
 

 

 
 

  
 

    

    
 

    

    

 

       
 

 
 

 
          

          
  

 

           
  

         
      

      
      

  
 

          
       

               
  

 
                 

    
        

  
 

          
     

       
      

   
 

             
   

 
 
 
 
 
 
 

 
 

INFORMATION ISSUED UNDER THE AUTHORITY OF THE ANSM 

Letter to healthcare professionals 

Date: 06th August 2024 ANSM No.: R2421086 

SAMSOFT 175 – MINI SAMSOFT 150 

Preventive action of replacing hoist V1 spreader bars axis 

Summary of preventive maintenance instructions for hoists 

Information for healthcare service providers operating one or more hoists or responsible for their 
maintenance. 

Dear Sir/Madam, 

In 2019, following reports of abnormal wear to SAMSOFT 175 and Mini SAMSOFT 150 hoist spreader bars axis and, 
as well as extreme cases of breakage this part causing patients to fall while being hoisted, Drive Devilbiss Healthcare 
France issued 2 field safety notices: 

• Field Safety Notice No. R1901643 in January 2019, regarding a reminder of user and annual maintenance 
instructions for these devices, 

• Field Safety Notice No. R1916625 in July 2019, concerning the request for preventive replacement of 
spreader bars axis with reinforced versions for SAMSOFT 175 (SN < 90760371 and any serial No. 
starting with the letter D) and Mini SAMSOFT 150 (SN < 90760431). We should also be remind that 
spreader bar axis reinforcement does not cancel the essential realisation of maintenance and that these 
operations are main conditions to ensure completely safe use of these devices. 

Unfortunately, we still receive reports of breakages of V1 spreader bars axis on these devices, in some case leading to 
the patient falling. In addition to failure to replace the part as required in Field Safety Notice No. R1916625, analyses 
have shown that annual hoist maintenance had never been performed or had been carried out without the required 
inspections having been performed. 

In view of this situation and regarding of the potential severity that the patient’s fall can represent, and incident reports 
including some from distributors who had answer at the previous filed safety notice, Drive Devilbiss Healthcare 
France is issuing this new Field Safety Notice widely to all its customers who have bought these devices to 
date. 

The purpose of this field safety notice is to remind you that it is vital to rigorously conduct the maintenance tasks 
described in this instruction for use of these devices. To mention the emergency to replace V1 spreader bars axis 
if they are still on your devices and to remind of our instruction for the preventive replacement of the spreader 
bar and axis every 5 years (whatever the version), instruction also found in the instruction for use. This last 
instruction therefore applies from this year to all axis installed from 2019 and after. 

For safety, we also recommend that service providers of devices check that they have no V1 spreader bars axis in 
their stock of spare parts intended for repairs/maintenance. 
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Action plan: 
1. Check that the 2019 preventive safety action No. R1916625 = preventive replacement of the V1 spreader bar 

axis has been completed for all relevant devices and still on the market, SAMSOFT 175 (SN < 90760371) 
and any serial No. starting with the letter D and Mini SAMSOFT 150 (SN < 90760431). 

2. If necessary, identify devices requiring the replacement of V1 spreader bar axis and record their serial 
numbers on the acknowledgement of receipt on the next page, so that you receive the corresponding quantity 
of kits. 

3. Complete the acknowledgement of receipt below and return it to us within a month: your response is 
essential for the follow-up of this field safety notice. 

4. When you receive the reinforced spreader bar axis kits (Reference SR2820900), please replace the V1 
spreader bars axis: these must be replaced as soon as possible and, in any event, within the 3-month 
timeframe agreed with the ANSM. 

5. Destroy V1 spreader bars axis. 
6. Take acknowledgement of the reminder for service and maintenance mentioned in this FSN and ensure that 

they are properly applied in your activities. 
7. Planned in your activities the replacement spreader bars and its axis all every five years for SAMSOFT 175 

and Mini SAMSOFT 150. 
8. Check in your stock of spare parts that you only have the spreader bars axis reinforced version. 

Distribution of this field safety notice: 
The ANSM has been notified. Drive DeVilbiss Healthcare France would be grateful if you would distribute this field 
safety notice to everyone concerned, and to your customers who have patient hoists, including anyone to whom these 
devices have been sold. 

In accordance with ANSM decisions, we must send a report at the authority with a resume of the receipt returns within 
3 months. 

If you have any questions associated with this field safety notice, feel free to contact our vigilance department: 

materiovigilance@drivedevilbiss.fr 

Amanda Lesire 
Regulatory Affairs Manager 
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FSCA acknowledgement of receipt of DDHF-2024/02 

Acknowledgement of receipt to be completed and returned to Drive Devilbiss Healthcare France, at the following 

address: materiovigilance@drivedevilbiss.fr 

Company 

Address 

Contact 
(Name, Position and E-
mail address) 

I hereby confirm that I have received information letter DDHF-2024/02 and agree to take all required measures 
and actions. 

 Only for current operation of SAMSOFT 175 (SN < 90760371) and any serial No. starting with the letter D 
and Mini SAMSOFT 150 (SN < 90760431) 

 I hereby confirm that preventive replacement of the V1 spreader bar axis with a reinforced spreader bar axis has 
been completed for all devices. 

or 

 I have identified the following devices for which I request despatch of reinforced spreader bar axis kits. 
(Please enter the serial numbers in the table below) 

Signed in ____________________________________ on ___/__/____ 

Signature 
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SCHEDULE I: SAMSOFT hoist preventive maintenance instructions 

Extract from the Samsoft 175 user manual: 
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  Extract from the Samsoft Mini user manual: 
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SCHEDULE II: distinction between a V1 spreader bar axis (to be replaced) and a reinforced spreader bar axis 
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