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Field Safety Notice 

Product name:  PrePex, manufactured by Circ MedTech (CMT) 

FSN-identifier: 001_2015 

Type of action: advice given by manufacturer regarding use of the device and follow-up with 

patients.  

---------------------------------------------------------------------------------------------------------------------------  

  

Date: February 4th, 2015 

  

Attention:  Users of the adult male circumcision device PrePex, manufactured by CMT.  

 

Details on affected product:  

Three cases of tetanus occurring after PrePex circumcision have been reported in two countries. On 

Dec 30/11/14, CMT issued a Field Safety Notice (CMT_FSN_001_2014) with the following advice:     

Protective immunity against tetanus toxoid should be confirmed in any individual presenting 

for placement of PrePex device until completion of the ongoing investigation and further 

notice; 

Since the release of CMT_FSN_001_2014, CMT has conducted and completed its investigation.  

   

Description of the investigation results:  

A revision of the risk assessment was conducted for certain aspects of the procedure, including 

placement and removal.  The following gives an update on the risk assessment conducted by CMT. 

 

Risk of infection from the device: 

PrePex product samples from the device lots that were used in the 3 procedures where Tetanus 

occurred were sent to a qualified laboratory for testing of any microorganism. In addition, the 

company sent 10 randomly selected samples from other lots for testing.  

All tested lots came out negative for C. tetani and any other microorganism. 

 

Risk of infection from the necrotic tissue: 

In a notice from 8th Dec 2014 the WHO has raised a concern regarding a theoretical risk for C. tetani 

infection leading to clinical tetanus, due to the biological feature of the necrotic tissue which exists in 

PrePex but does not exist in surgical circumcision. This theoretical risk led CMT to advice for 

confirmation of protective immunity against tetanus toxoid until completion of investigation.  
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CMT commissioned a technical expert who is well published in this field to examine this potential 

risk. His report (Attached as Appendix 1) contains a thorough analysis of the potential risk to contract 

clinical tetanus due to the PrePex induced necrotic foreskin.  

The CMT expert report has concluded that there is no risk of contracting clinical tetanus due to the 

necrotic foreskin. 

 

Risk of infection from wound care: 

Prior, during and after the PrePex removal inappropriate disinfection of the wound area or lack of 

such disinfection creates a potential risk for wound contamination. 

As with wounds from surgery or trauma in unimmunized persons, the risk of tetanus following 

circumcision includes potential inappropriate wound care or use of traditional practices of applying 

substances to the wound such as animal dung or soil which potentially contain C. tetani. 

 

The following actions are recommended on an interim basis to mitigate risk of Tetanus until further 

notice. 

Advise on actions to be taken by the user:  

 As for other methods of VMMC, during the PrePex placement and removal, inappropriate 

disinfection or lack of disinfection has the risk for contamination. Therefore all PrePex users 

should be re-educated on the disinfection procedure prior to PrePex placement as well as 

prior and during PrePex removal.  

 As for other methods of VMMC, men opting for VMMC by PrePex should receive full 

information on the benefits and risks of the procedure. 

 As for other methods of VMMC, patient information material and counselling should strongly 

emphasize: to avoid use of potentially C. tetani-containing home remedies over the wound, 

the risk from these practices and early symptoms of tetanus and the need to seek immediate 

care for such symptoms.  

 The company intends to issue soon an updated Information for Users (IFU) and an additional 

FSN which will include:  

o Improved disinfection techniques prior to placement as well as  prior and during 

PrePex removal  

o Improved wound care instructions for patients 

o Improved patient counseling 

o Updates regarding the need for C. Tetani immunization prior to PrePex Placement  
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A meeting of experts will be convened by WHO in early March 2015 to discuss risk management for 

all types of VMCC.  WHO is expected to issue an updated information for users after that time. 

 

Transmission of this Information Notice for Users:   

This notice needs to be passed on to all those who need to be aware within your organization or to 

any organization where PrePex is being used.  

  

Contact person for further information:  

Alon Kushnir, e-mail: alon@PrePex.com    
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Appendix 1 
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