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SLE Ltd, Commerce Park, Commerce Way, Croydon, United Kingdom, CR0 4YL 

customercomplaints@inspiration-healthcare.com www.inspirationhealthcaregroup.com 

T: +44 (0)330 175 0000 

Registered Office as above. Registration No.: 01649988 
 

URGENT FIELD SAFETY NOTICE 

SLE6000 INFANT VENTILATOR 
 

FSCA Reference: CAPA-00358 

FSN Reference: CAPA-00358-FSN-01  

Date: 24-June-2024 

Subject: 
Unit Sub-Ambient or Out of Calibration failure at self-test start up or power 
cycle during use. 

Product: 
SLE6000 Infant Ventilator.  

Catalogue number: Z6000, Z6000C, Z6000H, L6000/CON, Z6000N. 

Scope: 

Product Name Catalogue 
Number 

UDI 

SLE6000 Replacement Monitor 
Board Model 01 & 02 

 

SLE6000 Replacement Monitor 
Board Model 03 

 

SLE6000 Replacement Monitor 
Board Model 04 & 06 

 

SLE6000 Replacement Monitor 
Board Model 05 & 07 

 

SLE6000 Replacement Monitor 
Board 

A6000/MON/SE2     

 

 

A6000/MON/SE3     

 

A6000/MON/SE4     

 

 

A6000/MON/SE5     

 

 

A6000/MON/SE6 

N/A 

Manufacturer and 
Contact: 

Full Name: Erika Ismailova 

Position: Post Market Quality Manager 

Telephone Number: +44 (0)330 175 0000 

Email Address: 
Customercomplaints@inspiration-
healthcare.com 

SRN: GB-MF-000004155 

 

http://www.inspirationhealthcaregroup.com/
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1. REASON FOR THIS NOTIFICATION 

Dear Valued Customer, 

This letter is to advise you that SLE Ltd is conducting a Field Safety Corrective Action (FSCA) for the 
SLE6000 Infant Ventilators with affected PCB Monitor Boards and Spare part Monitor PCB Boards 
supplied as service parts as listed in the Appendix 1: Table 1: List of Ventilators with the affected PCB 
Boards and Table 2: List of Spare Parts. 

Description of the Issue 

We have received reports of “Sub ambient pressure” and “Out of calibration” alarms being generated, 
after “Power on”, or “Power cycle”. 

After investigation it was identified that the root cause of the reported failures was an EEPROM 
component on the Monitor Printed Circuit Board (PCB) of the SLE6000. This specific component 
generated ‘Sub ambient pressure” and “Out of calibration” alarms at start up not related to the status 
of the system. 

Our records indicate that you have received an affected unit(s) and/or spare parts.  

Clinical Impact 

The failure mode “Sub ambient pressure” and/or “Out of calibration” alarm messages will only occur 
on power up and after power cycle prior to use. The ventilator should be routed to service.  

There is a risk of a delay in therapy when a ventilator is in use and a power cycle has to be initiated 
addressing unrelated faults. In this scenario prior to power cycling an alternative form of ventilation 
would be used. If after a power cycle the “Sub ambient pressure” and/or “Out of calibration” alarms 
are being generated, this may further impede the return of ventilation. The ventilator should be routed 
for service and an alternative device sourced. 

2. REQUIRED USER ACTION 

1. Please contact SLE Ltd at customercomplaints@inspiration-healthcare.com  to inform us 
regarding SLE6000 units with the affected PCB boards listed in the Table 1, and units that 
have had service replacement PCB’s installed listed in Table 2. This should be within 2 
working days of receipt of this letter.  

2. SLE will then arrange the field service replacement Monitor PCBs or service exchange 
replacement of Monitor PCBs, as required. 

3. You may continue to use the impacted devices until replacement PCB have been received 
and installed.  
 

 

Please post this Field Safety Notice in a place accessible to all users and all those who need to be 
made aware within your organisation. 

Please distribute this Field Safety Notice to any organisation where the potentially affected devices 
have been transferred (as appropriate). 

Please report all device-related incidents to SLE, the distributor or local representative, and the 
National Competent Authority if appropriate, as this provides important feedback. 

3. ACTION BEING TAKEN BY SLE 

1. SLE Ltd will provide free of charge replacement PCB devices within the scope of this FSCA.  
2. We will take the necessary actions to prevent further reoccurrence of this issue.  

3. SLE Ltd has informed the appropriate Competent Authority and Notified Body. 
 
 
 

http://www.inspirationhealthcaregroup.com/
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URGENT FIELD SAFETY NOTICE 

SLE6000 INFANT VENTILATOR 

USER/CUSTOMER REPLY FORM 
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. You are requested to respond within 2 days of receipt. 

FSCA Reference: CAPA-00358 

FSN Reference: CAPA-00358-FSN-01  

Subject: 
Unit Sub-Ambient or Out of Calibration failure at self-test start up or power 
cycle during use. 

 

Organisational Details 

Healthcare Organisation Name and Adress: 

 

Serial Numbers / Batch Codes of My Devices: 

1.  
2.  
3.  

 

Signatory 

I acknowledge that I have read and understood the contents of this Field Safety Notice and accept the 
implementation of any actions given. I confirm the contents of this Field Safety Notice has or will be 
brought to the attention of everyone in my organisation who needs to be made aware. 

Name:  

Title:  

Contact Information:  

Signature:  

Date:  

http://www.inspirationhealthcaregroup.com/
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URGENT FIELD SAFETY NOTICE 

SLE6000 INFANT VENTILATOR 

USER/CUSTOMER REPLY FORM 
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. You are requested to respond within 2 days of receipt. 

FSCA Reference: CAPA-00358 

FSN Reference: CAPA-00358-FSN-01  

Subject: 
Unit Sub-Ambient or Out of Calibration failure at self-test start up or power 
cycle during use. 

 

Organisational Details 

Distributor/Importer Name and Adress: 

 

Serial Numbers / Batch Codes of My Devices: 

1.  
2.  
3.  

 

Signatory 

I acknowledge that I have read and understood the contents of this Field Safety Notice and accept the 
implementation of any actions given. I confirm the contents of this Field Safety Notice has or will be 
brought to the attention of everyone in my organisation who needs to be made aware. I commit to 
informing all organisations to whom affected devices have been transferred.   

Name:  

Title:  

Contact Information:  

Signature:  

Date:  
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Appendix 1 

Table 1: List of Ventilators with the affected PCB boards. 

Z6000 Z6000 Z6000 Z6000 Z6000 Z6000H 
6030761725 6030761646 6030761964 6030762118 6030762252 6030711001 
6030761727 6030761647 6030761965 6030762119 6030762253 6030711004 
6030761738 6030761648 6030761966 6030762120 6030762254 6030711015 
6030761742 6030761649 6030761967 6030762121 6030762255 6030711016 
6030561359 6030761650 6030761968 6030762122 6030762256 6030711017 
6030761433 6030761651 6030761971 6030762123 6030762257 6030711018 
6030761434 6030761652 6030761972 6030762124 6030762258 6030711019 
6030761444 6030761655 6030761974 6030762125 6030762259 6030711020 
6030761445 6030761657 6030761975 6030762126 6030762260 6030711021 
6030761449 6030761658 6030761977 6030762127 6030762261 6030711022 
6030761450 6030761659 6030761978 6030762128 6030762262 6030711023 
6030761451 6030761662 6030761982 6030762129 6030762263 6030711024 
6030761458 6030761663 6030761983 6030762130 6030762264 6030711025 
6030761460 6030761664 6030761984 6030762131 6030762265 6030711026 
6030761464 6030761665 6030761985 6030762132 6030762266 6030711027 
6030761466 6030761666 6030761986 6030762133 6030762267 6030711028 
6030761467 6030761667 6030761988 6030762134 6030762268 6030711029 
6030761468 6030761668 6030761989 6030762135 6030762269 6030711030 
6030761469 6030761669 6030761990 6030762136 6030762270 6030711031 
6030761470 6030761670 6030761991 6030762137 6030762272 6030711032 
6030761471 6030761671 6030761996 6030762138 6030762273 6030711033 
6030761472 6030761672 6030761998 6030762139 6030762274 6030711034 
6030761474 6030761673 6030761999 6030762140 6030762275 6030711036 
6030761476 6030761674 6030762001 6030762141 6030762276 6030711037 
6030761477 6030761676 6030762002 6030762142 6030762277 6030711038 
6030761478 6030761677 6030762006 6030762151 6030762278 6030711039 
6030761479 6030761678 6030762008 6030762153 6030762279 6030711040 
6030761480 6030761680 6030762011 6030762154 6030762280 6030711041 
6030761481 6030761681 6030762012 6030762155 6030762281 6030711042 
6030761483 6030761682 6030762015 6030762156 6030762282 6030711043 
6030761484 6030761683 6030762016 6030762157 6030762283 6030711044 
6030761485 6030761684 6030762017 6030762158 6030762284 6030711045 
6030761486 6030761687 6030762018 6030762159 6030762285 6030711046 
6030761487 6030761689 6030762020 6030762160 6030762286 Z6000N 
6030761488 6030761693 6030762021 6030762161 6030762287 6530731002 
6030761489 6030761703 6030762022 6030762162 6030762288 6530731003 
6030761490 6030761743 6030762023 6030762163 6030762289 6530731004 
6030761491 6030761744 6030762024 6030762164 6030762290 6530731005 
6030761493 6030761745 6030762025 6030762165 6030762291 6530731006 
6030761494 6030761747 6030762026 6030762166 6030762292 6530731007 
6030761495 6030761748 6030762027 6030762167 6030762293 6530731008 
6030761497 6030761749 6030762028 6030762168 6030762294 6530731009 
6030761498 6030761799 6030762029 6030762169 6030762295 6530731010 
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6030761499 6030761800 6030762030 6030762170 6030762296 Z6000C 
6030761500 6030761801 6030762031 6030762171 6030762297 6530721001 
6030761501 6030761802 6030762032 6030762172 6030762298 6530721002 
6030761503 6030761803 6030762033 6030762173 6030762299 6530721003 
6030761505 6030761804 6030762034 6030762174 6030762300 6530721004 
6030761506 6030761805 6030762036 6030762175 6030762301 6530721006 
6030761507 6030761806 6030762037 6030762176 6030762302 6530721007 
6030761508 6030761807 6030762039 6030762177 6030762303 6530721008 
6030761509 6030761808 6030762040 6030762178 6030762304 6530721009 
6030761510 6030761809 6030762041 6030762179 6030762305 6530721010 
6030761512 6030761810 6030762042 6030762180 6030762306 6530721011 
6030761513 6030761811 6030762043 6030762181 6030762307 6530721012 
6030761514 6030761812 6030762045 6030762182 6030762308 6530721013 
6030761515 6030761813 6030762046 6030762183 6030762309 6530721014 
6030761516 6030761814 6030762047 6030762184 6030762310 6530721015 
6030761518 6030761815 6030762048 6030762185 6030762311 L6000/CON 
6030761519 6030761816 6030762049 6030762186 6030762312 6530780080 
6030761520 6030761817 6030762050 6030762187 6030762313 6530780081 
6030761521 6030761818 6030762051 6030762188 6030762314 6530780105 
6030761522 6030761819 6030762052 6030762189 6030762315 6530780211 
6030761523 6030761820 6030762053 6030762190 6030762316 6530780212 
6030761524 6030761821 6030762054 6030762191 6030762317 6530780216 
6030761525 6030761822 6030762055 6030762192 6030762318 6530780217 
6030761526 6030761823 6030762056 6030762193 6030762319 6530780218 
6030761527 6030761824 6030762057 6030762194 6030762320 6530780220 
6030761528 6030761825 6030762058 6030762195 6030762321   
6030761529 6030761826 6030762059 6030762196 6030762447   
6030761531 6030761827 6030762060 6030762197 6030762448   
6030761532 6030761828 6030762061 6030762198 6030762449   
6030761533 6030761829 6030762062 6030762199 6030762450   
6030761534 6030761830 6030762063 6030762200 6030762451   
6030761535 6030761831 6030762064 6030762201 6030762453   
6030761536 6030761832 6030762065 6030762202 6030762455   
6030761537 6030761833 6030762068 6030762203 6030762456   
6030761538 6030761834 6030762069 6030762204 6030762457   
6030761539 6030761835 6030762070 6030762205 6030762458   
6030761540 6030761836 6030762071 6030762206 6030762459   
6030761541 6030761837 6030762072 6030762207 6030762460   
6030761542 6030761838 6030762073 6030762208 6030762461   
6030761543 6030761839 6030762074 6030762209 6030762463   
6030761544 6030761840 6030762075 6030762210 6030762464   
6030761545 6030761841 6030762076 6030762211 6030762465   
6030761546 6030761842 6030762077 6030762212 6030762467   
6030761547 6030761843 6030762079 6030762213 6030762468   
6030761548 6030761844 6030762080 6030762214 6030762469   
6030761549 6030761845 6030762081 6030762215 6030762470   
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6030761550 6030761846 6030762082 6030762216 6030762471   
6030761551 6030761848 6030762083 6030762217 6030762472   
6030761555 6030761849 6030762084 6030762218 6030762473   
6030761574 6030761850 6030762085 6030762219 6030762474   
6030761578 6030761851 6030762086 6030762220 6030762475   
6030761579 6030761852 6030762087 6030762221 6030762476   
6030761585 6030761853 6030762088 6030762222 6030762477   
6030761586 6030761854 6030762089 6030762223 6030762478   
6030761588 6030761855 6030762090 6030762224 6030762480   
6030761592 6030761857 6030762091 6030762225 6030762481   
6030761593 6030761858 6030762092 6030762226 6030762482   
6030761597 6030761859 6030762093 6030762227 6030762483   
6030761599 6030761860 6030762094 6030762228 6030762484   
6030761600 6030761861 6030762095 6030762229 6030762485   
6030761602 6030761862 6030762096 6030762230 6030762486   
6030761603 6030761863 6030762097 6030762231 6030762489   
6030761606 6030761867 6030762098 6030762232 6030762496   
6030761609 6030761874 6030762099 6030762233 6030762497   
6030761610 6030761875 6030762100 6030762234 6030762498   
6030761611 6030761880 6030762101 6030762235 6030762499   
6030761613 6030761881 6030762102 6030762236 6030762500   
6030761614 6030761882 6030762103 6030762237 6030762501   
6030761617 6030761884 6030762104 6030762238 6030762502   
6030761619 6030761900 6030762105 6030762239 6030762503   
6030761620 6030761903 6030762106 6030762240 6030762504   
6030761628 6030761904 6030762107 6030762241 6030762505   
6030761633 6030761905 6030762108 6030762242 6030762506   
6030761634 6030761906 6030762109 6030762243 6030762508   
6030761635 6030761914 6030762110 6030762244 6030762509   
6030761636 6030761952 6030762111 6030762245 6030762510   
6030761637 6030761953 6030762112 6030762246 6030762511   
6030761639 6030761955 6030762113 6030762247 6030762512   
6030761641 6030761957 6030762114 6030762248 6030762513   
6030761642 6030761960 6030762115 6030762249 6030762514   
6030761643 6030761962 6030762116 6030762250 6030762515   
6030761645 6030761963 6030762117 6030762251 6030762516   

Table 2: List of Spare Parts. 

Part Number  Part Description Quantity 

A6000/MON/SE2 SLE6000 Replacement Monitor Board Model 01 & 02  62 

A6000/MON/SE3 SLE6000 Replacement Monitor Board Model 03  50 

A6000/MON/SE4 SLE6000 Replacement Monitor Board Model 04 & 06  119 

A6000/MON/SE6 SLE6000 Replacement Monitor Board RP2  118 
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