Urgent Field Safety Notice
SBN-CPS-2017-005

CPS / Serum Work Area
Version 1
02-March-2017

Fretting corrosion on Sample Probe connector may
cause sporadic Liquid Level Detection (LLD) failure

Product Name PROBE SAMPLE (GMMI 04547241001)
PROBE SAMPLE S (GMMI 05899427001)
SAMPLE PROBE (GMMI 04945794001)

Product Description PROBE SAMPLE (GMMI 04547241001)
PROBE SAMPLE S (GMMI 05899427001)
SAMPLE PROBE (GMMI 04945794001)

GMMI / Part No PROBE SAMPLE (GMMI 04547241001)

Device Identifier PROBE SAMPLE S (GMMI 05899427001)
SAMPLE PROBE (GMMI 04945794001)

Instrument/System Affected cobas c 311 analyzer (cat. no. 04826876001)

cobas ¢ 501 module (cat. no. 04745914001)

cobas ¢ 502 module (cat. no. 05964067001)

cobas ¢ 701 module (cat. no. 05641489001)

cobas ¢ 702 module (cat. no. 06473245001)

cobas 8000 ISE module 900 (cat. no. 05641497001)
cobas 8000 ISE module 1800 (cat. no. 05964075001)

SW Version Not applicable

Type of Action Field Safety Corrective Action (FSCA)

Dear Valued Customer,

Description of Situation

We regret to inform you that in very rare cases a disturbance of the sample liquid level detection (LLD) may occur
due to a fretting corrosion on the sample probe connector due to a production change for the connector.

In those very rare cases where the disturbance of the sample liquid level detection (LLD) occurs, the affected
sample probe may dip into the sample material deeper than intended, accordingly the affected sample probe may
be not washed adequately (this may lead to carryover, medical risk cannot be excluded).

Since the beginning of 2017, the affected sample probe connector type has been changed in production to a new
connector type. With that new connector type the sample liquid level detection (LLD) is ensured to fully function as
specified.

The potentially affected sample probes will be exchanged free of charge.

The following analyzers have been delivered with potentially affected sample probes:
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Fretting corrosion on Sample Probe connector may
cause sporadic Liquid Level Detection (LLD) failure

cobas ISE module 900 / cobas ISE module 1800: serial numbers from 15D5-01 to 17L8-10, 17L9-09 and 17L9-10
cobas c¢ 311 analyzer: serial numbers from 15D0-01 to 16D8-20, from 16D9-02 to 16E0-10, from 16E0-16 to 16F9-
08, from 16F9-10 to 16F9-18 and 16F9-20

cobas ¢ 501 module: serial numbers from 15P1-01 to 16Y4-19, from 16Y5-01 to 17Z3-20

cobas ¢ 502 module: serial numbers from 15A6-01 to 16D9-10

cobas ¢ 701 module: serial numbers from 15E6-01 to 17H7-10

cobas ¢ 702 module: serial numbers from 15F6-07 to 177M8-10

Note: If the sample probe in the analyzers with serial numbers listed above have been exchanged for another
sample probe, then please refer to the list below with the serial numbers for the potentially affected sample probes.

The sample probes with the following serial numbers (printed on the sample probe) may be affected:

Sample Probes cobas ¢ 501 module/ cobas ¢ 502 module/ cobas ¢ 311 analyzer

Production site | Dot mark 2015 2016 2017

(box print) (probe print) | (probe print) (probe print) (probe print)
Naka black 1509-001 to 1521-100 | 1622-001 to 1687-040 Not affected
Omuta green 1535-001 to 1537-100 | 1638-001 to 1684-035 Not affected

Sample Probes cobas ¢ 701/ cobas ¢ 702/ cobas ISE module 900/ cobas ISE module 1800

Production site Dot mark
(box print) (probe print) *
Naka black

Omuta green

* There is no lot number printed on the sample probes.

To identify the potentially affected sample probes refer to the attachment “How to identify potentially affected
sample probes”.

Actions taken by Roche Diagnostics
The manufacturer Hitachi High Technologies Corporation has clearly identified the root cause and since the
beginning of 2017, the affected sample probe connector type has been changed in production to a new connector

type. With that new connector type the sample liquid level detection (LLD) is ensured to fully function as specified.

The potentially affected sample probes will be exchanged free of charge.

Actions to be taken by the customer/user

Please check the sample probe in use in your analyzer (based on the serial number information on the previous
page) referring to the attachment “How to identify potentially affected sample probes.”
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Fretting corrosion on Sample Probe connector may
cause sporadic Liquid Level Detection (LLD) failure

Only if the sample probe(s) in use is from the potentially affected serial numbers, then please:

Inform your local Roche affiliate about the total quantity of the affected sample probes used in your
analyzer(s). With that information, we will plan for the exchange of the affected sample probe(s).

Enable the “Clot Detection” and “Clot Detection for Calib./Control” settings in “Utility-System-Alarm
Settings” (refer to step 1 in the attachment(s) “How to proceed whenever the system alarm “Sample
Short” or “Abnormal Aspiration” is issued” relevant to the analyzer/module type used in your laboratory).

Until the sample probe exchange takes place, whenever the analyzer issues the system alarm “Sample
Short” or “Abnormal Aspiration” for a sample with sufficient sample volume, please follow the instructions
in the attachment(s) “How to proceed whenever the system alarm “Sample Short” or “Abnormal
Aspiration” is issued” relevant to the analyzer/module type used in your laboratory.

If carryover cannot be excluded, affected samples should be handled according to the local regulations
including the decision whether previously generated results should be reviewed.

Communication of this Field Safety Notice (if appropriate)

This notice must be passed on to all those who need to be aware within your organization or to any
organization/individual where the potentially affected devices have been distributed/supplied.

Please transfer this notice to other organizations/individuals on which this action has an impact.

Please maintain awareness of this notice and resulting action for an appropriate period to ensure
the effectiveness of the corrective action.

The following statement is mandatory in FSNs for EEA countries but is not required for the rest
of the World:

Include if applicable: The undersigned confirms that this notice has been notified to the appropriate
Regulatory Agency.

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

Best regards,
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Fretting corrosion on Sample Probe connector may
cause sporadic Liquid Level Detection (LLD) failure

Contact Details

To be completed locally:
Name

Title

Company Name
Address

Tel. +XX-XXX-XXXX XXXX
Email name@roche.com

The following statement is mandatory in FSNs for EEA countries but is not required for the rest of the
World:

Include if applicable: The undersigned confirms that this notice has been notified to the appropriate
Regulatory Agency.
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Attachment FSN-CPS-2017-005 “How to identify potentially affected sample probes”

Target

With this procedure potentially affected Sample Probes can be identified both already installed Sample Probes
and still boxed Sample Probes.

Identification of potentially affected sample probes for cobas c501/ cobas c502 and cobas
c311
There are two HHT production plants NAKA & OMUTA producing Sample Probes. Potentially affected Sample

Probes can be easily encountered by the following procedure. If a yellow dot is applied to the Sample Probe
connector the Sample Probe is already equipped with a modified connector.

04547241001 PROBE SAMPLE (cobas c501/ cobas c502)

05899427001 PROBE SAMPLE S (cobas c311)

Affected serial

number which NAKA; 1509-001 onward, and no marked yellow dot on the connector.
printed on the OMUTA,; 1535-001 onward, and no marked yellow dot on the connector.
probe

Refer to Place of yellow dot on the connector in this table for detail.

Identification of
production site in
HHT

Either NAKA| or [OMUTA| is indicated on the original package.
Either Black or Green dot is marked on the sample probe.

Black dot: Produced by
Green dot: Produced by OMUTA

Printed place on
sample probe

Refer to Rule of printed serial number for detail.
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Attachment FSN-CPS-2017-005 “How to identify potentially affected sample probes”

Rule of printed
serial number

727-0587 <— Part number
YY AA - BBB <— Serial number

—I: Sequential number (From 001 to 999)
Production number (From 01 to 99)

Production year

Serial number printed on the probes for cobas c501/c502 and cobas c311 are making a
common numbering by HHT's two production lines.

Place of yellow
dot on the
connector

n

No yellow dot mark on the connector is affected.

If the yellow mark on the connector is existed, the probe was modified done by HHT despite if
the Serial number which printed on the probe was met.

SAP lot number
which printed on
the original
package

Affected Sample
Probe for cobas
c311 (P/N 724-
0920)

Lot number which indicated on the logistics label
0490232027, 0490233855, 0490236427, 0490238543, 0490241937, 0490248322, 0490250880,
0490235713, 0490252029, 0490256963

Affected Sample
Probe for cobas
¢ 501 and c502
(P/N 727-0595)

0490233762, 0490233764, 0490233766, 0490233767, 0490233777, 0490235904, 0490235905
0490235906, 0490235907, 0490235949, 0490235950, 0490237594, 0490237595, 0490237353
0490237354, 0490237597, 0490237598, 0490237600, 0490237602, 0490237604, 0490237606
0490238955, 0490238957, 0490238893, 0490238895, 0490238896, 0490238898, 0490238899
0490242149, 0490242151, 0490242153, 0490242155, 0490242327, 0490242328, 0490242329
0490242330, 0490242331, 0490250491, 0490250492, 0490250493, 0490250494, 0490250495,
0490250496, 0490251032, 0490251033, 0490251034, 0490251036, 0490252524, 0490252527
0490252529, 0490252532, 0490252247, 0490252249, 0490252251, 0490252252, 0490252272
0490252398, 0490254550, 0490254551, 0490254552, 0490254553, 0490254554, 0490254555
0490254804, 0490254805, 0490254806, 0490254807, 0490256999, 0490257000, 0490256993
0490256994, 0490256995, 0490256996, 0490256997, 0490256998, 0490254808, 0490257001,
0490257847, 0490257848, 0490257849, 0490257850, 0490257851, 0490258652
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Attachment FSN-CPS-2017-005 “How to identify potentially affected sample probes”

Identification of potentially affected sample probes for cobas ¢701/ cobas ¢702

HHT production plants NAKA & OMUTA producing Sample Probes as well for cobas c701/ cobas c702 and
ISE. Potentially affected Sample Probes can be encountered by the following procedure.

04945794001 SAMPLE PROBE (cobas c701/ cobas c702)

Affected serial
number which
printed on the
probe

ISE and Sample Probe for cobas c701/ cobas c¢702 do not have serial number printed on the
probe itself.

Identification of
production site
in HHT

Either Black or Green dot is marked on the sample probe.

Black dot : Produced by
Green dot : Produced by OMUTA

Place of yellow
dot on the
connector

. . -
No yellow dot mark on the connector is affected.
If the yellow mark on the connector is existed, the Sample Probe was already modified by HHT.

SAP lot number
which printed
on the original
package

Refer to the separate attachment for detail of SAP lot numbers which printed on the original
package.
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Attachment FSN-CPS-2017-005 “How to identify potentially affected sample probes”

Affected 0490238960, 0490238961, 0490238961, 0490238961, 0490238963, 0490242332, 0490251040,
Sample Probe 0490251041, 0490252546, 0490252547, 0490252547, 0490254810, 0490254811, 0490221658,
for cobas c701/ | 0490223228, 0490223229, 0490225255, 0490226172, 0490226173, 0490226174, 0490227626,
cobas c702 0490227627, 0490227628, 0490230276, 0490230277, 0490230279, 0490232203, 0490232204,
(P/N 731-0313) | 0490232205, 0490232206, 0490233778, 0490233779, 0490233780, 0490233781, 0490233783,
0490235909, 0490235910, 0490235911, 0490235912, 0490235913, 0490237365, 0490237366,
0490237367, 0490237368, 0490237369, 0490237370, 0490238901, 0490238902, 0490238903,
0490238904, 0490242160, 0490242161, 0490242163, 0490242165, 0490242166, 0490250498,
0490250499, 0490250500, 0490250501, 0490250502, 0490252308, 0490252312, 0490252318,
0490252320, 0490252322, 0490254558, 0490254559, 0490254560, 0490254561, 0490254562,
0490257035, 0490257036, 0490257037, 0490257038, 0490257039, 0490257854, 0490257855,
0490257856, 0490257857, 0490257858

<end of the document>
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

When the system alarm Sample Short or Abnormal Probe sucking is issued while there is still sufficient amount of
sample volume, it is necessary to replace the sample probe. A verification of the measurement results is required.

When there is no replacement sample probe available, clean the inside and the outside of the sample probe. This
is described in the Operator’'s Manual Version 3.0. Please refer to the coinciding procedures “Eliminating clogging
of the pipetter probes” and “Cleaning probes and nozzles”.

Step Action

Preparation: | 1 Enable the Clot Detection and Clot Detection for Calib/Control settings in
Clot Utility-System-Alarm Settings.

Detection ON

Alarm Setting

~I~ Repeat Limit Flag

= With Automatic Rerun

[~ Sampling Complete

v Clot Detection I

 Calibrator/Control |

[~ Expired Reagent Flag
[~ Suppress Result <Test
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

Step Action
Check the 2 The table below shows the system alarm list of Sample Short and Sample
Sample Short Clot.
and Sample Alarmf] Alarm-Codef] Alarm-Sub-Codef |,
Clot alarm - - -
Sample-Short= 010z 0001~-0110= r
Abnormal-Probe-suckings 012m 0001-~0110= r
Sampling 3 a) When the alarm is issued, select the S. Stop button.
Stop Sampling Stop bmserv 01/24/17 (Tue) 14:11
Code Module Level Alarm Date/Time Stop
010-000 A Caution amp 0 ) 4 4:10
Shut
down
S. Stop
Description And Remedy ‘ Blar
Code :010-0002 o
Level :Caution Media
Eject
Description
Sample to be aspirated was insufficient. ‘
Remedy i Print
(1) Check to see whether the volume of sample is sufficient: If it is not, add volume, and then rerun the test. i
[ Delete ‘ [ New Alarm ] { Sound 1 L Maint. ] i Close P;:::’
2 Touch the screen, click the mouse, press the space bar or <Enter>. Start
‘ Help
NUM
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

3b b) When the [S. Stop] window appears, choose [Yes].

Sample Stop

Are you sure?

Ye °

¢) Confirm the confirmation window with [Pause/S.Stop]

Confirmation

Warning! Do not exchange any sample!

New samples can be added on open disk positions only.

e

Wait until 4 Wait until the system status switches to Sampling Stop.
status
Sampling
Stop
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

Identify 5 Identify the sample for which the system alarm was issued according to the
sample for code of the system alarm (refer to the following figure).
which alarm Sampling Stop bmserv 01/24/17 (Tue) 14:11

- A~

Was ISSUEd ade Module M Level ]( Alarm M DatefTime W
0100002 AU Sample Short 0112417 14:10

Alarm

—

Description And Remedy \

Code  :0100002 ~al 010-0002: Sample
Level :Caution

Description Short

Sample to be aspirated was insufficient.

Remedy ~ oy )

(1) Check to see whether the volume of sample is sufficient: If it is not, add volume, aPOS|t|On - 2

[ Delete ] [ New Alarm } { Sound 1

NG e

Touch the screen, click the mouse, press the space bar o) nter>. Start
Help
J ]
Sampling Stop bmserv 01/24/17 (Tue) 14:13
Workplace | Reagent /Calibration | ac | utity [ _
op
Test Selection  Data Review ‘
Filter Dat: Shut
~ OFF ~ ON Sample Count: 5 down
st. H[ S. No. ]”Disk MHType HNAMEW Arrived DatelTime ] ‘ Test HReS“'tHA'afm ”U"it |
P N000001 _Noj Ser/Pl 01/24 14.08 - ALB Samp.S - S. Stop
O  NO000002 NOO02 01/24 14:.08 [ ]
O N0O00O3 E=iiee® Ser/Pl 01/24 14:08 ALP Samp.S
O NOO0004 NOO4 Ser/Pl 01/24 14:09 u
QO NO00005 NOO05 Ser/Pl 01/24 14:09 ALT samp.s
= Alarm
AMY Samp.S
L) S —
AST Samp.§
. Media
Eject
Print
= & Pausel
- Scan
Demo- Search Filter Send To Delete Delete Backup Test Reaction
graphics Host Record All Data Review Monitor
2 Select the sample from the list box. Start
Help
CAP [NUM

Example of a sample with Sample Short alarm.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

Check sample | 6 Check

volume a) the sample volume in the sample container, and

b) whether there is any substance adhered to the sample probe.

No action is required when the sample volume is insufficient, and the sample
probe is clean.

When there is sufficient sample volume, replace the sample probe and move

on to step 7.
Sampling 7 Check the sampling time for which the alarm was issued in the Test Review
time in Test screen (Workplace-Data Review-patient sample (in sample list)-Test Review).
Review
Sample : Routine Sequence No. ;000002 DiskPos. : NOO2
Type : SeriPl Sample ID : I~ Pre-dilution

Sample Status : Ordered

Dilution 5 Data Alarm

ALB u (o]}
ALP Samp.S ] (o]
ALT Samp.S 14:10 n (o]
AMY Samp.S [ | o]
AST Samp.S [ | [s]

LLLEEELED

—
—
—
—
—
—
—
—

Demo - . Delete Manual
[ Cancel ][graphics [ Detall‘[ Test 1[ Update‘{ Test

_4

EnEr e

Verify the 8 Check the test results which were measured after the sampling time in step 7

results or on the data review screen.

discard the

samples All affected samples have to be verified/ discarded according to the local
rules.

An example of tests to be verified is described below
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

Example 9 On the Data Review screen, select all samples that were sampled on the
analyzer unit after the sample with the sample short alarm, including the
sample concerned.

Then display the Test Review window.

Sampling Stop bmserv 01/24/17 (Tue) 14:22
Workplace | Reagent I Calibration \ Qc \ Utility I o
op
Test Selection  Data Review }
Filter Data Shut
~ OFF ~ ON Routine View - Sample Count: 5 down
St. W S. No. WHDisk HSar”Type HNAMEH[ Arrived Date/Time 1 | Test ”Resu“HA'ﬁr"" HU“" |
O N000001 N001 Ser/P| 01/24 14:08 - ALB samp.S - | S.stop
O NO00DDD2 NO002 SerlP| 01/24 14:08 ]
O NOOQOD3 NO0O3 Ser/PI 01/24 14:08 ALP Samp.S
O NOOOOD4 NOO4 Ser/Pl 01/24 14:09 [ ]
O NO00005 NO005 Ser/PI 01/24 14:09 ALT Samp.$
= Alarm
AMY Samp.S
L] —_—
AST Samp.S
= Media
Eject
Print
B B Pause/
- Scan
Demo- Search Filter Send To' Delete Delete Backup Test Reaction
graphics Host Record All Data Review Monitor
2 Select the sample from the list box. Start
Help
CAP [HUM
 Tetees
Sample : Routine Sequence No. : 000002 DiskPos. : N00O2
Type : SeriPI Sample ID : ™ Pre-dilution

Sample Status : Ordered

Alarm

Dilution
ALB

ALP
ALT
AMY
AST

Samp.S
Samp.S
Samp.S

Samp.S

—
—
—
—
—
—
—
—
—

Demo-’ . T Delete ’ ’ Manual .
Cancel graphics Detail Test Update Test [PrewousM Next }LCIose }

The example Test Review window of samples on Data Review screen is
described in the table below.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® c311

S.No Disk Pos. | Test Alarm Time Judgment of measurement result
NO00001 MO0 ALB - 14:09 oK
MO0 ALP - 14:09 oK
MNO01 ALT - 14:09 0K
MO01 AMY - 14:10 QK
MNO01 AST - 14:10 QK
N0O00002 M002 ALB Samp.S | 14:10 Target forverification
(sample forwhichthe sample short alarmwas issued)
MN002 ALP Samp.5 | 14:10 Target for verification
(sample forwhichthe sample short alarmwas issued)
MNO02 ALT Samp.S | 14:10 Target forverification
(sample forwhichthe sample short alarmwas issued)
MN0D2 AMY | Samp.S -
MN002 AST samp.s | - -
NO00003 MN003 ALB - 14:1 Target forverification
(sample pipetted after 14:10)
MNO03 ALP - 14:11 Target for verification
(sample pipetted after 14:10)
MN003 ALT - 14:11 Target forverification
(sample pipetted after 14:10)
MN003 AMY - 14:11 Target forverification
(sample pipetted after 14:10)
MO03 AST - 14:11 Target for verification
(sample pipetted after 14:10)
NO00004 MNO04 ALB - 14:12 Target forverification
(sample pipetted after 14:10)
MNO04 ALP - 14:12 Target forverification
(sample pipetted after 14:10)
MNO04 ALT - 14:12 Target forverification
(sample pipetted after 14:10)
MO04 AMY - 14:12 Target forverification
(sample pipetted after 14:10)
MO04 AST - 14:12 Target for verification
(sample pipetted after 14:10)
NO00005 MO05 AlLB - 14:13 Target forverification
(sample pipetted after 14:10)
MN005 ALP - 14:13 Target forverification
(sample pipetted after 14:10)
MN005 ALT - 14:13 Target forverification
(sample pipetted after 14:10)
M005 AMY - 14:13 Target forverification
(sample pipetted after 14:10)
MO05 AST - 14:13 Target for verification
(sample pipetted after 14:10)
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

When the system alarm Sample Short or Abnormal Probe Sucking is issued while there is still sufficient amount of
sample volume, it is necessary to replace the sample probe. A verification of the measurement results is required.

When there is no replacement sample probe available, clean the inside and the outside of the sample probe. This
is described in the Operator’s Manual Version 8.0 and in the manual “Interlock function cobas ¢ 501 with ISE
Version 1.2". The inside cleaning maintenance actions of the cobas® 6000 analyzer series can only be performed
by specially trained operators. Please refer to the coinciding procedures “Replacing sample, ISE and reagent
probes — elimination of blockages” and “Cleaning sample probe, reagent probes, ISE probe and ISE sipper nozzle”.

Step Action
Preparation: 1 Enable the Clot Detection and Clot Detection for Calib/Control settings in
Clot Detection Utility-System-Alarm Settings.
ON

T With Automatic Rerun

[~ Rack Supply Complete

— Clot Detection ~I—

¥ Clot Detection for Calib/Control I

v Expired Reagent Flag

[~ Suppress Result <Test
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

Step Action
Check the 2 The table below shows the system alarm list of Sample Short and Sample
Sample Short Clot.
and Sample Alarm] Alarm- Codeq Alarm- Sub-Codef]  |g
4] 4] 5]
Clotalarm Sample Shorts 431 - 4350 0001-0999= o
436---440u 0001-9999u o
401---405u 0001-9999u o
406---410m 0001-9999= o
411---41 5m 0001-9999x o
416---420m 0001-9999x o
421---425m 0001-9999x o
426---430u 0001-9999u o
441 o 0001x o
Abnormal Probe-suckingy 481---485u 0001---9999x a
486---490m 0001---9999u o
{The-alarm-of-Sample-Clot 451---4550 0001---0999x o
is- issued- as- "Abnormal- 456---4600 0001 ---0099u o
Probe-sucking")= 461---4650 0001---0999x -
466470 0001---0000% -
471--475x 0001---9999s -
476---480m 0001---9999u o
Sampling Stop | 3 a) When the alarm is issued, select the S. Stop button.
__________________________________Aaw |
Stop
Code Module Level [ Alarm [ DateTime
[ 4030401 [[c501 Caution [sampleshort ——  [24/01/17 0942
(0280002 |cB0] Taution nc. Water Temperature Error 01/ B Shut
0290001 |c501 Caution Inc. Water Level Too Low 24/01/17 09:41 LEL
S. Stop
Description and Remedy ki
Code  :403-0401 |
Level :Caution T
Description:There is insufficient sample volume in the specified sample container in the Pos.3 on a
Routine rack.Subcode indicates Rack No.
Remedy :(1) Check to see whether the volume of sample is sufficient: If it is not, add volume, and
then rerun the test.
(2) If the tip of sample probe is dirty, use alcohol to clean the outer wall of sample probe.
Please contact service representative, if the alarm recurs.
=
[ Delete ] [ New Alarm } [ Sound 1 L Maint. }
Select the alarm from the list box. k@ E]
en the [S. Stop| window a €ars, cnhoose es].
b) When the [S. St d hoose [Y
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm ”Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

Are you sure?

—
2 .¥!s

¢) Confirm the confirmation window with [Yes]

Are you sure?

Wait until 4 Wait until all racks are transferred to the unloader. (Waiting time may vary
racks are depending on the condition of the ordered analysis)
unloaded
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

Identify 5 Identify the sample for which the system alarm was issued according to the
sample for code of the system alarm (refer to the following figure).
which alarm

. , Module ‘ Level Alarm | Date/Time
Was Issued 403-0401 |c Caution ple Short 24/01/17 09:42
oz 01 Ny Caution 24/01/17 09:41

= Inc. Water Temperature Error

0290001 | c¢501 \ Caution Inc. Water Level Too Low 24/01/17 09:41
\‘

N\

N\
N

Description and Remedy
Code  :403-0401 =l
Level :Caution

Description:There is insufficient sample volume in the specified sal

Routine rack.Subcode indicates Rack No. 403_0401 Samp|e Short
Remedy :(1) Check to see whether the volume of sample is sufficie
then rerun the test. a

(2) If the tip of sample probe is dirty, use alcohol to clean the outer
Please contact service representative, if the alarm recurs.

Routine Rack No.:401

[ H il ][ 1 Lﬂsmonﬁ

| —) |
. .
Workplace Reagent I C Utility ]
TestSelection  Data Review | calib. Revi
Filter
’7 = OFF ¢ ON Routine View - Sample Count: 15
[st.] Rack sampl [Type Name | DateTime | [ | Test | Resunt [R.M.[ Alarm [[A.U.[unit]
¢ |Nodo1-1 | /ﬁmzaaom Ser/Pl 24/01 09:41 | laez | | [sampsfer | |
‘ ] : 11112233002 [SerPI 24/01 09:41 =
20[[Noa013 11112233003 |Ser/Pl 24/01 09:41 m |NSE
# 11112233004 [Ser/Pl 24/01 09:41
2 |Noao15 11112233005 |SerPl 24/01 09:41
0 |N0229-1 11112233006 |Ser/Pl 24/01 09:42
0 |No228-2 11112233007 |SerPl 24/01 09:42
0 |N02293 11112233008 |Ser/Pl 24/01 09:42
0 [No2294 11112233009 [Ser/Pl 24/01 09:42
0 |No2295 11112233010 [SerPl 24/01 09:42
20 [N0013-1 11112233011 Ser/Pl 24/01 09:42
20 [N0013-2 11112233012 [Ser/Pl 24/01 09:42
20 [N00133 11112233013 |SerPl 24/01 09:42
20 [N00134 11112233014 |Ser/Pl 24/01 09:42
20 [N0D135 11112233015 |SerPl 24/01 09:42

Demogra- : Send To Delete Backup Test Reaction
phics BE=rch BllLar Host Record Dalste All Data Review Monitor

Example of a sample with Sample Short alarm on a routine rack.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

Checksample | 6 Check

volume a) the sample volume in the sample container, and

b) whether there is any substance adhered to the sample probe.

No action is required when the sample volume is insufficient, and the sample
probe is clean.

When there is sufficient sample volume, replace the sample probe and move

on to step 7.
Module and 7 Check the module and the sampling time for which the alarm was issued in
sampling time the Test Review screen (Workplace-Data Review-patient sample (in sample
in Test Review list)-Test Review).
Test Review
Sample: Routine Rack No. -Pos.:  N0401-3
Type : Ser/Pl Sample ID : 11112233003 = Pre-dilution
Status:  Ordered Carryover Evasion:
est | ismReuk [ ReunRest |
T [ om | wam [ | : | [ paa | marm [Rm [ [ A ] Time [ st |
aisz [0 samp.s m et Josuz i m o
NSE [ | M
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”

is issued on cobas® 6000

Set filter for
the specific
module

8

Set an “Analyzed Unit” filter for samples for which sampling was performed
on the specific module from step 7 (in Workplace-Data Review-Filter).

Module C1

—Sampl — Sample Status
¥ Routine [ Ordered
[ Stat ¥ Processing
 Control ¥ Complete
¥ Incomplete
r Type r— Results sent to host
W Ser/Pl W Sentto host
 Urine ¥ Not sent to host /
 CSF /
¥ Suprnt [~ Analyzed Unit c1 ;l
¥ Other
™ Analyzed Test A-HAV
™ Result with rerun only
" Arrived Date o1 o1 /00 -31 /12 /35
I~ Arrived Time 00 00 23 59

Filter for the
specific
module

Select the [ON] radio button for Filter on Data Review screen.

Workplace Reagent  Calibration ac | utility
Test Selection Data Review | Calib. Review |
Filter Data
’V c OFFI(-‘ ON I [ Routine View ~ Sample Count: 15
st.| Rack sample ID [Tvpe | mName | patemime | [ | Test | Result |[R.M.] Alarm [[A.u.Junit|
& [NO401-1 11112233001 [Ser/PI 24/01 09:41 | |mB2 | | [samps|er | |
& |No4o12 11112233002 [Ser/PI 2401 09:41 n
#0 [N04013 11112233008 [Ser/PI 24/01 09:41 m [NSE
& [No4ot14 11112233004 [Ser/PI 2401 09:41
¢ [No4o15 11112233005 [Ser/PI 2401 09:41
20 |N0013-1 11112233011 [Ser/PI 2401 09:42
20 [Noo13-2 11112233012 [Ser/PI 24101 09:42
#0 [N00133 11112233013 [Ser/PI 24101 09:42
20 |N00134 11112233014 [Ser/PI 24101 09:42
20 [N00135 11112233015 [Ser/PI 24101 09:42
Demgra- o Send To Delete Elackup Test Reaction
[ phics ‘[ 5““’"1[ Clten 1[ Host 1{ Rennrd‘{ DE'E““"‘{ Data 1{ Review‘{ Mnnitr‘

Verify the
results or
discard the
samples

10

Check the test results which measured after the sampling time in step 7 on

the data review screen in step 9.

All affected samples have to be verified/ discarded according to the local

rules.

An example of tests to be verified is described on the next page.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

Example 11 On the Data Review screen, select all samples that were sampled on the
analyzer unit after the sample with the sample short alarm, including the
sample concerned.

Then display the Test Review window.

Workplace Reagent  Calibration Qc o Utilty |
Test Selection Data Review | Calib. Review |
Pata ——————————1 403-0401: Sample Short

Filter
( & OFF ¢ ON Routine View -

[st.] Rack sample ID [Type | mMame | Dateime

Routine Rack No.:401 Position: 3

NO401-1 11112233001 [Ser/Pl | oot 0T 05:41 | Jmez | | |samps|er | |
# [nodot1-2 11112233000 SET) 24/01 09:41 [(m ] ]
#0 [No401 | M 11112233003 [SerPI 24/01 09:41 m [NSE
# |Nodo14 11112233004 [Ser/PI 24/01 09:41
# |Noso1s 11112233005 [Ser/PI 24/01 09:41
0 |Noz29-1 11112233006 [Ser/PI 24/01 09:42
0 |Noz2e-2 11112233007 [Ser/PI 24/01 09:42
0 |Nozze-s 11112233008 [Ser/PI 24/01 09:42
0 |Nozz9-4 11112233009 [Ser/PI 24/01 09:42
0 |Nozz9-5 11112233010 [Ser/PI 24/01 09:42
#0 [NoD13-1 11112233011 [Ser/PI 24/01 09:42
#0 [No0D13-2 11112233012 [Ser/PI 2401 09:42
#0 [N0D13-3 11112233013 [Ser/PI 2401 09:42
#0 |NOD134 11112233014 [Ser/PI 24/01 09:42
#0 [NOD13-5 11112233015 [Ser/PI 24/01 09:42

Demogra- s Send To Delete Backup Test Reaction
phics BEaEh AL Host Record il ] Data Review Monitor

Confirm the module and the time on which the sampling was performed.

Test Review
sample: Routine Rack No. - Pos.:  N0401-3
Type:  SerPl sample ID ; 11112233003 O ReIEen
Status:  Ordered Carryover Evasion:
Test | tstResut | RerunResut |
|| pata | miarm [ Rwm ] : | | pata [ marm [RM. | | Au ] Time |st]
a2 [ samp.s m ¢t flosz i ™ o

NSE [ | \ M

403-0401: Sample Short

Routine Rack No.:401 Position: 3

Pipetting time in Test Review T = 9:42

[ |0 | [ IR e N [

The example Test Review window of samples on Data Review screen is
described in the table below.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm "Sample Short” or "Abnormal Aspiration”
is issued on cobas® 6000

Rack Test Alarm Al Time St Judgment of measurement result
MO401-1 ALB2 1 09:42 Ok
MNSE E1-2 09:47 Ok
MO401-2 ALB2 1 09:42 Ok
MSE E1-2 09:48 Ok
MO401-32 ALBZ2 Samp.S C1 09:42 Target forverification
(Sample for which the sample short
alarmwas issued)
Time T=09:42, Module C1
MNSE M
MO401-4 ALB2 C1 09:42 Target farverification
(pipetted on module C1 after8:42)
MSE E1-2 09:483 Target forverification
(sample pipetted on module c1 after
9:42)
MO401-5 ALBZ2 c1 0942 Target forverification
(pipetted on module C1 after 3:42)
MNSE E1-2 08:49 Target forverification
(sample pipetted on module ¢l after
9:42)
MO013-1 ALBZ M e
SE £15 Soia 57 Mo target for verification,
MO013-2 | ALB2 M since not pipetted on c1
MSE E1-2 09:44 Ok madule
MNO013-3 ALB2 M
MNSE E1-2 09:45 Ok
MO013-4 ALB2 M
MNSE E1-2 09:46 Ok
MO013-5 ALBZ M
MNSE E1-2 09:46 Ok
M0229-1 ALB2 C1 09:42 Target farverification
(pipetted on module C1 after8:42)
MNSE M
MO229-2 ALBZ2 c1 09:43 Target forverification
(pipetted on module C1 after8:42)
MSE M
M0229-3 ALBZ 1 09:43 Target forverification
(pipetted on module C1 after9:42)
MSE M
M0229-4 ALBZ 1 09:43 Target forverification
(pipetted on module C1 after9:42)
MNSE M
MO228-5 ALBZ2 C1 08:43 Target forverification
(pipetted on module C1 after9:42)
MNSE M
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® 8000

When the system alarm Sample Short or Abnormal Aspiration is issued while there is still sufficient amount of
sample volume, it is necessary to replace the sample probe. A verification of the measurement results is required.

When there is no replacement sample probe available, clean the inside and outside of the sample probe. This is
described in the Operator's Manual Version 5.1 and in the manual “cobas 8000 modular analyzer series Interlock
Manual ¢ 502 module —Version 2.1 Software version 06-02". The inside cleaning maintenance actions of the
cobas ¢502 module series can only be performed by specially trained operators. Please refer to the coinciding
procedures “Eliminating clogging of the sample probe” and “Cleaning all pipetter probes and rinse nozzles”.

Step

Action

Preparation:
Clot Detection
ON

1

Enable the Clot Detection and Clot Detection for Calib/Control settings in
Utility-System-Alarm Settings.

Alarm Settings

Repeat Limit Flag

With Automatic Rerun

M

Clot Detection

Abnormal Detection Limit

1

E Clot Detection for Calib./Control

L]

L]

Rack Supply Complete

Expired Reagent Flag

Cancel
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® 8000

Rack Collect End

Workplace ‘ Reagent ‘ Calibration ‘

*OPEN*

Qc ‘ Utility

2017/01/23 18:28

Step Action
Check the 2 The table below shows the system alarm list of Sample Short and Sample
Sample Short Clot.
and Sample Alarm Module Alarm Code Alarm Sub Category
Clotalarm Sample Short ISE 010 XXXXXY
XXXXX: rack No.
Y: cup position
c701/c702 001 - 002 XXXXXY
XXXXX: rack No.
Y- cup position
c502 401 - 440 OXXXXX
(The cup position is XXXXX: rack No.
indicated by alarm code)
441 000001
Abnormal Aspiration ISE 007 XXXXXY
XXXXX: rack No.
(The alarm of Sample Y: cup position
Clot is issued as| ¢701/c702 004 - 005 XXXXXY
"Abnormal Aspiration") XXXXX: rack No.
Y: cup position
c502 451 - 490 OXXXXX
(The cup position is XXXXX: rack No.
indicated by alarm code)
491 000001
Sampling Stop | 3 a) When the alarm is issued, select the S. Stop button.

&)

| "

Alarm

Stop

Alarm List

Code Module Level Alarm

Date/Time

A

001-501891 AUl Gaution

sample Short

2017/01/23 18:20

)

Alarm : sample Short

Code : 001-501891 Rack No.: 50189, Position: 1
Description

Module : AU1 Level

: Caution

The sample volume is insufficient for the sample probe A aspiration.
The subcategory code indicates the rack ID and the cup position.
E.g. Subcategory code No. (XXXXXY) XXXXX: rack ID Y: cup position

Monitor

Remedy

c. Contact our service representative, if alarm recurs.

a. Check that the sample velume is sufficient: If it is not, add the sample, and then rerun the test.
b. If the tip of sample probe is dirty, wipe off the outer wall of sample probe with a clean cloth moistened with alcohol.

=

Close |

<
H BEE B B

Select alarms from the list
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”
is issued on cobas® 8000

Step Action
3b b) When the [S. Stop] window appears, choose [Yes].
5.Stop
Are you sure?
Yes No

Wait until 4 Wait until all of racks are collected in the unloading area. (Waiting time may
racks are vary depending on the condition of the ordered analysis)
unloaded
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”

is issued on cobas® 8000

Identify
sample for
which alarm
was issued

5

Identify the sample for which the system alarm was issued according to the
code of the system alarm (refer to the following figure).

o Mampis Snont
Corde ISR REOK Moo 55180, Poaman 1 1 Lavel I Gaatea

| H - l 001-501891: Sample Short
é

Workplace Reagent Calibation — Position: 1
Dot Aovene view W e ou I. are | s — :3,
o & 4onm gl e BaterTims Ay metun Une Maen AU Rg.oL e | My
H PRI :I:ﬁ-l By B2 B W - _i E
H THOSNITAINS  SNLADA e V12 B L] "
" TOOSEAISATND  BOMSIS SerPy U M / LR W Lk AlA
" BERMITITD  SNE Smh OVI2 WSS L] L2

H ST BT 21883
e omemarons :
H TSN MR derR R
ER THITHIHA  HERD decR B TR
H TSI BHE dar® B B
o T T o | W b
el L ‘l crasge | muwimm! Datate AN |lnlnnu=u||mmm-] Rasciica | @
Hack | Peoriy I | I | | | Mignmgr Start.

Example of a sample with Sample Short alarm on a routine rack.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”

is issued on cobas® 8000

Check sample
volume

6

Check

a) the sample volume in the sample container, and

b) whether there is any substance adhered to the sample probe.

No action is required when the sample volume is insufficient, and the sample
probe is clean.

When there is sufficient sample volume, replace the sample probe and move
on to step 7.

Module and
sampling time
in Test Review

Check the module and the sampling time for which the alarm was issued in
the Test Review screen (Workplace-Data Review-patient sample (in sample
list)-Test Review).

Rack Collect End *OPEN* 2017/01/23  18:29

Qc ‘ Utility ‘ Overview a
Test Selection Data Review Calib. Review

Test Review

Workplace ‘ Reagent ‘ Calibration ‘

sample

: Routine
: ser/Pl

Rack No. - Pos.

50189-1

. Type sample ID : 105090267066 O
Status : complete Carryover Evasion [
1st Result Rerun Resuilt @
S.Stop
Select . R c. R oy A c.
B Test Unit | Result Alarm [ Dil. Tim £ DM St Result Alarm & Dl j  Tim £ DM st | A
1st ASTLP gL Samp.s n H L J o
1st TST02 gL samp.§ | | H | ] o

sample Information ] \ Reagent Detail ‘

Select a test from the list
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”

is issued on cobas® 8000

Set filter for
the specific
module

8

Set an “Analyzed Unit” filter for samples for which sampling was performed
on the specific module from step 7 (in Workplace-Data Review-Filter).

Rack Collect End *OPEN* 2017/01/23  18:29
Workplace ‘ Reagent ‘ Calibration ‘ Qc ‘ Utility ‘ Overview r
Stop
Test Selection Data Review Calib. Review
Data:  Routine View v Filter: oN {._ OFF Filter search ‘ 5""9'2‘:““3' Logoft
c Rack c.
DM £’ St S.ID No. 5. Type Name Date/Time AN\ | Dl Test Resutt Umit Alarm AU Rg. St 3rd
" L .
H # 104669369270  50842-3 SeriPl 01/12 10:38:48 W asme alL Samp.§ S.Stop.
H # 700391742869  50642-4 Ser/Pl 01/12 10:38:48 || gL
H # 700585254280  50842-5 Ser/Fl 01/12 10:38:55 W TsTo2 gL Samp.5 A1-A
H # 105392417870 50158-1 SeriFl 01/12 10:38:55 | | gL
H # 105677036780  50158-2 Ser/Pl 01/12 10:38:56
H # 105359347670 50158-3 Ser/Pl 01/12 10:38:56
H # 700565218580 501584 Ser/Pl 01/12 10:38:57
H # 700565286780  50158-5 Ser/Pl 01/12 10:39:04
H # 700070825869  50697-1 Ser/Pl 01/12 10:38:05
H # 700565288269  50697-2 Ser/Pl 01/12 10:38:05
Monitor
H # 700565088569  50697-3 Ser/Pl 01/12 10:38:05
H # 810348361570  50897-4 Ser/Pl 01/12 10:38:08
H # 105877046669  50897-5 Ser/Pl 01/17 21:05:31
Print
H # 105090267086  50189-1 Ser/Pl 01/23 18:19:33
H # 105817023069  50189-2 Ser/Pl 01/23 18:19:34
H # 708270100269  50189-3 Ser/Pl 01/23 18:19:34
H # 700565288069 501894 Ser/Pl 01/23 18:19:35
H # 105939161769 50189-5 Ser/Pl o123 181935 | W
sample Unioad Change Reaction
Information Rack Priority H Send to DM Delete Record Delete All ] Backup Data Test Review Monitor ‘ -
Select samples from the list.
Filter
sample: Sample Status:
[] Routine [] Ordered
[] stat [[] Processing
[] control [ ] Complete
[] Incomplete
$. Type: DM Status:
[] serPl [] Whigid [] DM Sent
[] Urine [] OraFlu
[/ | Analyzed Unit A1-A v
[ e©sF [ Hemoly -
Analyzed Test
[] Suprnt [] AmniF g
[ | Others [] stool [] Results with Rerun Only
[[] Arrived Date: i g g g
[[] Arrived Time:
oK. Cancel
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”

is issued on cobas® 8000

Filter for the
specific
module

9

Select the [ON] radio button for Filter on Data Review screen.

Sample Unload Change Reaction

Delete Record

Rack Collect End *OPEN* 2017101723 18:41 g g
Workplace ‘ Reagent ‘ Calibration ‘ Qc ‘ Utility ‘ Overview a
Q@
Test Selection Data Review Calib. Review
Data: | Routine View v Filter: @) ON OFF sample ’°°‘:’3‘§
DM g st S.ID ﬁzflf 5. Type Name Date/Time FaN E Dil. Test  Result Unit Alarm A.U. Rg.st. 3rd| A, [
" Pas
' ©
H # 104669369270  50642-3 Ser/Pl 01112 10:38:48 W oASTLP 1671 gL A2-A
H # 700391742869  50842-4 Ser/Pl 01112 10:38:48 W TsT2 4 glL A1-A
H o # 700565254280 506425 Ser/Pl 0112 10:38:55
H # 105392417870 50158-1 Ser/Pl 01/12 10:38:55
H # 105677036780  50158-2 Ser/Pl 0112 10:38:56
H # 105359347670  50158-3 Ser/Pl 01/12 10:38:56
H # 700565218580  50158-4 Ser/Pl 0112 10:38:57
H # 700565286780 501585 Ser/Pl 0112 10:39:04
H # 700070825869 506971 Ser/Pl 0112 10:39:05 i
H # 700565288269 506972 Ser/Pl 01/12 10:39:06
Monitor
H # 700565088569 506973 Ser/Pl 01112 10:39:05
H # 810348361570 506974 Ser/Pl 01/12 10:39:06 F
H # 105877046669  50697-5 Ser/Pl 0117 21:05:31 E
H # 105090267066  50189-1 Ser/Pl 01/23 18:19:33 P
H # 105817023069  50189-2 Ser/Pl 01123 18:19:34
H # 708270100269 501893 Ser/Pl 01/23 18:19:34
H # 700565288069 501894 Ser/Pl 01/23 18:19:35
H # 105939161769 50189-5 Ser/Pl o123 181935 | W v
o
start

Test Review

] \ Send to DM

Delete All ‘ ’ Backup Data

Information Rack Priority Monitor

Select samples from the list.

|

Verify the
results or
discard the
samples

10

Check the test results which were measured after the sampling time in step 7

on the Data Review screen in step 9.

All affected samples have to be verified/ discarded according to the local

rules.

An example of tests to be verified is described on the next page.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”

is issued on cobas® 8000

Example

11

On the Data Review screen, select all samples that were sampled on the
analyzer unit after the sample with the sample short alarm, including the
sample concerned.

Then display the Test Review window.

Rack Collect End *OPEN* 2017/01/23 18:41 w @
Workplace ‘ Reagent | Calibration ‘ ac Utility | Overview s
stop
Test Selection Data Review Calib. Review
<0
: Routine Vi v sample Count:
Do [Foutne e fer . — 1 ol
Rack a
om s ssip Mo s.ype Name omemme | A\ | Dil Test  Result Unit  Alarm AU Rg st rd| A
Q
H # 104668369270 608423 Ser/Pl 01712 10:38:48 W oasmP 1671 gL A2-A 5.5top
H # 700091742063 506424 SerrPi 0112 10:38:48 W o2 4 E A
H s 700565264280 506425 Ser/Pl 01712 10:38:55
H ¥ 105392417870 501581 Ser/Pl 01712 10:38:55 001_501891 . Sam ple Short
H ¥ 108677036780 50158-2 SeriPl 01712 10:38:56 . .
H o 106369347670 60168-3 SerPl 01712 10:38:66 Routine RaCk No.: 50189 Position 1
Ho# 700565218580 501584 SeriPl 01712 10:38:57 Pi ettin t|me in Test ReVieW T=18:20:35
Ho# 700565286780 501585 Ser/Pl 01712 10:29:08 p g : .
H o4 700070825869 50857.1 Ser/Pl 01712 10:39:05
Monitor
W % Toosesossses 06873 SerPl —
Ho# 810348361570 S0G974 SeriPl 10:39:06 r
Ho# 105877046669 50897-5 S 0117 21:05:31 E
Print
H o4 105030267088 Iso|nn-| SeriPl 01123 18:18:33
H & 108817023068 | 50185-2 | SeriPl 01123 18:19:34
Hon 708270100289 | 60189-3 | serrei 01123 18:19:30
Ho# 700565288068 | 50189-4 | serrpl 01123 18:19:35
W o#  tossasierzes | 50189.5 | serr o ssas |V v
sample Unioad change Reaction
it || || | o [[oumnn] | oo || mop oncuen | (S

Select sampies from e list

Confirm the module and the time on which the sampling was performed.

Rack Collect End *OPEN* 2017/01/23 18:42 @ @
Workplace ‘ Reagent | Calibration ‘ Qc ‘ Utility ‘ Overview r
Stop.
Test Selection Data Review Calib. Review
Tet Review
Sample : Routine Rack No. - Pos. : 50189-2
s.Type @ SenPl Sample ID : 105817023069 O
Status  : Complete Carryover Evasion
1st Result Rerun Result @
s.5top
Select R. A C. R. A C.
Result Test Unit Result Alarm M. Dil. u. Time E. DM St | Result Alarm M. Dil. u. Time E. DM st A
1st ASTLP gL 1671 W |azA 18:22:20 H
g vm = o - p
Monitor
Print
v
’ sample Information ’ Reagent Detail ‘ ’ All Results ‘ ’ Reaction ‘
I _— H e H s ‘ -

Select a test from the list

The example Test Review window of samples on Data Review screen is
described in the table below.
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Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal Aspiration”

is issued on cobas® 8000

Rack

Test

Alarm

AU

Time

St.

Judgment of measurement result

50189-1

TSTO02

Samp.S

A1-A

01/23 18:20:35

Target for verification

(Sample for which the sample short
alarm was issued)

Time T=18:20:35,

Module A1-A

ASTLP

50189-2

TST02

Al-A

01/23 18:20:39

Target for verification
(pipetted on module A1-A after
18:20:35)

ASTLP

A2-A

01/23 18:22:20

Target for verification
(sample pipetted on module A1-A after
time 18:20:35)

50189-3

TST02

A1-A

01/23 18:20:42

Target for verification
(pipetted on module A1-A after time
18:20:35)

ASTLP

A2-A

01/23 18:22:26

Target for verification
(sample pipetted on module A1-A after
time 18:20:35)

50189-4

TSTO02

A1-A

01/23 18:20:46

Target for verification
(pipetted on module A1-A after time
18:20:35)

ASTLP

A2-A

01/23 18:22:32

Target for verification
(sample pipetted on module A1-A after
time 18:20:35)

50189-5

TST02

A1-A

01/23 18:20:49

Target for verification
(pipetted on module A1-A after time
18:20:35)

ASTLP

AZ-A

01/23 18:22:38

Target for verification
[sample pipetted on module A1-A after
time 18:20:35)
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