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Prefyx PPS™

Pre-pubic System

Delivery Device

Mesh Assembly

CHANGING THE DIRECTION OF SLINGS

OVER 100,000
ADVANTAGE® MESH IMPLANT

PROCEDURES HAVE BEEN

PERFORMED TO DATE.
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The Dorsal Nerve of the Clitoris and
the Crus are well protected.

Vestibular Bodies

Dorsal Nerve of 
the Clitoris

Clitoris

Urethra
Crus

DESIGNED TO IMPROVE SAFETY, EFFICACY, AND PROCEDURE TIME.

PREFYX PPS™

PRE-PUBIC SYSTEM

Placement of the sling that is outside the pelvic 

bowl potentially reduces the incidence of organ 

and vascular injury.1

Results of the Prefyx PPS System 
Prospective Study at 3 and 12 Months

3 Months
N = 69*

12 Months
N = 26*
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CURED - IMPROVED

After initial tissue penetration, the Prefyx PPS System
assumes a more vertical position with the needle tip

pointing just lateral to the pubic tubercle. The needle is
advanced, exiting the skin just lateral to the pubic tubercle.

In an ongoing prospective clinical trial, the Prefyx PPS

System demonstrated positive success rates.*

NOTE: Cured was demonstrated by less than 1 gm leaked on an acute pad test with a comfortably full bladder and
physical activity. Improved was >10% improvement over baseline assessed by an acute pad test with a comfortably
full bladder and physical activity.
* Results from an interim analysis and may not represent the trial study outcomes.
* Patients receiving an off-protocol intervention were excluded from the analysis.

Constant visual confirmation of the needle tip 

location during sling placement, without the blind

window associated with other sling placement 

techniques. Potentially promotes faster placement.
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PROCEDURAL STEPS

After preparation of the lower abdominal and
vaginal operative sites, create two small transverse
abdominal incisions approximately 0.5 cm to 
1 cm on each side of the midline approximately 
1 - 2 cm just lateral to each pubic tubercle.  

Incise the anterior vaginal wall at the level of the
mid urethra.

Using minimal dissection, create bilateral pouches
being careful not to break through the endopelvic
fascia.
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Mark a spot on the inferior ramus 2 cm lateral
from the clitoris on each side. This will be the
target spot that the delivery needle passes over 
the bone.

Grip the delivery device handle so that the Boston
Scientific logo is facing upward. Resting the tip of
the delivery device needle on the palmar surface of
the non-dominant index finger, gently introduce
the delivery device needle anterolaterally into the
paraurethral space.

WARNING: Make sure the delivery device needle
and mesh assembly pass sufficiently lateral to the
urethra in order to avoid urethral injury.

Guide the needle tip anterolaterally toward the
descending pubic ramus. Using the fingertip for
control, bring the needle tip to the front side of the
pubic ramus. When in proper position, the Prefyx
PPS™ needle should pass over the ramus away
from the dorsal nerve of the clitoris.

Guide the needle over the pubic ramus directing
the tip toward the ipsilateral exit incision site.

Advance the delivery device needle superiorly
along the anterior surface at the pubic bone until
the delivery device needle tip exits the incision site.

WARNING: If excessive force is encountered
during advancement/withdrawal, stop and
determine remedial action prior to proceeding.

When the needle tip/dilator tube assembly extends
through the incision site, advance the dilator
pusher on the delivery device forward. This will
cause the dilator tube to advance beyond the tip of
the needle. 

Grasp the dilator tube by placing a clamp or
hemostat on the free end to temporarily secure the
dilator tube. Slowly withdraw the delivery device
needle from the dilator tube and out of the vagina,
while maintaining the position of the dilator 
tube. If the dilator tube should retract back
subcutaneously, advance the needle through the
dilator tube until the dilator tube is re-seated, and
redeploy the dilator tube/mesh assembly until the
needle tip/dilator tube assembly extends from the
incision site. Load the other dilator tube onto the
delivery device needle as described above and then
repeat steps 2-4 on the contralateral side.

Cystoscopy may be performed at the physician’s
discretion. 

To tension, adjust the mesh/sleeve by pulling
upward on both dilator tubes so that the blue
centering tab is centered below the urethra.  

Appropriately t e n s i o n t h e mesh/sleeve
according to physician preference. Grasp the
blue centering tab and cut the tab through the
center of the punch hole. Remove both halves of
the blue tab. Pull upward on both dilator tubes
to remove the sleeve, leaving the mesh in place.
Verify the tension of the mesh and adjust as
necessary.

Gently push downward on the skin incisions, cut
the distal ends of the mesh and confirm that the
ends retract into the abdominal incision.

2 cm
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