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Fretting corrosion on Sample Probe connector may 

cause sporadic Liquid Level Detection (LLD) failure  
 

Product Name /  

GMMI  

(Part No. Device Identifier)p 

PROBE SAMPLE (GMMI 04547241001) 

PROBE SAMPLE S (GMMI 05899427001) 

SAMPLE PROBE (GMMI 04945794001) 

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

cobas c 501 module (cat. no. 04745914001)  

cobas c 502 module (cat. no. 05964067001)  

cobas c 701 module (cat. no. 05641489001) 

cobas c 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 

Due to a change in the sample probe connector production, high connector movement during operation may lead 

to fretting corrosion on the sample probe connector. In very rare cases, a disturbance of the sample liquid level 

detection (LLD) may happen. In those instances, the malfunction of the sample probe liquid level detection (LLD) 

may result in the sample probe dipping deeper than intended, leading to inadequate washing of sample probe. The 

carry over of subsequent sample(s) may occur. Alarms/flags (e.g. “Clot Detection”, “Clot Detection for 

Calib./Control”, “Sample Short”, “Abnormal Aspiration”) will be triggered. The laboratory will be alerted. Guide on 

next steps when such alarms are encountered is also available as attached (Document titled: “How to proceed 

whenever the system alarm “Sample Short” or “Abnormal Aspiration”). Results should be interpreted in conjunction 

with patient’s clinical status, medical history and other appropriate parameters. 
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Fretting corrosion on Sample Probe connector may 

cause sporadic Liquid Level Detection (LLD) failure  

 

 

Sample probes with the new connector types have been produced since the beginning of 2017. With this, the 

sample liquid level detection (LLD) is ensured to fully function as specified. 

 

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 has been changed to a new connector type. With that 

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

 

Our Field Service Representatives will contact the laboratories for the change of potentially affected sample 

probes.   

 

Actions to be taken by the customer/user 

When alarms/flags (e.g. “Clot Detection”, “Clot Detection for Calib./Control”, “Sample Short”, “Abnormal 

Aspiration”) are encountered, please refer to the relevant instrument document titled “How to proceed whenever 

the system alarm “Sample Short” or “Abnormal Aspiration” (as attached). 

 

In the event of suspicious/abnormal results, review the sample/results according to the laboratory’s procedures. 



Roche Diagnostics 

Asia Pacific Pte Ltd 

8 Kallang Avenue 

#10-01/09 Aperia Tower 1 

Singapore 339509 

 Tel.  +65 – 6272 7500 

Fax  +65 – 6371 6633 

 

2014 

3/3 

 

 

Fretting corrosion on Sample Probe connector may 

cause sporadic Liquid Level Detection (LLD) 

failure  

 

 

Communication of this Field Safety Notice 

This notice must be passed on to all those who need to be aware within your organization or to any other 

organization/individual where the potentially affected devices have been distributed/supplied. Please pass on 

this notice to the Chairman Medical Board and Head of Department as well, as required by HSA. 

 Please maintain awareness of this notice and resulting action for an appropriate period to ensure 

the effectiveness of the corrective action 

 

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

 

Sincerely, 

 

Roche Diagnostics Asia Pacific Pte Ltd  

Email: sg.regulatory@roche.com 
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®
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For 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 outside and inside of the sample probe. This is 

described in 2 manuals: Operator’s Manual  (under section “Cleaning all pipetter probes and rinse nozzles”) and “cobas 

8000 modular analyzer series Interlock Manual c 502 module” manual (under section “Eliminating clogging of the 

sample probe”). The inside cleaning maintenance actions of the cobas c502 module series can only be performed by 

specially trained operators. “” and “”. 

  

 Step Action 

Clot Detection 

ON 

1 Verify the Clot Detection and Clot Detection for Calib/Control settings in Utility-System-

Alarm Settings. 
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 Step Action 

Check the 

Sample Short 

and Sample Clot 

alarm  

2 The table below shows the system alarm list of Sample Short and Sample Clot. 

 

Sampling Stop 

 

3 a) When the alarm is issued, select the S. Stop button. 
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 Step Action 

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

 

Wait until racks 

are unloaded 

4 Wait until all of racks are collected in the unloading area. (Waiting time may vary 

depending on the condition of the ordered analysis) 
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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). 

 
Example of a sample with Sample Short alarm on a routine rack. 



Att FSN-CPS-2017-005 How to proceed whenever the system alarm “Sample Short” or “Abnormal 

Aspiration” is issued on cobas® 8000 

Att 1  FSN-CPS-2017-005 (10-Mar-2017, Ver. 1) page 5/9 

 

  

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 and the probe is not clean, replace the sample 

probe and move on to step 7. 

Module and 

sampling time in 

Test Review 

7 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). 
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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). 
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Filter for the 

specific module 

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

 

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.  

 

Verification of affected samples will be based on laboratory procedures/protocols. 

An example of tests to be verified is described on the next page. 
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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. 

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

 
The example Test Review window of samples on Data Review screen is described in the 

table below. 

001-501891: Sample Short 

Routine Rack No.: 50189 Position 1 

Pipetting time in Test Review T=18:20:35 
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®
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Att 2 FSN-CPS-2017-005 (10-Mar-2017, Ver. 1) page 1/8 

For 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 outside and inside of the sample probe. This is described 

in 2 manuals: Operator’s Manual (under section “Cleaning sample probe, reagent probes, ISE probe and ISE sipper 

nozzle”) and “Interlock function cobas c 501 with ISE” manual (under section “Replacing sample, ISE and reagent probes 

– elimination of blockages”). The inside cleaning maintenance actions of the cobas® 6000 analyzer series can only be 

performed by specially trained operators.  

 

  

 Step Action 

Clot Detection 

ON 

1 Verify the Clot Detection and Clot Detection for Calib/Control settings in Utility-System-

Alarm Settings. 
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 Step Action 

Check the 

Sample Short 

and Sample Clot 

alarm  

2 The table below shows the system alarm list of Sample Short and Sample Clot. 

 
Sampling Stop 

 

3 a) When the alarm is issued, select the S. Stop button. 

 
 

 

 

b) When the [S. Stop] window appears, choose [Yes].
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c) Confirm the confirmation window with [Yes] 

 
 

Wait until racks 

are unloaded 

4 Wait until all racks are transferred to the unloader. (Waiting time may vary depending 

on the condition of the ordered analysis) 
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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). 

 
Example of a sample with Sample Short alarm on a routine rack. 

403-0401: Sample Short 

 

Routine Rack No.:401 

Position: 3 
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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 and the probe is not clean, replace the sample 

probe and move on to step 7. 

Module and 

sampling time in 

Test Review 

7 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). 
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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). 

 
 

Filter for the 

specific module 

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

 
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. 

 

 Verification of affected samples will be based on laboratory procedures/protocols. 

 

An example of tests to be verified is described on the next page. 

Module C1 
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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. 

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

 
 

The example Test Review window of samples on Data Review screen is described in the 

table below. 

403-0401: Sample Short 

Routine Rack No.:401 Position: 3  

403-0401: Sample Short 

Routine Rack No.:401 Position: 3  

Pipetting time in Test Review T = 9:42 
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For 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  (under sections “Eliminating clogging of the pipetter probes” and “Cleaning probes 

and nozzles”).  

 

  

 Step Action 

Clot Detection 

ON 

1 Verify the Clot Detection and Clot Detection for Calib/Control settings in Utility-System-

Alarm Settings. 
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 Step Action 

Check the 

Sample Short 

and Sample 

Clot alarm  

2 The table below shows the system alarm list of Sample Short and Sample Clot. 

 
Sampling Stop 

 

3 a) When the alarm is issued, select the S. Stop button. 
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 3b b) When the [S. Stop] window appears, choose [Yes]. 

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

 
Wait until 

status 

Sampling Stop  

4 Wait until the system status switches to Sampling Stop. 
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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). 

 

 
Example of a sample with Sample Short alarm. 

010-0002: Sample Short 

Position: 2 

010-0002: Sample 

Short 

Position: 2 
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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 and probe is not clean, replace the sample 

probe and move on to step 7. 

Sampling time 

in Test Review 

7 Check the sampling time for which the alarm was issued in the Test Review screen 

(Workplace-Data Review-patient sample (in sample list)-Test Review). 

 
 

Verify the 

results or 

discard the 

samples 

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

data review screen. 

 

 Verification of affected samples will be based on laboratory procedures/protocols. 

An example of tests to be verified is described below 
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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. 

 
 

The example Test Review window of samples on Data Review screen is described in the 

table below.  
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