T " Pre-dilution
Sample Status : Complete

TOXIGG

Rack and position

1
Verify corresponding E170 module and sampling time.

De’mo-’ - ’ Delete ’ ’ Manual’ s
Cancel graphics Detail Test Update Test [Pre\nousM Next ] Close

A To select from the test item: touch the screen, click the mouse or use the arrow keys.
Help

Figure 2. Test Review screen

2.1.3.Repeat step 2.1.1. and 2.1.2. for all samples on the collected racks.

2.1.4.The rack with the samples that are mismatched can be identified by the sample with
sampling time that is the closest to the Tip/Cup pick up error alarm generation time.
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Attachment 3 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
E170”

2.2. Rack position number mode
2.2.1.Go to Workplace> Data Review screen, search by “Rack No.”
Note: If the rack is used repeatedly, search by "Date/Time".

4 Stand By BMSERY 17/06/14 (Wed) 12 21

[ |

Data Review
"Dati;

Hard Disk - Sample Count: 159

( w _ ( H Arrived l . H H
H 5. No. |Rack lSampIe ”Type Hnment.H DatefTime Test 1st Rerun

NO00166 | N Ser/PI = TOXIGG  4.00 ¥ 1
NOD0167 | NO317-2 Ser/Pl 06/14 10:39
N0O00168 | NO317-3 Ser/Pl 06/14 10:39
NO00169 | NO3174 Ser/Pl 06/14 10:39
NOO0170 | NO317-6 Ser/Pl 06/14 10:39
NO00171 | NOO38-1 Ser/Pl 06/14 11:55
NO00176 | N Ser/Pl
NOOD177 | N Ser/Pl
NO00178 | NO210-3 Ser/PI 06/14 11:56
NOD0179 | NO210-4 Ser/Pl 06/14 11:56
N0O00180 | NO210-5 Ser/Pl 06/14 11:56
NO00181 | N Ser/Pl
N0O00182 | NO317-2 Ser/Pl 06/14 11:56
N0O00183 | NO317-3 Ser/Pl 06/14 11:56
NOD0184 | NO317-4 Ser/PI 06/14 11:56 g
O NO000185 | NO317-5 Ser/PI 06/14 11:56 =

~ OFF C ON

|

Demo- ' W (SendT. Delete Delete BackupW | Test Reactiol
[gr’aphic: [.Searcn [ Fllterj [ Hostﬂ [Recorn [ AII} [ D'at'a‘ [ Reviem [ Monitor

" 5 Select the sample from the list box.

Help

Figure 3. Data Review screen
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Attachment 3 QN-CPS-2017-172 “How to identify and deal with potential mixed sample results on
E170”

2.2.2.Select the sample on the searched racks, then open "Test Review" screen.
Verify corresponding E170 module and sampling time.

Stand By BMSERV 17/06/14 (Wed) 12 21

Data Review
Test Review

Sample : Routine Sequence No.  : 000184 | Rack No.-Pos.: N03174 |
Type : SerfPI Sample ID ¢ [ Pre-dilution
Sample Status : Complete Rack and position

Test

TOXIGG

I
rify corresponding E170 module and sampling time.

Demo-’ - ’ Delete ’ ’ Manual’ =
Cancel graphics Detail Test Update Test [Prewous][ Next J Close

A To select from the test item: touch the screen, click the mouse or use the arrow keys.
Help

Figure 4. Test Review screen

2.2.3.Repeat step 2.2.1. and 2.2.2. for all samples on the collected racks.

2.2.4.The rack with the samples that are mismatched can be identified by the sample with
sampling time that is the closest to the Tip/Cup pick up error alarm generation time.

Attachment 3 QN-CPS-2017-172 (22-Jun-2017, Ver. 1) page 6/6



	Attachment A to C_Module Rack Buffer Setting.pdf
	Attachment A e602 Module Rack Buffer Setting
	Attachment B e601 Module Rack Buffer Setting
	Attachment C e170 Module Rack Buffer Setting

	Attachment 1 to 3_How to identify potential mixed sample results.pdf
	Attachment 1 How to identify potential mixed sample results cobas e602
	Attachment 2 How to identify potential mixed sample results cobas e601
	Attachment 3 How to identify potential mixed sample results E170


