Attachment 2 FSN-CPS-2017-012 “How to identify and deal with potential mixed sample results on

cobas e601”

Target

How to identify and deal with potential mixed sample results on cobas €601 if the two alarms

below occur within a short time.

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

1. Ildentification of the software malfunction

Alarm 301-0002 or 301-0015
Alarm 104-0005

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 issued in

advance shortly, by the Alarm screen and Daily Alarm Trace.

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

stand By 13/06/17 13:55
m-. 2 S
[ . Stop

| code [  Module | Level | Alarm Date/Time
104-0005 | 2601 |[ESRBIEEEEI Abnormal L2-line Movement 13/06/17 13:34 —
402-0401 |[e801 Caution Sample Short 13/06/17 13:33 Shut
3150015 [es01 Caution Solid Waste 13/06/17 13:33 (2entha
301-0015 |e801 Caution Tip/Cup pick up error 13/068/17 13:32 —
T
301-0002 ([es801 Caution Tip/Cup pick up error 13/068/17 13:32
S. Stop
ST |
Description and Remedy Alarm
Code  :104-0005 -
Level :Sample Stop e
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.
E

[ petete H - H — 1L Maint. ]

Select the alarm from the list box.

2. Collect the remained racks in the corresponded cobas e601 module.

I Standalone system:
Wait until system status turns to Stand-By.

2-1)
2-2)

Perform “Reset or Rack Reset” to collect racks to Unloader.
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I CLAS connected system:
2-1) Stop sending racks from CLAS, then wait until all results for measuring samples output.
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.

3. Printout “Daily Alarm Trace” and check the alarm “301-000002 Tip/Cup pick up error” or “301-
000015 Tip/Cup pick up error” occurs in short time from the occurrence time of “104-000005
Abnormal L2-line Movement”.

13/06 13:35 2 2 A 01-029-0001-065 Inc. Water Level Too Low
13/06 13:35 2 2 A 01-113-0009-063 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 A 01-113-0009-063 Abnormal Temp Control
13/06 13:34 62 1 A 02-104-0005-342 Abnormal L2-line Movement
T3706 13734 62 2 AUZ-I113-0006-Z81 Abnormal remp controrl
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 A 01-113-0010-063 Abnormal Temp Control
13/06 13:31 4 25 A 02-113-0006-141 Abnormal Temp Control

If two alarms below occur in a short time, the failure could happen.

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

If you identified that the software failed follow the next procedure!
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2. Handling of potential 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

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 | s
Test Selection Data Review | Calib. Review |
| SearchSample

Filter Data
’7 + OFF  ON [ |Routine View - ‘ — Fi [?:;:1
2

’E‘ Rack Sample ID | Type COmment-OM‘ Date/Time | & Sample ID

NOO13-1 000001 [Ser/PI 13/06 14:13 ~ Comment-001 @ s. stop
0 [noo50-3 100003 [Ser/PI 13/06 14:15 1
i . | [200004 Lll R
o [noos50-4 100004 [Ser/PI 13/06 14:15
0 [NoD50-5 100005 [Ser/PI 13/06 14:15
o [nodo1-2 200002 [Ser/PI 13/06 14:16
NO4B1-3 200003 [Sar/Pl 13/06.14:16 [~ Search Option Search .

[ NO401-4 200004 [Ser/PI 13/06 14:16 I
T NUgOTS N ZU000S [SETTPT TR TATE [ Match Case E] @

Comment-001

Searched Sample ID

shows on the screen.
Demogra-

i send To DEIEte
phics [ A= ‘[ Host ‘[ Record}E
Touch the screen, click the mouse, press <Enter>. %@
(s}

Search

Figure 1. Data Review screen
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2.1.2. Select the searched Sample ID and then, open "Test Review" screen.
Verify corresponded cobas e601 module and sampling time.

stand By bsery 13/06117 14:44
Workplace Reagent | Calibration | Qc o Utility | o
Test Selection Data Review | Calib. Review |

Test Review .
Sample : Routine I Rack No. - Pos. : N0401-4| Ds:vl::l
Type : Ser/Pl sample ID : _ 200004 T [ Pre-dilution
Status : Complete Carryover Evasion: Rack and position

| | pata | warm [Rm.| | Au. [Time [st] | Data | Aarm [Rm. | | Au. | Time |st]

Toxice [l ool m et s

A

Verify corresponded e601 module and sampling time.

Demogra-’ Show ’ Delete ’ ’ Manual .
Cancel phics Detail Test Update Test [ Previous ][ Next } L Close ]

Type the result data from -999999 to 9999999, then press <Enter>. %@
(+]

Figure 2. Test Review screen

Note:
Corresponded cobas e601 means that the module which has alarm "Abnormal L2-line Movement (S.Stop
Level). Please check the alarm from Alarm screen or Daily Alarm Trace.

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

2.1.4. The rack concerned sample mismatching can be identified by the sample which sampling time is
the latest.
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2.2. Rack position number mode

2.2.1. Go to Workplace> Data Review screen, search racks collected by performing "Reset or Rack

Reset" to Unloader.

Note: If the same rack is repeatedly using, the newest "Date/Time" is the latest used.

stand By bmsery 13/06/17 13:55
Workplace | Reagent  Calibration Qc Utility s
Test Selection Calib. Review |
Filter Data
’7 + OFF ¢ ON [ |Routine View - ‘ Sample Count: 700 ::"';E‘
[st.]seq. No.| Rack | D | Type |comment-001| patemime | [ | Test | Result [RM.| alarm | unit | —
o [noo1015|Noos0-5 SerPl os0s 1134 = o e e e s s. stop
o [noot1o16[Nodo1-1 ser/Pl 08/06 11:35
o [noot1017|nodo1-2 ser/Pl 08/06 11:35
0 [noo1018[No401-3 Ser/Pl 08/06 11:35
o [noot1o19nod014 ser/Pl 08/06 11:35
0 [noot1020[nod01-5 ser/Pl 08/06 11:35 o
o [nootoz21|n ser/Pl
o [nooto22|n Ser/Pl
o [Noo1023|noo50-3 ser/Pl 13/06 13:31
0 [Noo1024|Noo50-4 ser/Pl 13/06 13:31
0 [Noo1025|no050-5 ser/Pl 13/06 13:31
o [nootozs[n Ser/Pl
0 [Noot1027nodo1-2 ser/Pl 13/06 13:31 Print
No01028|N0401-3 ser/Pl 13/06 13:31
N001029| N0401-4 ser/Pl 13/06 13:31
0 [noo1030[N0401-5 Ser/Pl 13,06 1331 |
Demogra- A Send To Delete Backup Test Reaction
phics Searcht[ AT ‘[ Host }[ Rennrd}[ DeleteAII‘[ Data ’[ Review}[ Munitor}

Figure 3. Data Review screen

N2

Start
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2.2.2. Select the sample on the searched racks, then open "Test Review" screen.
Verify corresponded cobas e601 module and sampling time.

stand By bmserv 13/06/17 13:55
Workplace Reagent  Calibration | Qc | Uity | sor
Test Selection Data Review | Calib. Review |
Test Review
: shut
sample : Routine Sequence No. : 001029 | Rack No. -Pos.: N0401-4 | Down
Type : Ser/Pl Sample ID :

I~ Pre-dilution —

Status : Complete C:.II'I'VOVQI' Evasion: Rack and pOSitiOI’l
[ ows [mam [mw] [ &u [tme[st| [ ows [mwm | | Au|Tme s

Toxicc__ 100 [ [E2 134

Alarm

Verify corresponded e601 module and sampling time. =

Demogra- Show Delete Manual .
[ Cancel ][ phics ‘[ Detail 1 [ Test 1 [ Update‘ [ Test ‘ [ Previous ][ Next ]k Close ]
Type the result data from -999999 to 9999999, then press <Enter>. %@

Figure 4. Test Review screen

Note:
Corresponded cobas e601 means that the module which has alarm "Abnormal L2-line Movement (S.Stop
Level). Please check the alarm from Alarm screen or Daily Alarm Trace.

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

2.2.4. The rack concerned sample mismatching can be identified by the sample with the latest

sampling time.

<end of the document>
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