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Recall Number:  RA2025- 4186327 

 
January, 2026 
 
Purpose: The purpose of this letter is to inform you that Stryker has initiated part 

2 of 2 of StrkyeFlow product field action.  In June 2025, Stryker sent you part 1 of 
this letter, providing instructions to mitigate the potential risk of solution leaking into the handpiece or battery pack 
during use. We are now proceeding with part 2 of this action, recalling all remaining impacted devices and offering 
replacements of corrected devices. The impact to the user and patient remains the same, and no additional risks have 
been identified. 
 

 

Product Description: The Strykeflow 2 Suction Irrigator is designed to be used with a laparoscopic probe to allow 

for controlled irrigation and suction during laparoscopic surgical procedures. It is a sterile, single-use, and disposable 
battery-powered unit. Some StrykeFlow 2 units (REF 250-070-520) are supplied with a disposable suction/ irrigator tip 
(applied part). 
 

Reason for Recall: It has been identified that due to a change in design in 2024, irrigation solution is able to travel 

to the handpiece and battery pack during use of the Strykeflow 2 Suction Irrigator. 
 

Potential Risks: This design change has caused some devices to leak and/or emit vapor (which can resemble smoke) 

during use. The impacted devices can have the following failures: fluid leakage from the handpiece and battery pack that 
can pool on the floor, vapor emitting from the device (which can resemble smoke), the handpiece buttons are unable to 
function and the device cannot be shut off, heated handpieces and/or battery packs, loud noise from the motor/battery 
pack, and particles observed in the saline flow. The impact can range from user dissatisfaction to potential user injury 
such as thermal injury, irritation or slip and fall. As of November 10th 2025, Stryker has received 1153 complaints 
pertaining to this issue, one of which resulted in an adverse health event to the user. 
 

Actions needed: 

1. Inform individuals within your organization who need to be aware of this action. 
2. Check your internal inventory to locate the affected product using Attachment B.  
3. If affected product is found, quarantine and initiate the return process for affected units through step a) below. 

a. Please complete Business Reply Form or use QR Code on Attachment A to return product. 
4. If affected product is NOT found: 

a. Please complete Business Reply Form or use QR Code on Attachment A. 
5. Maintain awareness of this communication internally until all required actions have been completed within your 

facility. Response is required. 

Your designated contact person for this action is given below.  Should you have any queries concerning this matter 
please do not hesitate to contact them directly. 

Name:     Position:   email:  

In line with the recommendations of the Medical Device Coordination Group Guidance document Ref MDCG 2023-3 
and EU MDR 2017/745, we can confirm that this FSCA has been notified appropriately to the National Competent 
Authority for your country. 

On behalf of Stryker, we thank you sincerely for your help and support in completing this action and regret any 
inconvenience that may be caused. For any additional information or questions please contact your designated person 

Sincerely, 
 
Ashley Cupples 
Regulatory Compliance Manager 

Catalog 

Number 
GTIN         Product Description 

Manufacturing 

Dates 

Affected Lot 

Numbers 

0250070500 07613327061390 STRYKEFLOW2 WITHOUT TIP (6BX) September 15, 
2024 – April 10, 
2025 

Please see 
Attachment B 0250070520 07613327061369 

STRYKEFLOW2 WITH DISPOSABLE TIP 
(6BX) 
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 Attachment A 

 
 
 
 

 

Recall Number:  RA2025- 4186327 

 

Strykeflow 2 Suction Irrigator 

 
Facility Name 
Street Address 
City, State Zip 
 
 
Please choose the most appropriate box below and fill out the corresponding table(s): 

 I am returning the following unused devices from Attachment B.  

 I have further distributed product(s). Please use, “For further distributed product” box below. 

 I no longer have any affected product listed on Attachment B. 

*Stryker assumes that you are sending all unused devices and other devices are deemed to be used or thrown away at your account.  
 

Form Completed By: 

Account Name  

Account Address   

Account Number (if 
known) 

 

Printed Name   Title   

Email   Phone  

Signature   Date   

*Your signature indicates that you have read and acknowledge the enclosed notification and that you have 
performed all actions requested.  

 

For further distributed product: 

Account Name  

Account Address   

Catalog Number   Qty   

Contact Name   Phone  

 
Response is required. Return completed Business Reply Form to EndoRecall@Stryker.com.   

 
 

 

Catalog 

Number 
GTIN         Product Description 

Quantity 

on Hand 

Affected Lot Numbers 

0250070500 07613327061390 
STRYKEFLOW2 WITHOUT 
TIP (6BX) 

  

0250070520 07613327061369 
STRYKEFLOW2 WITH 
DISPOSABLE TIP (6BX) 

 
 

Business reply form Business Reply Form 
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 Attachment B 

 

 

 
 
 

Catalog Numbers: 

0250070500 STRYKEFLOW2 WITHOUT TIP (6BX) 

0250070520 STRYKEFLOW2 WITH DISPOSABLE TIP (6BX) 

 
Lot Numbers: 

24260FG2 24284FG2 24308FG2 24341FG2 25010FG2 25035FG2 25064FG2 

24261FG2 24285FG2 24309FG2 24342FG2 25012FG2 25036FG2 25065FG2 

24262FG2 24286FG2 24311FG2 24343FG2 25013FG2 25037FG2 25066FG2 

24263FG2 24287FG2 24312FG2 24344FG2 25014FG2 25038FG2 25069FG2 

24264FG2 24288FG2 24313FG2 24345FG2 25015FG2 25039FG2 25070FG2 

24265FG2 24289FG2 24316FG2 24346FG2 25016FG2 25040FG2 25071FG2 

24266FG2 24290FG2 24317FG2 24347FG2 25017FG2 25041FG2 25072FG2 

24267FG2 24291FG2 24318FG2 24348FG2 25018FG2 25042FG2 25073FG2 

24268FG2 24292FG2 24319FG2 24349FG2 25019FG2 25043FG2 25076FG2 

24269FG2 24293FG2 24320FG2 24350FG2 25020FG2 25044FG2 25077FG2 

24270FG2 24294FG2 24321FG2 24351FG2 25021FG2 25045FG2 25078FG2 

24271FG2 24295FG2 24322FG2 24352FG2 25022FG2 25048FG2 25079FG2 

24272FG2 24296FG2 24323FG2 24353FG2 25023FG2 25049FG2 25080FG2 

24273FG2 24297FG2 24324FG2 24354FG2 25024FG2 25050FG2 25083FG2 

24275FG2 24298FG2 24325FG2 24355FG2 25025FG2 25051FG2 25084FG2 

24276FG2 24299FG2 24326FG2 24356FG2 25026FG2 25052FG2 25085FG2 

24277FG2 24300FG2 24327FG2 24357FG2 25027FG2 25055FG2 25086FG2 

24278FG2 24302FG2 24335FG2 24358FG2 25028FG2 25056FG2 25087FG2 

24279FG2 24303FG2 24336FG2 24361FG2 25029FG2 25057FG2 25090FG2 

24280FG2 24304FG2 24337FG2 24362FG2 25030FG2 25058FG2 25091FG2 

24281FG2 24305FG2 24338FG2 25007FG2 25032FG2 25059FG2 25092FG2 

24282FG2 24306FG2 24339FG2 25008FG2 25033FG2 25062FG2 25093FG2 

24283FG2 24307FG2 24340FG2 25009FG2 25034FG2 25063FG2 25094FG2 

 
Please complete Business Reply Form and email it to endorecall@stryker.com or use QR Code.  

Response is required. 

 

Affected Lot Numbers 

mailto:endorecall@stryker.com

