Field Safety Notice
FSN-CPS-2017-012

CPS / Serum Work Area
Version 2
30-Aug-2017

Mixed-up sample results in immunochemistry
modules

Product Name / Device MODULAR ANALYTICS <E170> (GMMI 03617505001)
Identifier 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 Not applicable
(Lot No./Serial No.)

SW Version All SW versions

Type of Action Field Safety Corrective Action (FSCA)

Dear Valued Customer,

In this 2™ version of the notice, changes and additional information are highlighted in yellow.

Description of Situation

Due to a software limitation, sample mismatch may occur (i.e orders are shifted) in the immunochemistry modules
(cobas e 602, cobas e 601 and E170 modules). All of the clinical chemistry modules (cobas ¢ 501, cobas ¢ 502,
cobas c 701 and cobas ¢ 702 modules, P 800) are not affected by this software limitation. Based on new
information received we would like to give you an update.

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

e 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) for the last order of the last sample on Rack
A. Consequently, the test measurement of the last order of the cup that failed to be picked up is canceled
and the warning "Tip/Cup pick up error” (Caution Level) is issued.

e First or more leading positions of the following rack (Rack B) are empty or have 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:

o 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 alarm "Abnormal L2-line Movement” (S.Stop level) always occurs if this software failure occurs, and when
Rack (B) is carried out of the immunochemistry module due to incorrect rack stop position (one position shifted).

Associated error messages:

Alarm Level Alarm codes Alarm codes
E170/cobas e 601 cobas e 602
Tip/Cup pick up error Caution Level | 301-0002 or 301-0015 301-000002 or 301-000015
Abnormal L2-line Movement S.Stop Level 104-0005 104-000005

Time between the two alarms above:

The time between the two alarms depends on the test orders and samples in rack B.

Theoretically it could be in the worst case up to 70 minutes between the two alarms (4 samples x 25 Tests x 42sec
= 4200 sec = 70 minutes).

Therefore it might happen that wrongly measured test results are already uploaded to the LIS.

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)
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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.

Actions taken by Roche Diagnostics

The root cause has been clearly identified and a new software version fixing that issue will be released in
e September 2017 for cobas 8000 modular analyzer series (cobas e 602 module).
e November 2017 for cobas 6000 analyzer series (cobas e 601 module) and MODULAR
ANALTICS/MODULAR ANALYTICS EVO (E 170).

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 €602 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:
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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.

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.requlatory@roche.com
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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 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e602_v2”

1. Identification 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 .
104-000005 AU1 _Abnnn'nal L2-line Movement 2017/06/16 12:03
402-050102 AUl Caution Sample Short 2017/06/16 12:02
316-000008 AU1 Caution Tip/AssayCup Short 2017/06/16 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 : AU1 Level : 8.8top
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.
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Attachment 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e602_v2”

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 occurs in combination within a short time from time alarm
“104-000005 Abnormal L2-line Movement” within an immunochemistry module. If yes, go to the
next procedure for identifying of rack with potential mixed sample results.

Note:

Time between the two alarms

The time between the two alarms depends of the test orders and samples in rack B.
Theoretically it could be in the worst case up to 70 minutes between the two alarms
(4 samples x 25 Tests x 42sec = 4200 sec = 70 minutes).

2017(:96/16 12:03:23 10 1E._PC 0013-000001 Rack Collect End
2017/06/16 12:03:23 13 2E_5SU 0741-000002 Rack Collect Complete

2017/06/16 12:03:19_5 1A A1 J04-000005-342 Abnormal L2-line Movement (1}1
2017/06/16 12:02:12_5 1A A1 402-050102-276 Sample Short (1) Find L2 Line
2017/06/16 12:01:42_5 1A A1 316-000006-091 Tip/AssayCup Short alarm and specify

. occurred module
2017/06/16 12:01:42_5 1A A1 315-000015-091 Solid Waste

(circled in red)

2017/06/16 11:59:35_8 1E PC 0011-000001 Rack Supply End (2) Find the
2017/06/16 11:58:33_7 1E PC 0010-000001 Operation corresponding
2017/06/16 11:58:33 11 1E_5SU 0510-000001 Change to Operation Request
2017/06/16 11:58:33_6 1E PC 0009-000001 Preparation (SU Wait)
2017/06/16 11:52:26_4 1A A1 331-000013-409 Reagent Pack Masked

module (circled in
_ | red) at “start”

2017/06/16 11:49:48_4 1A A1 317-000006-186 PreClean Short Check whether
) the corresponding
2017/06/16 11:49:28_6 18E PC 0008-000018 Preparation (MSB) _ .
module (circled in
2017/06/16 11;49:28 6 95E PC 0007-000095 Preparation (AU) red) has Tip/Cup
2017/06/16 11.49:28_8 1E SU 0001-000001 Start pick up error in
2017/06/16 11.49:28_8 1E B1 0001-000001 Start :J:jfwee" (1) and

2017/06/16 11:49:23 53 1E._PC 0006-000001 Preparation Start

2017/06/16 11.49:.18 2 1E®G1—GGGG[}1 Start (2) _
2017/06/16 11:49;18_3 1E PC 0027-000001 Operation Tm Start

2017/06/16 11:48;53 4 1E PC 0005-000001 Stand By
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Attachment 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e602_v2”

If two alarms below occur in combination in an immunochemistry module, the failure could happen.

Note:

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

Same alarms are put together in Daily Alarm Trace

Daily Alarm Trace shows the first time of occurrence alarm only and the following same alarm
are put together into the first alarm as shown in the example of Alarm Trace below.

This showing way could make confusion as if it took longer time from the time of alarm
“Tip/Cup pick up error” to the time of alarm “Abnormal L2-Line Movement”. However, alarm
“Tip/Cup pick up error” actually occurred (not shown i.e. being put together) much shorter
from the time of occurrence of “Abnormal L2-Line Movement” alarm.

[e.g.]
Alarm “301-000002 Tip/Cup pick up error” firstly occurred at 08:42:05 and then, the same
alarm occurred three times within an operation status (4 times occurred totally = 4A)

Alarm “301-000015 Tip/Cup pick up error” firstly occurred at 08:42:50 and then, the same
alarm occurred one time within an operation status (2 times occurred totally = 2A)
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Attachment 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e602_v2”

2017/06/19 12:15:44 38 1 E SU 0001-000001 Start

2017/06/19 12:14:21 8 1A E1 315-000015-091 Solid Waste

2017/06/19 12:14:14 5 1A E1 104-000005-362 Abnormal L2-line Movement
2017/06/19 12:13:32 4 3R ¢5 0001-000003-012 Inc. Bath Water Level Sensor

2017/06/19 08:44:21 5 2A E1 315-000015-091 Solid Waste

2017/06/19 08:43:51 5 2A E1 351-000178-321 Determinations canceled
2017/06/19 08:43:50 5 2A E1 301-000015-315 Tip/Cup pick up error
2017/06/19 08:42:05 5 4A E1 301-000002-315 Tip/Cup pick up error
2017/06/19 08:40:33 8 1E PC 0025-000001 Operation (Clas)

2017/06/19 08:23:22 8 1E B1 0001-000001 Start

2017/06/19 08:23:22 8 1E B4 0001-000001 Start

2017/06/19 08:23:12 2 1E ¢7 0001-000001 Start

2017/06/19 08:23:12 2 1E ¢5 0001-000001 Start

2017/06/19 08:23:12 2 1E E2 0001-000001 Start

2017/06/19 08:23:12 2 1E E1 0001-000001 Start

2017/06/19 08:23:12 53 1E PC 0006-000001 Preparation Start
2017/06/19 08:23:12 2 1E ISE 0001-000001 Start

2017/06/19 08:23:12 3 1E PC 0027-000001 Operation Tm Start
2017/06/19 08:13:35 25 1 E PC 0005-000001 Stand By

Time between the two alarms

The time between the two alarms depends on the test orders and samples in rack B.

Theoretically it could be in the worst case up to 70 minutes between the two alarms
(4 samples x 25 Tests x 42sec = 4200 sec = 70 minutes).

Therefore it might happen that wrongly measured test results are already uploaded to the

LIS.
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Attachment 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on

cobas e602_v2”

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 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.

2017/04127 18:16

Workplace Reagent Calibration Qc Utllity Overview
Stop
Test Selection Data Review \ Calib. Review
4 1
Data:  Routine View V' Fmer o ON OFF Filter search Sple.comnt
L

om & sesio RachNd: S . Co DaterMime A 2

= o | Q
H 73634001 SerPi 0407 10:06:83 Find: - Ie 1D Lo 3

E
H 1738353811 SerPi 04107 10:06:55 @
H 1736362831 04/07 10:06:88 Ims:uom | v
H 1738379531 50082-2
H 17385831 50028-5
Search Option: Match Case
H 1738372391 50062-1
H 1| 1738483941 500622 SerPl 04107 10:44:26 |
H | 1738520561 500064 SerPi  04/07 10:47:41 Searched Sample ID.
H 1 1738377501 500161 SerPl  04/07 10:48:30 shows on the screen. ‘
H | 17385285401 50079-2 SerPl 04107 10:50:49 @
Monitor
H | 1738542811 500794 SerPI 04107 10:50:51
H | 1738827771 500495 SerPt 04107 10:51:28
H | 1736566351 500944 SerPl 04107 11:15:20 @ a
H | 1738400601 500014 SerPi 04107 11:22:29 E
Focus Move: A up v Down

H 1736354151 50024-1 SerPi 04107 13:40:19
H 1726367411 50024-3 SerPl 04107 13:40:21
H 0 1738368391 50039-2 SerPi 04107 13:40:31 Close
H 1736359641 50039-5 serPl  oao7 134033 | VW

Sample Unload Change ®

Information Rack ' Priont l ‘ Send to DM ‘ Delete Record Delete All \ Backup Data Test Review 1 -sm

Touch the screen, cick Ihe Mouse of press 3 key.

Figure 1. Data Review screen
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Attachment 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e602_v2”

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 | RackNo.-Pos. : sooes1 |
s.Type  : SerPl sample ID ;1736340381 0
T
Status : Complete Carryover Evasion : Rack and position
1st Result |
Select , R ., A c. R. . A c.
et Test Unit | Result Alarm o Dil. ;  Time g DM St Result Alarm & Dil s Time £ DM st | A
[ = | .
E AHCVI cOl  0.038 N.. [ a1 10:35:10 H
E HBSAGI COl  0.335 N.. W A12 10:34:49 H
E HIVCO.. COl  0.226 E W A2 11:29:07 I H
Verify corresponding e602 module and sampling time.
sample Information ‘ ‘ Reagent Detail ‘ All Results
‘ i ‘ ‘ - ‘ ‘ —

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 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on

cobas e602_v2”

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".

Stand By bmserv 2017/06/13 16:47 0 @
-
Workplace Reagent ‘ Calibration ‘ QcC Utility ‘ Overview
Stop
Test Selection Data Review Calib. Review
c o Sample Count: %3
Data: Routine View v Filter: [ ) OoN (@) OFF ‘ Filter ‘ ‘ Search ‘ 50 Logoff
c3 seq. Rack . c. .
DN g st o s.ID No. - Vpe Comment Date/Time P g DIl Test Result  Unit Alarm  A.U. Rg.St. 3rd| /M
i . Pne . @
O 000203 50037-3 fer/Pl 06/13 15:28:41 W TsH 0.275  IU/mL Al s.Stop
H © 000204 500374 3er/Pl 06/13 15:28:41
H O 000205 50037-5 fer/Pl 08/13 15:28:41
© 000208 er/Pl
O 000207 50102-2 Ser/Pl 06/13 15:28:49
O 000208 501023 §er/Pl 06/13 15:28:49 :
H 000209 501024 $er/Pl 06/13 15:28:50
Alarm
H 000210 50102-5 fer/Pl 08/13 15:28:50
H 000211 50037-1 $erPl 06/13 16:16:50
H 000212 50037-2 Jer/Pl 06/13 16:16:50 E
Monitor
O 000213 50037-3 Jer/Pl 06/13 16:16:51
O 000214 500374 $er/Pl 06/13 16:16:51
© 000215 500375 Jer/Pl 06/13 16:16:51 E
Print
O 000216 er/Pl
H 000217 50102-2 fer/Pl 08/13 16:16:59
H 000218 50102-3 §er/Pl 06/13 16:16:59
H 000219 501024 Ser/Pl 06/13 16:17:00
H 000220 50102-5 Ser/Pl 06/13 16:17:00 v v
Sample Unload Change i
e Rack ‘ Priority ‘ ‘ Send to DM Delete Record Delete All ‘ ‘ Backup Data Test Review Start

Select samples from the list.

Figure 3. Data Review screen
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Attachment 1 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e602_v2”

2.2.2.Select the sample on the searched racks, then open "Test Review" screen.

Verify corresponding cobas €602 module and sampling time.

Stand By bmserv 2017/06113 16:50 0 @
~
Workplace ‘ Reagent ‘ Calibration ‘ QcC ‘ Utility ‘ Overview
Stop
Test Selection Data Review Calib. Review
Test Review ?{3
Sample : Routine Sequence No. : 000211 I Rack No.-Pos. : 50037-1 I Logoff
S. Type :  Ser/Pl Sample ID * O
Status : Complete Carryover Evasion Rack and IpOSitiOIl
1st Result Rerun @
S.Stop
Select - R. o AL C. R. oA C.
Result Test Unit Result Alarm M. Dil. u. Time E DM  St.  Result Alarm M. Dil. u. Time E DM st
1st TSH IumL  0.275 ! A1-1 18118112 I H

Verify corresponding e602 module and sampling time.

2)i>

=
)
2
g
g

{0

Print

‘ Sample Information

Delete Test

Select a test from the list.

‘ Reagent Detail ‘

‘ Previous ‘ ‘ Close ‘

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 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e601_V2”

1. Identification 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
- S
. Aam
| Stop
[ code |  Module [ Level | Alarm Date/Time
-~ 7
104-0005 |e601 | ESEEESEE ~bnormal L2-line Movement 13/06/17 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
3010002 |e601 Caution Tip/Cup pick up error 13/06/17 13:32
S. Stop

Description and Remedy

Code  :104-0005 =
Level :Sample Stop

Description:LZ-Iine 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.

rt

0

o

[ Delete ] ‘ New Alarm l [ Sound 1 L Maint. ]
5 Select the alarm from the list box.

Help k@

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.
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cobas e601_V2”

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 in combination within a short time from the time alarm
“104-000005 Abnormal L2-line Movement” within an immunochemistry module. If yes, go to the

next procedure for identifying of rack with potential mixed sample results.

Note:

Time between the two alarms
The time between the two alarms depends of the test orders and samples in rack B.
Theoretically it could be in the worst case up to 70 minutes between the two alarms
(4 samples x 25 Tests x 42sec = 4200 sec = 70 minutes).

13/06 13:34

13/06 13:34
13/06 13:33
13/06 13:33

13/06 13:32

13/06 13:31

13/06 13:31
13/06 13:31

2 1A01-113-0009-063 Abnormal Temp Control

4 3A02-329-0003-271 Pressure Sensar Error
4 1 A02-402-0401-276 Sample Short |
4 1A02-315-0015-091 Solid Waste

O

2.23 A01-113-0009-063 Abnormal Temp Control
2.30 A 01-029-0001-065 Inc. Water Level Too Low
2 TA01-113-0010-063 Abnormal Temp Control
4 25 A02-113-0006-141 Abnormal Temp Control

13/06 13:31 628 1 E 11-502-0000-000 Restart

13/06 1331 4 7A02-113-0006-001 Abnormal Temp Control
13/06 13:31 2 9A01-029-0001-065 Inc. Water Level Too Low
13/06 1331 2 9A01-113-0010-063 Abnormal Temp Control
13/06 13:30 4 AE 02)001-0000-000 START (2)

j—
13/06 13:30 3 1E 15-001-0000-000 Start

1(A 02)104-0005-342_Abnormal L2-line Movement (1
13/06 1334 62 2 A02-113-0006-261 Abnormal Temp Control

(1) Find L2 Line
alarm and specify
occurred module

(circled in red)

(2) Find the
corresponding
module (circled in
red) at “start”

Check whether
the corresponding
module (circled in
red) has Tip/Cup
pick up errorin
between (1) and

(2).

If two alarms below occur in combination in an immunochemistry module, the failure could happen.

® Tip/Cup pick up error (Caution Level)
® Abnormal L2-line Movement (S.Stop Level)
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Attachment 2 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
cobas e601_V2”

Note:

Same alarms are put together in Daily Alarm Trace

Daily Alarm Trace shows the first time of occurrence alarm only and the following same alarm
are put together into the first alarm as shown in the example of Alarm Trace below.

This showing way could make confusion as if it took longer time from the time of alarm
“Tip/Cup pick up error” to the time of alarm “Abnormal L2-Line Movement”. However, alarm
“Tip/Cup pick up error” actually occurred (not shown i.e. being put together) much shorter
from the time of occurrence of “Abnormal L2-Line Movement” alarm.

[e.g.]
Alarm “301-0002 Tip/Cup pick up error” firstly occurred at 08:42:05 and then, the same
alarm occurred three times within an operation status (4 times occurred totally = 4A)

Alarm “301-0015 Tip/Cup pick up error” firstly occurred at 08:42:50 and then, the same alarm
occurred one time within an operation status (2 times occurred totally = 2A)

13106 1214 2 1A 01-113-0009-063 Abnormal Temp Control
13/06 1214 62 1A 02-104-0005-342 Abnormal L2-line Movement
13/06 12:13 4 1A 02-402-0401-276 Sample Short

13/06 12:13 4 1A 02-315-0015-091 Solid Waste

13/06 0843 4 2A 02-301-0015-315 Tip/Cup pick up error
13/06 0842 4 4A 02-301-0002-315 Tip/Cup pick up error
13/06 08:31  2_30A 01-029-0001-065 Inc. Water Level Too Low

13/06 08:31 2 TA01-113-0010-063 Abnormal Temp Control
13/06 08:31 4 _25A 02-113-0006-141 Abnormal Temp Control
13/06 08:31 628 1E 11-502-0000-000 Restart

1306 0831 4 7A02-113-0006-001 Abnormal Temp Control
13/06 08:31 2 9A 01-029-0001-065 Inc. Water Level Too Low

Time between the two alarms

The time between the two alarms depends on the test orders and samples in rack B.
Theoretically it could be in the worst case up to 70 minutes between the two alarms
(4 samples x 25 Tests x 42sec = 4200 sec = 70 minutes).

Therefore it might happen that wrongly measured test results are already uploaded to the
LIS.
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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 13/06/17 14:43
Workplace Reagent [ Calibration } QC } Utility | coop
Test Selection Data Review | Calib. Review |
| SearchSample )
I— Filter Data !
& OFF  ON Routine View - ’ — Fi shub
2 Down
—
st.| Rack sample ID [[Type | comment-001| Date/Time | & Sample ID —
N0013-1 000001 [Ser/PI 13/06 14:13  Comment-001 @ s. Stop
0 [N0050-3 100003 [Ser/PI 13/06 14:15
_ I [200004 ;]I )
0 [Noo50-4 100004 [Ser/PI 13/06 14:15
0 [N0050-5 100005 [Ser/PI 13/06 14:15
0 [No4o1-2 200002 [Ser/PI 13/06 14:16
i ht
N0401-3 00003 |Sar/P| 13/06 14:16  Search Option AIaTn
N0401-4 200004 [Ser/PI 13/06 14:16 | :
U~ {NO30TS W 200005 [SETTPT TSUSTITS |~ Match Case
c t-001
Print
Searched Sample ID
shows on the screen.

R ERAERFAE

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

Figure 1. Data Review screen
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cobas e601_V2”

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

stand By bmserv 13/06/17 14:44
Workplace Reagent ‘ Calibration } QC \ Utility | Giep
Test Selection Data Review | Calib. Review |
Test Review ]
5 Shut
Sample: Routine I Rack No. -Pos.: N0401-4 I Down
Type : ser/Pl Sample ID : 200004 T erelaiegan
Status : Complete Carryover Evasion: Rack and position ( )
ot L istReax 5.stop
|| pata | Alarm | RM. | | | Data | Marm [RM. | | AU | Time |st]
[Toxice[Jll1 ool m |[E1 [1aas

M |

Verify corresponding e601 module and sampling time.

[ cancer | (PomoaraN [ show N [ elete N [ ypaate Y 4 [(previous | [ wext | ciose |

Type the result data from -999999 to 9999999, then press <Enter>.

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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cobas e601_V2”

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 13/06/17 13:55
1 Y
Workplace Reagent j Calibration \ QC Utility e
Test Selection Data Review ] Calib. Review |
Filter Data
( & OFF  ON [ [Routine View =] ’ Sample Count: 700 S
[st.]seq. No.| Rack | D | Type |comment-001| DateTime | [ | Test | Result [RM.|[ Alarm | unit |
0 [Noo1015|N0050-5 Ser/Pl RSl [toxice [1o0 | [ [wme | s. stop
0 [Noo1016[N0401-1 Ser/Pl 08/06 11:35
o [Noo1017[Noso1-2 Ser/Pl 08/06 11:35 —
0 [Noo1018[No4013 Ser/Pl 08/06 11:35
0 [Noo1o1[Nos014 Ser/Pl 08/06 11:35
0 [Noo1020[N04015 Ser/Pl 08/06 11:35 i
o [Nooto21[N Ser/Pl
o [Noot022N Ser/Pl [ ]
0 [Noo1023[N0050-3 Ser/Pl 13/06 13:31
0 [Noo1024|Nooso4 Ser/Pl 13/06 13:31
0 [Noo1025|No050-5 Ser/Pl 13/06 13:31
o [Nootoze[N ser/Pl
0 [Noo1027[Noso1-2 Ser/Pl 13/06 13:31 Print
N001028|N0401-3 Ser/Pl 13/06 13:31
N001029|N04014 Ser/Pl 13/06 13:31
0 [Noo1030[N04015 [ser/PI 1306 1331 5|

Demogra- Send To Delete ° Backup Test f Reaction
[ phics s“"h’{ Eiltey ’[ Host 1[ Record’[ De'”‘“"’[ Data ’[ Revlew’[ Monitor’

Y o

Figure 3. Data Review screen
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cobas e601_V2”

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
) PR
Workplace Reagent  Calibration Qc o utility | o
Test Selection Data Review | Calib. Review [

Test Review i )
sample: Routine Sequence No. : 001029 | RackNo.-Pos.: Nodo14 | :::;
Type : Ser/Pl Sample ID : I~ Pre-dilution
Status:  Complete Carryover Evasion: " r )

g & Rack and position
e L imRew Rerun 5. stop
[ ows [mam R | [ au[tme st [ ow [mam [rmn | | av. |tme |t MENERIS
Toxice  JIoom A
/7 L
fEeeeeee
Alarm
Verify corresponding e601 module and sampling time. i)

(o ) (P Y (oY (oY 0™ (rrovows ) [ won ) (aome |

phics Detail Test

Type the result data from -999999 to 9999999, then press <Enter>.

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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E170_v2”

1. Identification 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.

IR “Y7B stand By BMSERV  17/06/14 (Wed) 12:20

[Code ] [ Module 1 ( Level ] [ Alarm fm]

104-0005 E1 S.STOP | Abnormal L2-line Movement 17/06/14 11:59
028-0001 Core Caution Execute Rack Collect 17/06/14 12:00
4020317 E1 Caution Sample Short 17106114 11:58
3150015 E1 Caution Solid Waste 17106114 11:58

3010015 E1 Caution Tip/Cup pick up error 17/06/14 11:57
3010002 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 Out-Buffer when L2-line rack transfer mechanism moving from
sampling position.

Remedy

=
{ Delete ’ ‘ New Alarm ’ ‘ Sound ‘ l Maint. ‘

2 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 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on
E170_v2”

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 in combination within a short time from the time alarm
“104-000005 Abnormal L2-line Movement” within an immunochemistry module. If yes, go to the
next procedure for identifying of rack with potential mixed sample results.

Note:

Time between the two alarms

The time between the two alarms depends of the test orders and samples in rack B.
Theoretically it could be in the worst case up to 70 minutes between the two alarms
(4 samples x 25 Tests x 42sec = 4200 sec = 70 minutes).
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Attachment 3 FSN-CPS-2017-12 “How to identify and deal with potential mixed sample results on

E170_v2”
06141159 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 1 104-0005-342 Abnormal L2-line Movement (1
06/14 11:59 62 1 E 03-007-0001-000 Rack Supply Complete
(1) Find L2 Line
06/14 11:58 5 1 A03-402-0317-276 Sample Short alarm and specify
06/14 11:58 5 1 A03-316-0006-091 Tip/AssayCup Short occurred module
06/1411:58 5 1 A03-315-0015-091 Solid Waste (circled in red)
(2) Find the
06/1411:57 6 1 E 15-005-0001-000 Rack Supply Complete corresponding
06/14 11:57 43 1 E 99-017-0001-000 Barcode Read Complete module (circled in
06/1411:56 10 1 E 99-013-0001-000 Rack Supply Complete red) at “start
06/14 11:55 18 1 E 15-040-0001-000 Ready to Operation
06M1411:55 18 1 E 15-039-0001-000 Preparation for measurement Complete Check whether
06M1411:55 4 1 E 15-039-0001-000 Preparation for measurement Complete the corresponding
06/1411:55 8 1 E 99-033-0001-000 Ready for Operation Complete module (circledin
red) has Tip/Cup
06/14 11:53 2 1 E 01-001-0001-000 START . .
pick up errorin
06/14 11:53 2 1 E 02-001-0001-000 START between (1) and
06/14 1153 2 1(€0)001-0001-000 START (2) (2).
—
06/14 11:53 2 1 E 08-001-0001-000 START
06/14 11:53 2 1 E 07-001-0001-000 START
06/1411:53 3 1 E 15-001-0001-000 Start 1
06M1411:53 54 1 E 99-037-0001-000 Parameter Check Complete 1
06/14 11:53 53 1 E 99-042-0001-000 DB Parameter Check OK
06/1411:53 6 1 E99-043-0001-000 Reagent Parameter Check Complete
06/14 11:53 4 1 E 99-001-0001-000 Start

If two alarms below occur in combination in an immunochemistry module, the failure could happen.

® Tip/Cup pick up error (Caution Level)
® Abnormal L2-line Movement (S.Stop Level)
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E170_v2”

Note:

Same alarms are put together in Daily Alarm Trace

Daily Alarm Trace shows the first time of occurrence alarm only and the following same alarm
are put together into the first alarm as shown in the example of Alarm Trace below.

This showing way could make confusion as if it took longer time from the time of alarm
“Tip/Cup pick up error” to the time of alarm “Abnormal L2-Line Movement”. However, alarm
“Tip/Cup pick up error” actually occurred (not shown i.e. being put together) much shorter
from the time of occurrence of “Abnormal L2-Line Movement” alarm.

[eg.]
Alarm “301-0002 Tip/Cup pick up error” firstly occurred at 08:42:05 and then, the same
alarm occurred three times within an operation status (4 times occurred totally = 4A)

Alarm “301-0015 Tip/Cup pick up error” firstly occurred at 08:42:50 and then, the same
alarm occurred one time within an operation status (2 times occurred totally = 2A)

06M1412:14 7 1 E15-005-0001-000 Rack Supply Complete
06/14 1214 11 1 E 99-016-0001-000 Restart Disable (All Module)

06M1412:14 5 1 A03-104-0005-342 Abnormal L2-line Movement
06M1412:13 5 1 A03-402-0317-276 Sample Short
06/1412:13 5 1 A03-315-0015-091 Solid Waste

06140842 5 2A(03-301-0015-315 Tip/Cup pick up error
061140842 5 4A(03-301-0002-315 Tip/Cup pick up error
06140842 6 1 E15-005-0001-000 Rack Supply Complete
06140842 43 1 E 99-017-0001-000 Barcode Read Complete
06/14 0841 10 1 E 99-013-0001-000 Rack Supply Complete
06/14 0840 18 1 E 15-040-0001-000 Ready to Operation

Time between the two alarms

The time between the two alarms depends on the test orders and samples in rack B.
Theoretically it could be in the worst case up to 70 minutes between the two alarms
(4 samples x 25 Tests x 42sec = 4200 sec = 70 minutes).

Therefore it might happen that wrongly measured test results are already uploaded to the
LIS.
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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.

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

Data Review

~Filter ————————————— Data — Search Sample
& OFF C ON Hard Disk 'I

T ~Find( 2
[ ] Al d
St lRack No. ||| sample ID HType |( ]| [ nglfvl:?mei_ I(-‘ Sample IDI

C0003-2  cont01 Ser/Pl 08/29 10:22 H I [200004
C0003-2 cont01 Ser{PI 08/29 10:22

C0003-3 cont01 Ser{PI 08/29 10:22
C0003-3 cont01 Ser{PI 08/29 10:22 I
C00034  cont01 Ser{PI 08729 10:22
C00034  cont01 Ser{PI 08/29 10:22 ~Search Option
C00035  cont01 Ser{PI 08729 10:22 - Match Case
C00035 cont01 Ser{PI 08/29 10:22
N0038-1 000001 Ser/Pl 06/14 13:01
N0210-3 100003 Ser/{PI 06/14 13:01
NO210-4 100004 Ser/P| 06/1{ Searched Sample ID

N02105 100005 Ser/{PI 1{ shows on the screen.
N0317-2 200002 Ser/Pl 06/14 13:01
___N0317.3 200003 _Ser/P| 06/14 13:01

NO317-4 200004 Ser/Pl 06/14 13:01

¢ Comment-001

SerPT uoria To.U1

O NU3T75 200005
Demo- ¥ Send T Delete
I Filter l I Host l [Recordl

2 ‘ Touch the screen, click the mouse, press the space bar or <Enter>.

Help

Figure 1. Data Review screen
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E170_v2”

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

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

Test Review

Sample : Routine Sequence No. I Rack No. - Pos.: N0317-4 I
Type : SeriPl Sample ID : 200004 T I~ Pre-dilution
Sample Status : Complete Rack and position
et Rerun Res
¥ B i

TOXIGG 7.00

1
Verify corresponding E170 module and sampling time.

Cores ) i) o Y[ YooY P [ e

2 | 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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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 BMSERV  17/06/14 (Wed) 12 21

] Data Review |
~Filter ————————————— (Data

~ OFF C ON Hard Disk vI Sample Count: 159

8 W S. No. lRack | Sample HType Hﬁment]l |[ D:g&‘l?;g ] Test 1st
NO00166 | N Ser/{PI = TOXIGG 4.00 ¥
NO00167 | N0317-2 Ser/PI 06/14 10:39
NO000168 | N0317-3 Ser/PI 06/14 10:39
NO00169 | NO3174 Ser/PI 06/14 10:39
NO00170 | NO317-5 Ser/PI 06/14 10:39
NO000171 | N0038-1 Ser/{PI 06/14 11:55
NO00176 | N Ser/PI

N000177 | N Ser/Pl

NO00178 | N0210-3 Ser/PI 06/14 11:56
NO000179 | N0210-4 Ser/Pl 06/14 11:56
NO00180 | N0210-5 Ser/PI 06/14 11:56
N000181 | N Ser/Pl

NO000182 | N0317-2 Ser/PI 06/14 11:56
NO000183 | N0317-3 Ser/Pl 06/14 11:56
NO00184 | NO317-4 Ser/PI 06/14 11:56 |:‘

O NO000185 | NO317-5 Ser/Pl 06/14 11:56

emo- Search Filter Send T Delete Delete Backup’ Test Reactio
graphics Host Record All Data Review Monitor

” ‘ Select the sample from the list box.

Help

Figure 3. Data Review screen
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2.2.2.Select the sample on the searched racks, then open "Test Review" screen.
Verify corresponding E170 module and sampling time.

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

| ent | |

Data Review |
Test Review

Sample : Routine Sequence No.  : 000184 | Rack No.-Pos.: N03174 |
Type : SeriPI Sample ID : I~ Pre-dilution

Sample Status : Complete Rack and position

. . e

4.00

I
rresponding E170 module and sampling time.

Cancel ;::‘,“’ic's’ Detail ’ deiee ’[ Update’[ M.Ia.;‘:t""’ [Previous][ Next ]E Close

2 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.
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