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Urgent Field Safety Notice 

intelliPATH FLX Automated Staining Instrument 
 
FSN2021-001 
February 19, 2021 
 
 

intelliPATH FLX: Software malfunction with potential fluid leak 
 
 
Product Name:  intelliPATH FLX Automated Staining Instrument 
Part No:   IPS0001INTL 
 
Production Identifier:  BCIP01-0454, BCIP01-0515, BCIP01-0538, BCIP01-0556 
(Lot No./Serial No.):   
 
SW Version:   Software version 3.5.3.1 (upgrade) 
 
Type of Action:  Field Safety Corrective Action (FSCA) 
 
 
 
 
 
Dear Valued Customer, 
 
Two complaints were filed about operation of the instrument after upgrading the software to 
version 3.5.3.1 at the customer location. The XYZ-Robot started moving with random speeds in 
random directions across its range of motion. Liquid was being dispensed on locations where it 
should not be.  There were no injuries.  This malfunction may affect performance and 
functionality of the instrument.  This malfunction has been replicated in internal testing.  
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Description of Situation 
 
Biocare Medical has become aware of an issue where certain intelliPATH FLX Automated 
Staining Instruments with software version 3.5.3.1 installed, may not operate as expected.  
 
A malfunction was identified on the Intellipath Flex instrument running on Software Version 
3.5.3.1. While running in “Multi Batching Mode” the User is interacting with the instrument via the 
GUI (graphical user interface) during slide processing. The purpose of this interaction is to add or 
remove slides and reagents mid run. With Software Version 3.5.3.1, interacting with the machine 
via the GUI mid run can lead to the following XYZ-Robot malfunctions depending on the timing of 
the interaction: 
 

 XYZ-Robot starts moving with random speeds in random directions across its range of 
motion. Doing so it can hit the end stops or can run into other components on the working 
deck (dispensing probe contact). 

 

 If the GUI interaction by the User happens while the XYZ-Robot is dispensing Wash 
Buffer the pump can remain on while the XYZ-Robot is moving unpredictably through its 
range of motion. This leads to Wash Buffer being dispensed on locations where it should 
not. The Wash Buffer can run into the reagent vials contaminating/diluting them, make its 
way to the inside of the instrument where it can contact electrical components (solution is 
conductive), and spill out of the instrument where it can run onto the lab bench and the 
floor. 

 
This situation represents a potential safety concern. There is the potential that some of the wash 
buffer may spill out of the instrument onto the floor if the instrument malfunctions.  In that case 
the wash buffer could present a slip hazard to the user or other laboratory personnel. 
 
The probability that this malfunction would result in adverse health consequences is unlikely 
based on: 

 The detectability of the described malfunctions is almost certain as the User is the initiator 
by interacting with the instrument mid run via the GUI and the nature of the malfunctions. 
The User has to power cycle the instrument to clear the malfunction. 

 A drip tray covers approximately 80% of the area where wash buffer could potentially be 
dispensed. 

 There have been no customer reports of malfunctions with a resulting liquid spill out of 
the instrument onto the floor. 

 No injuries have been reported. 
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Actions taken by Biocare Medical 
 

 Biocare Medical will issue a Field Safety Notification to the distributors that have software 
version 3.5.3.1, that provides instruction on how to recognize a malfunction and what to 
do if a malfunction occurs. The distributor will forward the FSN on to any users that have 
software version 3.5.3.1 on their instrument. 

 

 Biocare Medical’s authorized distributor will go to the user site and replace the version 
3.5.3.1 software with the prior release software that was running in the instrument. 

 
 Biocare Medical is developing a software update to fix this software defect. We estimate 

that the software update will be available later in 2021. When the software update is 
available, Biocare Medical will contact the distributor to initiate the scheduling process to 
receive the update. 

 
 

Actions to be taken by the Distributor and the User 
 
How to recognize that the device may malfunction: 
 
A malfunction may occur when the User is interacting with the instrument via the GUI (graphical 
user interface) while it is processing slides. The purpose of this interaction is to add or remove 
slides and reagents mid run. This usually occurs in the “Multi Batching Mode”. The malfunction 
could also occur if there is a user-initiated interruption of a run while in Single Batch mode.  
 
If a malfunction occurs: 
 

 the XYZ-Robot starts moving with random speeds in random directions across its range 
of motion. It can hit the end stops or can run into other components on the working deck. 
It does not stop moving. 

 Wash Buffer solution may have spilled out of the instrument onto the lab bench and the 
floor. 

 Wash Buffer solution that made its way into the reagent vials, contaminating/diluting 
them, will leave traces on the top of and around the vials (flat surface), which can easily 
be detected by the User while the User prepares the instrument for a potential next run 
after the spill malfunction. 

 
In order to recover the instrument from the XYZ-Robot malfunction the User must power cycle 
the instrument. 
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Instructions to Users: 
 
Do not use the product in the Multi Batching mode. 
Do not interrupt a run during a Single Batch mode run. 
 
Always run the appropriate controls per CAP and CLIA guidance to avoid the potential for false 
negative results from contaminated reagents. 
 
If the malfunction does occur: 

 Do not open the cover and access the working deck. 
 Power cycle (turn off, then on) the device to reset it. 
 Look for spilled Wash Buffer solution on the lab bench and the floor. 
 Carefully examine the working deck and to determine if wash buffer has been spilled. If 

there is evidence of spilled wash buffer near, on or in reagent vials those vials should be 
disposed of to prevent staining performance issues. 

 
Instructions to Distributors: 
 
Please transfer this notice to any customer that had software version v3.5.3.1 installed on their 
system. 
 

Communication of this Field Safety Notice 
 
Complete and return the attached Reply Form to Biocare Medical to acknowledge your receipt 
and understanding of this Field Safety Notice within 10 days of receipt. 
 
Please be aware that the relevant National Competent Authorities have been advised of this 
safety notice. 
 
We apologize for any inconvenience this may cause and hope for your understanding and your 
support. 
 
Sincerely, 
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Customer Reply Form 
 

1. Field Safety Notice (FSN) information 

FSN Reference number* FSN2021-001 

FSN Date* February 19, 2021 

Product/ Device name*  intelliPATH FLX Automated Staining Instrument 

Product Code(s) IPS0001INTL 

Serial Number (s)  
 
 

 

2. Customer Details 

Organisation Name*  

Organisation Address*  
 

Contact Name*  

Title or Function  

Telephone number*  

Email*  

 

3. Customer action undertaken on behalf of the Organisation 

 
I confirm receipt of the 
Field Safety Notice and 
that I read and 
understood its content.  

Customer to complete or enter N/A 

 
I performed all actions 
requested by the FSN. 
 

Customer to complete or enter N/A  

 The information and 
required actions have 
been brought to the 
attention of all relevant 
users and executed. 

Customer to complete or enter N/A 

 
I do not have any affected 
devices.  

Customer to complete or enter N/A 

Print Name* Customer print name here 

Signature* Customer sign here 
 

Date*  

 

Return only this signed page 
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4. Return acknowledgement to sender 

Email Pre-filled by manufacturer/sender/requester 
 

Fax   
Attn: Regulatory Affairs 
 
1-925-603-8080 
 

Deadline for returning the customer reply 
form* 

Within 10 days of receipt 

 
 
Mandatory fields are marked with * 
 
 
 
 

It is important that your organisation takes the actions detailed in the FSN and confirms 
that you have received the FSN.  
 
Your organisation's reply is the evidence we need to monitor the progress of the 
corrective actions.  

 
 
 
 

 
 




