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February 12th, 2026 
 
 
FIELD SAFETY NOTIFICATION 
 
 
Field Safety Corrective Action of Erbe Flexible Cryoprobes (reference number FSCA-2026.001) 
 

Part Number Part Description UDI-DI Lot Numbers 
20402-401 Flexible Cryoprobe (OD 1.1mm, L1.15mm) w/ 

oversheath (OD2.6mm, L817mm) 
04050147021785 

Reference 
Attachment 1 

20402-402  
  

Flexible Cryoprobe (OD 1.1mm, L1.15mm) w/ 
oversheath (OD2.6mm, L757mm) 

04050147021808 

20402-410   Flexible Cryoprobe OD 1.7mm, L1.15mm 04050147021822  

20402-411 Flexible Cryoprobe (OD 2.4mm, L1.15mm 04050147021846 
 
 
 
Dear valued customer, 
 
The purpose of this letter is to advise you that Erbe is voluntarily recalling (removing) affected Erbe 
Flexible Cryoprobes. The Erbe Flexible Cryoprobes are intended for palliative devitalization (destruction) 
of tissue during interventional procedures by the application of extreme cold and cryoadhesion for 
applications in pulmonology such as the removal of foreign bodies, mucus plugs, blood clots, necrotic 
tissue, tissue tumors (palliative recanalization) and tissue biopsies. 
 
Serious injuries have occurred or could occur due to the failure mode associated with this removal 
action. This rupture has only been reported on the outer white tube, the part of the probe which is 
outside of the patient. 
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Reason for Action:  
 
Through complaints, Erbe has been made aware of cases with the affected Cryoprobes 
rupturing/bursting during activation. The rupture causes a loud sound which could cause tinnitus, 
temporary hearing loss, or persistent hearing loss. In addition, if the probe is held at the rupture/burst 
location, minor injuries to the hand and/or fingers could occur. The rupture/burst is caused by an 
insufficient adhesive application in production, leading to excessive input pressure. After a thorough 
investigation, it has been estimated that the reported failure mode is less than 0.1% of Cryoprobes 
manufactured during the identified timeframe. At the time of this letter, Erbe received 43 complaints 
related to this product problem. The 43 complaints have been identified as adverse events. The 
concerned lot numbers consist of a total quantity of 90,034 units. 
 
Risk to Health: 

 
The rupturing/bursting of the Cryoprobe can affect patients, healthcare professionals, or any 
person near the device when activated. The device failure produces a loud noise that can cause 
tinnitus, temporary hearing loss, or persistent hearing loss. Other potential injuries could include 
physical injuries from the burst, such as hand injuries and potential minor burns. 

• In most reported cases, tinnitus and/or temporary hearing loss were documented. 
• In one reported case, persistent hearing loss was documented. 
• In three reported cases, minor injuries (i.e., hyperextended fingers, hand hurting) were 

documented. 
 
Action required by recipients: 
 
Our records indicate that you purchased one or more of the affected products. Therefore, Erbe requires 
that you perform the following actions: 
 

1. Examine your inventory and quarantine any identified devices with the affected lot numbers 
from Attachment 1. 

2. If you have further distributed these products, identify your customers/locations, and forward 
the notification accordingly. Please make sure to include your organization’s return delivery 
address and contact data to facilitate the return process in your market. 

3. Ensure that all personnel within the vicinity of the device activation carefully read the content of 
this notification. 

4. Collect and quarantine the returned products in your facility. Keep them separate from another 
inventory. Make them available for a return delivery to the manufacturer. 

5. Further operational instructions about handling the received and quarantined goods, 
documentation, and commercial implications for distribution partners are laid out in Attachment 
3, including information about how you should create your local customer letters and the 
feedback form which you can use to facilitate the return process between an account in your 
market area and your distributing facility. 

6. Within 4 weeks we anticipate the collection process to be finished. Then please fill out and send 
your own feedback form (Attachment 2 to this letter) based on the received overall quantities 
and lot numbers to us. 

7. Based on your retuned feedback form, we will get in contact with you and will consult on how to 
handle the return to the manufacturer and initiate your compensation/credit for the returned 
goods. 
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Attachment 1 to the FIELD SAFETY NOTIFICATION FSCA-2026.001 
 
 
LIST OF AFFECTED LOT NUMBERS 
 

20402-401 
W4468495 WO462846 WO464700 WO468625 
WO461829 WO462847 WO465022 WO468626 
WO461831 WO462848 WO465023 WO468627 
WO461832 WO463314 WO465054 WO468637 
WO461833 WO463316 WO465055 WO468638 
WO461834 WO463317 WO465056 WO468639 
WO461835 WO463395 WO465057 WO468640 
WO461843 WO463396 WO465247 WO468641 
WO462117 WO463397 WO465248 WO468662 
WO462121 WO463398 WO465249 WO468664 
WO462122 WO463399 WO465266 WO468665 
WO462123 WO463407 WO465267 WO468669 
WO462374 WO463408 WO465268 WO469358 
WO462387 WO463409 WO465269 WO469359 
WO462388 WO464270 WO467858 WO471335 
WO462389 WO464278 WO467886 WO471336 
WO462831 WO464279 WO468210 WO471337 
WO462838 WO464699 WO468612 WO471338 
      WO471339 
 
 

20402-402 
WO461307 WO461313 WO461830 WO463315 
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20402-410 
W4465597 WO463323 WO464284 WO468643 
WO462187 WO463324 WO465059 WO468644 
WO462322 WO463325 WO465060 WO468645 
WO462390 WO463326 WO465061 WO468647 
WO462391 WO463386 WO465062 WO468671 
WO462392 WO463387 WO467876 WO468672 
WO462393 WO464280 WO467877 WO468673 
WO462396 WO464281 WO467878 WO468674 
WO462677 WO464282 WO467879 WO469361 
WO462678 WO464283 WO468225 WO469362 
      WO469363 
 

20402-411 
W4465351 WO463327 WO464286 WO467874 
WO461840 WO463328 WO465063 WO467875 
WO461846 WO463388 WO465064 WO468648 
WO462097 WO464285 WO467873 WO468649 
      WO469364 
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Attachment 3 to FIELD SAFETY NOTIFICATION (FSN) – for distributors and SSUs 
 
 

STEP BY STEP INSTRUCTIONS 
 
 
 
1 You have received a list of all affected lot#. Please identify the customers/accounts 

which received these goods based on your company’s respective tracking/tracing data 
and forward a copy of the original FSN. If prescribed by local regulatory rules or if 
otherwise deemed necessary, provide them with a translated version as well. Include a 
list of affected products which you have delivered to the customer/account. 

 
2 Except for Canada and countries under European regulation MDR 2017/745 you are 

required to inform your local competent authorities about this recall according to 
applicable local regulations.  
 

3 Our customers will find relevant information under the Erbe Global website, 
https://en.erbegroup.com/en-en/news-details/voluntary-medical-device-recall/  
 

4 The above-described set of information and translations you are about to send to the 
individual customers/accounts shall be adapted in a way that it specifically now 
addresses hospital organizations as an end user account. For that matter we have 
prepared a proposal, please refer to attachment 4. 
 

5 Please also prepare a modified feedback form to attach to your notification to these 
end-user accounts. Do not use the feedback form provided from Erbe Headquarter 
directly/unaltered. A proposal for such a feedback form is provided in Attachment 4. 
 

6 Do not forget to also identify/quarantine new affected products which might be still in 
your own stock. (In SSU’s this was done already).  
 

7 As soon as you receive feedback from your accounts, contact and inform them to now 
arrange the return of the probes to your facility. Do this in a way you would normally 

https://en.erbegroup.com/en-en/news-details/voluntary-medical-device-recall/


 

 
Attachment 3 to FIELD SAFETY NOTIFICATION  page 2 of 2 

arrange/agree on a standard return shipment from this customer to you. 
  

o Only relevant for Erbe Sales and Service Units (Subsidiary, SSU): Create an ESV in CRM with the 
appropriate case type, institution. Title of the ESV shall start with “FSCA-2026-001 …. ”. Link all 
your individual activities and documents into the timeline/notes of the ESV. 
 
 
 

8 On receipt of the goods in your incoming goods area, verify and confirm quantities and 
lot#. Store these returned goods in a separate quarantine area for interim local 
collection. 
 

o Only relevant for Erbe Sales and Service Units (Subsidiary, SSU): Register received goods as 
service units in the CRM ESV for the specific account. Specify qty, lot#, entry date. Leave empty 
all text fields, QIF-Code, and complaint/warranty fields are set to “no” (as the sole purpose is the 
return). 
 

9 Please make sure to reply to us within 4 weeks of this notification latest.  Please then fill 
the final “collective” feedback form (Attachment 2) to us. A decision/instruction about 
how/if returning these will be dependent on the quantities and we inform you based on 
your feedback form. You will then receive a return authorization number (ESV No.) and a 
return delivery address, as well as shipping instructions. 
 

10 Erbe will compensate, based on the feedback form, the purchase price of the goods 
with a credit note.   
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