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CLINICAL ARTICLE SUMMARY

Multicenter Investigation of the Micro-organisms
Involved in Penile Prosthesis Infection: An Analysis of
the Efficacy of the AUA and EAU Guidelines for Penile
Prosthesis Prophylaxis

ABSTRACT

Introduction: Penile prosthesis infections remain challenging despite advancements
in surgical technique, device improvements, and adoption of antibiotic prophylaxis
guidelines.

Aim: To investigate penile prosthesis infection microbiology to consider which changes
in practice could decrease infection rates, to evaluate current antibiotic prophylaxis
guidelines, and to develop a proposed algorithm for penile prosthesis infections.

Methods: This retrospective institutional review board exempt multi-institutional study
from 25 centers reviewed intraoperative cultures obtained at explantation or Mulcahy
salvage of infected three-piece inflatable penile prostheses (IPPs). Antibiotic usage was
recorded at implantation, admission for infection, and explantation or salvage surgery.
Cultures were obtained from purulent material in the implant space and from the biofilm
on the device.

Main Outcome Measures: Intraoperative culture data from infected IPPs.

Results: Two hundred twenty-seven intraoperative cultures (2002-2016) were obtained
at salvageor explantation. No culture growth occurred in 33% of cases and gram-
positive and gram-negative organisms were found in 73% and 39% of positive cultures,
respectively. Candida species (11.1%), anaerobes (10.5%) and methicillin-resistant
Staphylococcus aureus (9.2%) constituted nearly one third of 153 positive cultures.
Multi-organism infections occurred in 25% of positive cultures. Antibiotic regimens at
initial implantation were generally consistent with American Urological Association (AUA)
and European Association of Urology (EAU) guidelines. However, the microorganisms
identified in this study were covered by these guidelines in only 62% to 86% of cases.
Antibiotic selection at admissions for infection and salvage or explantation varied widely
compared with those at IPP implantation.

Conclusion: This study documents a high incidence of anaerobic, Candida, and methicillin
resistant S aureus infections. In addition, approximately one third of infected penile
prosthesis cases had negative cultures. Micro-organisms identified in this study were not
covered by the AUA and EAU antibiotic guidelines in at least 14% to 38% of cases. These
findings suggest broadening antibiotic prophylaxis guidelines and creating a management
algorithm for IPP infections might lower infection rates and improve salvage success.
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COLOPLAST KEY TAKEAWAYS

- Significant advances in infection prevention have occurred since the introduction of
inflatable penile prostheses (IPPs).

- Experienced prosthetic surgeons have innovated and standardized the surgical
technique for better care, as seen in a recent study of implanters’ practices showing
diverse strategies.

« Over 70% of IPP infections were caused by gram-positive organisms.

» Candida species (11.1%), anaerobes (10.5%) and methicillin-resistant Staphylococcus
aureus (9.2%) constituted nearly one third of 153 positive cultures.

« Multi-organism infections occurred in 25% of positive cultures.

Antibiotic selection at admission for infection and salvage or explantation varied widely
compared with those at IPP implantation.

This study documents a high incidence of anaerobic, Candida, and methicillin-resistant
S aureus infections. In addition, approximately one third of infected penile prosthesis
cases had negative cultures.

» Micro-organisms identified in this study were not covered by the AUA and EAU
antibiotic guidelines in at least 14% to 38% of cases.

These findings suggest broadening antibiotic prophylaxis guidelines and creating a
management algorithm for IPP infections might lower infection rates and improve
salvage success.

Indications

The Titan, Titan OTR and Titan Touch Inflatable Penile Prosthesis is indicated for male patients suffering from erectile dysfunction (impotence) who are candidates for implantation of a

penile prosthesis.

Contraindications

The Titan, Titan OTR and Titan Touch Inflatable Penile Prosthesis is contraindicated in patients with an active infection present anywhere in the body, especially urinary tract or genital infection;
with a documented sensitivity to silicone; with unresolved problems affecting urination, such as an elevated residual urine volume secondary to bladder outlet obstruction or neurogenic bladder;
or, unwilling to undergo any further surgery for device revision.

Warnings

Implantation of the device may make latent natural erections, as well as other interventional treatment options, impossible.

Men with diabetes or spinal cord injuries, as well as immunocompromised patients, may have an increased risk of infection associated with a prosthesis.

Failure to evaluate and promptly treat erosion may result in a substantial worsening of the condition, leading to infection and loss of tissue.

Implantation of a penile prosthesis may result in penile shortening, curvature or scarring.

Pre-existing abdominal or penile scarring or contracture may make surgical implantation more complicated or impractical.

Precautions

Surgeons implanting penile prostheses should be familiar with the currently available techniques for measuring the patient, determining implant size, and performing the surgery.

Removal of an implanted prosthesis without timely reimplantation of a new prosthesis may complicate subsequent reimplantation or may make it impossible.

Potential Complications

Potential complications include scrotal swelling, auto-inflation, discomfort, angulation/curvature, edema, device malfunction, chronic pain, difficulty with ejaculation, transient urinary retention.
The information provided is not comprehensive with regard to product risks. For a comprehensive listing of indications, contraindications, warnings, precautions, and adverse events refer to the
product’s Instructions for Use. Alternatively, you may contact a Coloplast representative at 1-800-258-3476 and/or visit the company Website at www.coloplast.us.

Caution: Federal law (USA) restricts this device to sale by or on the order of a physician.
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