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WHO Prequalification of Male Circumcision Devices 

PUBLIC REPORT 
 

   Product: PrePex 
Number: PQMC 0001-001-04 

 
Abstract 

 
PrePex with product codes DW0201, DW0202, DW0203, DW0204, DW0205,  
manufactured by Circ MedTech Limited, CE-marked regulatory version, was accepted for 
the WHO list of prequalified male circumcision devices and was listed on 31 May 2013.  
The public report was amended on 2 March 2016 to reflect the expanded intended use on 
adolescents aged 13 years and above. The public report was amended on 12 July 2016 to 
reflect a new legal manufacturer; Circ MedTech Limited, BVI. The public report was 
amended on 19 August 2016, to reflect additional sizes with product codes P6107, P7107, 
P8107, P9107 manufactured by Circ MedTech Limited, BVI. The public report was 
amended on 9 November 2016, to reflect approval of an additional site of manufacture; 
Juno Pacific Inc., 1040 Lund Boulevard, Anoka, MN, 55303, USA with additional new 
product codes for products manufactured at Juno Pacific AA107, BB107, CC107, DD107 
and EE107. 
 
Intended use: 
PrePex is a single use, disposable device; indicated for circumcision of men aged 13 years 
and above, defined as circumferential excision of the foreskin or prepuce at or near the 
level of coronal sulcus, with minimal amount of preputial skin remaining.  
 
The device should not be used if the package has been compromised. Use by trained 
personnel only. All device components should not be reused at the risk of cross 
contamination. The device is intended for adult and adolescent males aged 13 years and 
above. The device should be used only in settings where suitable surgical facilities and 
skills are available within a short time frame (6-12 hours) in order to manage potentially 
serious complications resulting from device displacements. 
 
Device displacement when wearing the device, may lead to the risk of adverse events. 
Informing the patient of safe behavior when wearing the device is critical. 
 
PrePex includes the following items: 

1. Placement Ring 
2. Elastic Ring 
3. Inner Ring 
4. Verification Thread 
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Accessories: 
The PrePex Sizing Plate (PSP) is intended for single use for selecting an appropriate device 
size. The use of PrePex requires additional tools and materials which are not supplied with 
PrePex.  
 
For Placement: examination gloves, 10% povidone iodine (PI) solution, skin marker, gauze, 
5% anesthetic cream and nurse utility scissors. Additional PSP may be required, if more 
than one is required to select the correct size. 
 
For Removal: examination gloves, 10% povidone iodine (PI) solution, sterile Harvey wire 
scissors, sterile forceps, sterile spatula, sterile scalpel, and 5 wound dressings. 

 
Storage: 
The test kit should be stored at -10 to 55 °C. 
 
Shelf-life: 
3 years. 
 
Warnings/limitations: 
As per manufacturer’s instructions for use. 
One of the risks of using PrePex is contracting tetanus. PrePex is used in countries that 
may not have widespread coverage of tetanus immunization. Therefore, it is imperative to 
ensure that all PrePex clients are protected by adequate vaccination with tetanus toxoid 
containing vaccine (TTCV)1 prior to placement of the PrePex device.  
Warning: 

• Do not place PrePex on clients that are not adequately immunized against tetanus. 
• Follow acceptable medical guidance to ensure clients are immunized against 

tetanus. 
• Failing to ensure proper immunization may put clients at risk of tetanus. 

 
  

1 See The immunological basis for immunization series. Module 3 : Tetanus Update 2006.   

 Page 2 of 24 

                                                 



PQMC 0001-001-04                   WHO PQMC Public Report        November/2016, version 8.0 

Summary of prequalification status for PrePex 
 
 Initial acceptance 
 Date Outcome 
PQ amended 9 November 2016 

19 August 2016 
12 July 2016 
2 March 2016 

listed 

Status on PQ list 31 May 2013 listed 
Dossier assessment 08 October 2012 MR 
Inspection status 18 August 2015 MR 
Clinical study 28 February 2013 MR 
 
MR: Meets Requirements 
N/A: Not Applicable 
 
PrePex was accepted for the WHO list of prequalified male circumcision devices on the 
basis of data submitted and publicly available information. 
 
 

Background information  
 
Circ MedTech Limited submitted an application for prequalification of PrePex.  Based on 
the established prioritization criteria, PrePex was given priority for prequalification. 
 
Product dossier assessment 
The Manufacturer submitted a product dossier for PrePex as per the Instructions for 
compilation of a product dossier (PQMC_018 v1). The information submitted in the 
product dossier was reviewed by WHO staff and external experts (assessors) appointed by 
WHO in accordance with the internal report on the screening and assessment of a product 
dossier (PQMC_009 v1).  Based on the product dossier screening and assessment findings, 
a recommendation was made to accept the product dossier for PrePex for prequalification.  
 
 
Manufacturing site inspection 
A comprehensive inspection was performed at the site of manufacture Circ MedTech 
Limited, 6 Hahoshlim St., 1st Floor Herzelia, 46722, Israel and 3BY, 24959 Industrial Park, 
P.O. Box 65, Migdal Tefen, Israel of PrePex in 18-19 January 2012 and a re-inspection of 
the same two sites was performed in 5-7 November 2012 as per the Information for 
manufacturers on prequalification inspection procedures for the sites of manufacture of 
diagnostics (PQDx_014 v1).  An additional inspection of Juno Pacific (supplier to 
CircMedTech) was conducted between 6-8 October 2014 at 1100 McKinley Street, Anoka, 
Minnesota, 55303 and 1040 Lund Boulevard, Anoka, Minnesota, 55303, USA. The 
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inspections found that the manufacturer had an acceptable quality management system 
and good manufacturing practices in place that ensured the consistent manufacture of a 
product of good quality. The manufacturer's responses to the nonconformities found at 
the time of the inspection were accepted 30 January 2013. A special inspection was 
conducted on 14 -16 July 2015.  The manufacturer's responses to the nonconformities 
found at the time of the inspection were accepted on 18 August 2015. 
 
Commitments for prequalification:  
1. The manufacturer has committed to continuing improvements in the quality 
management system particularly in the areas of documented procedures to ensure that 
supplied product conformed to specified purchase requirements, planned controlled 
conditions to ensure consistent quality of manufactured product particularly at scale up 
and internal audits to assure the QMS conformed to planned arrangements. 
2. The manufacturer has committed to effective communication of accurate information 
to customers/end users, planned arrangements for verifying that product requirements 
have been met, compliance with management review requirements and defined 
operations for labeling and packaging together with ongoing communication over time to 
finalize any outstanding issues noted in the WHO responses to the inspection findings.   
 
Clinical evidence review 
The WHO Technical Advisory Group (TAG) on Innovations in Male Circumcision concluded 
that the range and scope of clinical studies met the WHO requirements for evaluation of a 
device; and demonstrated that, for the purposes of HIV prevention, the PrePex device can 
efficaciously and safely circumcise healthy males 13 years and over, when used by suitably 
trained providers, and when surgical backup facilities and skills are available to manage 
device displacements or early removals that could result in serious complications. The TAG 
advised that: effective training materials are available and PrePex providers are 
appropriately trained; men receive accurate information on safe device use and risks while 
wearing a device, and PrePex is used only in settings where suitable surgical facilities and 
skills are available within a short time frame (6-12 hours).  The extension of use to younger 
ages is based on limited data, and therefore, the age range  must be reassessed  when 
more experience and data are generated from active surveillance to further inform safe 
use.   
 
Studies reviewed:  
Ten studies from 4 African countries satisfactorily met the criteria in the WHO Framework 
for Clinical Evaluation of Devices. Eight studies included only healthy males 18 years and 
older, and two studies included men aged 13 – 17 years2.  The device was placed 

2 The study conducted in South Africa included 89 adolescents, mostly 16–17 years of age. The proportion 
excluded due to adhesions or phimosis was not reported. Although numbers were small, the AE rates 
appeared similar in adolescents and older men, but healing time was significantly shorter in the adolescents. 
Further details and a full report from the study are 
awaited. 
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successfully on 2417 eligible men aged 18 years or above and 402 adolescent boys aged 13 
– 17 years. 
 
Eligible:  
Males 13 years and older; without contraindications to conventional male circumcision 
surgery, and additionally, without contraindications specific to PrePex: including phimosis, 
narrow foreskin, tight frenulum, adhesions.   
 
The proportion of clients not eligible for the PrePex procedure due to adhesions or narrow 
foreskin was considerably higher among younger adolescents than in men aged 18 years or 
older, specifically: 53% ineligible among 13 year olds, 40% in 14 year olds, 29% in 15 year 
olds, and 11% in 16-17 year olds. This compares with 5-7% in adults.3 
 
Among males on whom the device was placed, 99.5% had a successful circumcision for 
men aged 18 years and above, and 99.8% for adolescent boys aged 13-17 years without 
surgical intervention and a resulting wound line without suture marks. 
 
Requirements for device use:  
At least two visits are required; during the interval the client must wear the device. 

• Placement: adequate supply of all device sizes plus accessory supplies and two 
trained providers, surgical skin preparation, local topical (not injectable) 
anesthesia.   

• While wearing the device for 1 week: analgesia as needed, and access within six to 
twelve hours to conventional surgical skills and facilities to manage device 
displacements or early removals (including self-removals) and prevent serious long-
term sequelae. 

• Removal: requires a clean setting and some sterile accessory equipment. Accessory 
supplies and equipment are not provided by the device manufacturer. 

 
Safety, healing and discomforts:   
All AEs observed in studies were reviewed and classified by the TAG in a uniform manner, 
guided by internationally recognized principles (Global Harmonization Task Force) and 
definitions of AEs and serious adverse events (SAEs) which differed somewhat from the 
definitions and classification used by study investigators.  
 
Adverse events occurred among 1.7% of adults aged 18 years or above; the majority were 
Mild and Moderate, while 0.4% were considered Serious as prompt surgical intervention 
was required to prevent serious long-term sequelae (in all cases surgical intervention was 
successful with no complications and satisfactory outcomes). The rate of serious adverse 
events for adolescent boys aged 13 - 17 years was similar. The AE rate was lower among 
men who had PrePex circumcision than among men who had conventional surgery, but 

3 Please note sizes A – E were used in this study.  
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this difference was not statistically significant. No mechanical failures were reported. 
Healing time for adults appears to be about 1 – 2 weeks longer than following 
conventional surgical circumcision. Some pain occurred with PrePex procedures, primarily 
during the first few days after placement and briefly on removal of the device. Complaints 
of unpleasant odour were also noted by some study participants and providers. 
 
Client information must clearly indicate that once placed, the device must remain for 
seven days; in case a client desires to remove the device, clients must be instructed to 
return to the clinic and conventional surgery may be required to complete the 
circumcision. Clients must also be instructed on safe behaviours while the device is worn, 
including avoidance of sexual activity and masturbation, the risks associated with misuse 
and possible surgical intervention required. Clients need to be informed of the possibility 
of displacement, pain and/or odor while wearing the device. 
 
Change notifications 
In 2015, Circ MedTech Limited submitted a change notification related to expansion of the 
intended use of the product to adolescent males.  This change notification was assessed 
and product was found to meet WHO prequalification requirements with the qualification 
of further review from active surveillance among 13 - 17 year olds in at least three 
countries.  
 
In 2016, Circ MedTech Limited submitted a change notification related to a change in the 
legal manufacturer to Circ MedTech Limited, BVI.  This change notification was assessed 
and product was found to meet WHO prequalification requirements. 
 
In 2016, Circ MedTech Limited BVI submitted a change notification related to additional 
device sizes. This change notification was assessed and product was found to meet WHO 
prequalification requirements. 
 
In 2014, Circ MedTech BVI submitted a change notification related to an additional 
manufacturing site.  This change notification was assessed through documentary review 
and site inspection and found to meet WHO prequalification requirements. 
 
In 2016, Circ MedTech BVI submitted a request to change the labeling for all products 
related to warnings for risk of tetanus. This change notification was assessed and product 
was found to meet WHO prequalification requirements. 
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Labelling 

 

 

1. Labels 
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2. Instructions for use 
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