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URGENT: FIELD SAFETY NOTICE 
Medical Device Safety Advisory Notice 

 

Châteaubriant, 21st July 2026 

ATTENTION: Pharmacist/Risk Manager responsible for medical device vigilance and the Biomedical/Engineering 
Department 
 

Security information for Use of Med-Stop Devices withing Soft Liner Suction Canister 
Kits 

Medline Reference: FSN-26/08 
CA Reference: To be Defined 
Product description: Medline Soft Liner with Suction Tubing and Med-Stop Vacuum Controller Kits 

combine a Soft Liner with a non-sterile ORNEX style Suction Tubing equipped with a 
pre-attached non-sterile Med-Stop Vacuum Controller (herein referred to in 
combination as the Soft Liner Med-Stop Kit). The Med-Stop Vacuum Controller is a 
manual fingertip control vacuum valve used to manually control suction, which is 
utilized in the operating room during surgical procedures and aides in the suctioning 
of fluid from the patient’s body. Med-Stop is connected to a suction tubing on one 
end and a suction catheter at the other end. This setup is connected to the Soft 
Liner’s ‘Patient Port’, to then suction fluid from the patient. 
 
All Medline Suction Canister Systems are intended to be used in the healthcare 
environment by healthcare professionals during procedures that require the 
collection of fluid, which may accumulate or must be contained and removed during 
the procedure. Medline Suction Canister System’s intended for use on patients, 
within the general patient population, undergoing a procedure to sample, aspirate, 
or remove bodily fluids.   
 

Legal Manufacturer SRN: US-MF-000009717 
Action type: Field Safety Notice 
Product codes: See Appendix 1 (page 6) 

Medline International France 
Quality & Regulatory Affairs Dept. 
5 Rue Charles Lindbergh 
44 110 Châteaubriant 

Facility 
Service 
Address 
Address 
ZipCode City 
Country 
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Dear Customer, 

This letter is to advise you that Medline Industries LP has initiated a Field Safety Notice regarding the 
instructions for use of the Med-Stop devices included within Soft Liner Suction Canister kits.  All 
impacted product codes for this Field Safety Notice are listed in Appendix 1 (page 7) attached hereto.  
 
Medline has decided to notify all customers who have received these impacted products mentioned in 
Appendix 1 (page 6). 
 
Appendix 2 to this FSN-26/08 (page 7) contains the Med-Stop device Instructions for Use (IFU) which 
shall be included in future Soft Liner Suction Canister kits containing a Med-Stop device. The purpose of 
this Field Safety Notification is to address the omission of the Instructions for Use (IFU) from the Med-
Stop Device in Soft Liner Suction Canister kits by providing the missing IFU and ensuring users have 
access to the complete product information. 
 

REASON FOR THE FIELD SAFETY NOTICE: 

 
It has been identified that the current labeling of Soft Liner Suction Canister kits with Med-Stop Devices 
do not contain the Med-Stop IFU   
 
As a corrective measure, Medline will be providing Med-Stop Instructions for Use (IFU) with Soft Liner 
Suction Canister kits which include Med-Stop Devices.  
 
Future Soft Liner Suction Canister kits with a Med-Stop Device will now contain a Med-Stop Device IFU 
in addition to the Suction Canister System IFU. Following this FSN, the Suction Canister System IFU will 
also be updated to include reference to the co-packaged Med-Stop Device IFU for applicable product 
codes. 
 
HEALTH RISK: 
 
Improper use of the Suction Canister System with a Med-Stop device, may result in: 
 
• Contamination and increased risk of infection 
• Reduced or impaired device performance/function 
• Device malfunction or failure during use 

 
These conditions may ultimately lead to patient injury, illness, and/or, in severe cases, death. 
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IMPORTANT SAFETY INFORMATION AND RISK MITIGATION MEASURES:  

The additional IFU for the Med-Stop device (Appendix 2, page 7) forms part of this Field Safety Notice 
FSN-26/08 and should be reviewed together with the safety information provided below. Continued 
production of the impacted products listed in Appendix 1 (page 6) will now include the Med-Stop IFU.  
 

Safety Information associated with Soft Liner Suction Canister kits containing a Med-Stop Device:  

• Consult the Med-Stop Instructions for Use (IFU) for set-up, use, and rinsing of the Med-Stop 
Device in conjunction with the Soft Liner Suction Canister system. 
 

ACTIONS REQUIRED: 

Step 1: Please take note of this safety information and inform all users in your facility.   
 
Step 2: Please ensure that the Instructions for Use (IFU) is distributed to all relevant users and retained 
with the impacted products. Please note that this leaflet will accompany future product shipments that 
are impacted by this FSN-26/08 until the updated Instructions for Use (IFU) become available. 
 
Step 3: Please complete the Acknowledgment Receipt (page 5) and confirm that the MedStop 
Instruction for Use will be implemented at your facility. Then, return page 5 by email as soon as 
possible but no later than 17th August 2026. 
 
Step 4: If you no longer have any of the impacted products in stock, please also complete the 
Acknowledgment Receipt (page 5) and return it by email as soon as possible but no later than 17th 
August 2026. 
 
Step 5: If you have any questions or need support with finding alternative solutions, please contact your 
Medline Sales Representative or your local Medline Customer Service. 
 
The relevant competent authorities have been informed of this FSN. 
Please proceed to the following pages to acknowledge receipt of this FSN. Medline apologizes for the 
inconvenience this matter may cause and would like to thank you for your cooperation and prompt 
attention to this notice. 
 
Yours sincerely, 
Willem van Alst, 
Sr. Manager Post Market Surveillance, Medline EMEA 
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Transmission of this FSN: 
 
This urgent and important field safety notice is only addressed to facilities that have received (or may receive) 
the impacted products. 
 
This notice needs to be passed on all those who need to be aware within your organisation or to any organisation 
where the potentially affected devices have been transferred. (As appropriate) 
 
Please transfer this notice to other organisations on which this action has an impact. (As appropriate) 
 
Please maintain awareness on this notice and resulting action for an appropriate period to ensure effectiveness 
of the corrective action. 
 
Please report all device-related incidents to the manufacturer, distributor or local representative, and the 
national Competent Authority if appropriate, as this provides important feedback. 
 

* * * 
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Please email the Acknowledgement Receipt to the following email address: 
GMB-EU-FSN-FSCA-CHBT@medline.com 

 

Medline Reference: FSN-26/08 
         
Please complete the Acknowledgement Receipt and send it back by email as soon as possible, but no later than 
17th August, 2026. 
 
Medline’s Soft Liner Suction Canister Kits, in which the Med-Stop Devices are included, are listed in the table in 
Appendix 1 (page 6). 
 
By completing and signing the document, I confirm that I have read and I understood the instructions provided. 
I acknowledge receipt of the FSN-26/08 by signing this document and returning it to Medline. 
 
I also agree to further distribute and communicate this important information within my facility as required. 
 
If you distribute this product to other facilities or departments within your institution, please forward a copy of 
this communication to them. 
 
If you are a dealer, wholesaler, distributor/reseller, that distributed any affected products to other facilities: 
per Medical Device Regulation 2017/745, Article 14, part 4, please distribute this notification to your customers 
and provide confirmation to Medline that your customers have been notified by completing the information 
below and returning it to Medline at the address listed above. 
 
 
 
Date:   ____________________________________  

Name:   ____________________________________  

Position:   ____________________________________  

Facility or Business Entity:   ____________________________________  

Address:   ____________________________________  

City:   ____________________________________  

Medline Account Number:   ____________________________________  

Telephone:   ____________________________________  

Email address:   ____________________________________  

Signature:   ____________________________________  
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Appendix 1 – Product Codes concerned 

 
Reference Item description Lot number Unique Device Identifier 

OR53916 Soft Suction Liner 1000cc with 1.8m x 
6mm tubing and adult vacuum control 

All UDI-DI: 0888277DC265NSKX  

OR53926 Soft Suction Liner 1500cc with 1.8m x 
6mm tubing and adult vacuum control 

OR53929 Soft Suction Liner 1500cc with 3.0m x 
6mm tubing and adult vacuum control 

OR54916 Soft Suction Liner 1000cc with 1.8m x 
6mm tubing and pediatric vacuum 
control 

OR54926 Soft Suction Liner 1500cc with 1.8m x 
6mm tubing and pediatric vacuum 
control 
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Appendix 2 – Instructions For Use Med-Stop Device 
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