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AGING POPULATION

IN THE FUTURE

18% MORE FEMALES > 75y
38% MORE FEMALES >80y




PELVIC FLOOR RECONSTRUCTIVE SURGERY
DILEMAS BEFORE TREATMENT

Accurate patient assessment and appropriate decision making is
crucial to optimal outcome

Patient and surgeon may have different goals and expectations
Surgery may not treat patient® symptoms
Good primary surgery has the best outcome
Unadequate surgery may result in
U crippling complications
U patient misery
U patient anger
U compromise further operations



PELVIC FLOOR RECONSTRUCTIVE SURGERY
PROBLEMS TO SOLVE

Overlap of POP and LUTS

Evidence for urodynamic evaluation

No optimal method for demasking incontinence
No evidence for choice of treatment

Relation of symptoms to anatomy & urodynamics
Definition of POP

CONCLUSION?
Do the best POP - procedure
Do the best Ul - procedure



Opi nion of theil ol d

K. Richter: AYou know, most o
dond know anatomy any more, thus are unable to
reconstruct itn

Journal of Pelvic Surgery
Vol. 4, No. 5, 201-203
© 1998 Lippincott Williams & Wilkins

E.Kohorn

The Gynecologic Surgery Imperative E d ] EO I l d l

To maintain adequate standards of care for women with pelvic floor dysfunction,
the necessity for a subspecialty in urogynecology and reconstructive pelvic surgery
has become inevitable. This is due to chronic neglect in the adequate teaching of this
subspecialty in residency training programs and due to the failure of the leadership
in obstetrics and gynecology in the United States to provide this important field with
adequate academic identity.




WHAT SHOULD WE KNOW BEFORE DECIDING FOR
SURGICAL TREATMENT

Will patient quality of life be improved?
|s patient prepared for surgical treatment?

Which surgical procedure is most adequate for the
patient?

% efficiency of surgical procedure
Safety

Surgeona skill

Price




PROBLEMS FACING PELVIC FLOOR
RECONSTRUCTIVE SURGERY

11,1 % lifetime risk of having an operation for POP
High recurrence rate:
Up to 30% of patients require repeat surgery

Time intervals between procedures decrease with each successive
repair

Olsen AL et al Obstet Gynecol 1997

Up to 45% of patients developed recurrent cystourethrocele after
anterior repair

Sand PK et al Am j Obstet Gynecol 2002



Richard TeLinde |
(1894 - 1989)

America's famous gynecologic surgeon observed late in his
career: every honest surgeon of extensive and long experience
will have to admit that he is not entirely and absolutelly satisfied

with his long term results of all his operations for prolapse and
allied conditions. (1966)



NEW TRENDS IN THE PELVIC
RECONSTRUCTIVE SURGERY

Simple procedure

Few intraoperative complications
No postoperative troubles

Short hospitalisation

High cure rate

Favourable long-term results
Prosthetic Materials



INDICATION FOR MESH USE

Previous failures, recurrence after hysterectomy
Primary repair in severe defects
Older sexually inactive patients

Patients at high risk for failure (patients exposed to
heavy work 1 lifting)



SURGICAL STRATEGIES IN
PELVIC FLOOR RECONSTRUCTION

anterior reconstruction / paravaginal repair
In case of recurrencie® use mesh or graf?

vaginal hyst.) + sacrospinous /sacrotuberous fixation
In case of recurrency use mesh or graft abdominal route?

posterior reconstruction , rectopexy, anal sphincter repair




WHICH MESH ?

Most currently used meshes are too rheavyweighto (over
dimensional and inflexible)

Monofilament meshes better than multifilament

Less foreign body reaction with monofilament meshes
Optiminal pore size > 75 em

User friendly (easy to handle)

Minimal shrinkage and folding



Currently there Is a real dilemma that
the widespread introduction of many new
procedures and devices in urogynaecological

practice is Marketing rather thanEvidence Based

STUART STANTON UK



PROBLEMS OF MESHES

human experimentation

short follow-up

expert opinion mostly
company driven medicine
research based on clinical trials
lack of RCT



oGi ven the | I mited

type of mesh mater |
postoperative risks, especially mesh
erosion, the procedures should be

consi dered exper .

ACOG Practice Bulletin, Feb. 2007



oGi ven the |1 mited dat
of mesh materi al €. a
postoperative risks, especially mesh erosion, th
procedures should be considered
~ experimental é.
patients should consent to surgery with an
understanding of postoperative risks and
complications, and lack of long term data.

ACOG Practice Bulleti®ept 2007
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Wl

surgical procedures i the Unmited States to repair POP and approximately 260.000 underwent
surgical procedures to repair SUL. According to industry estimates. approximately one out of
three POP surgeries used mesh. and three out of four of the mesh POP procedures were done
transvaginally. For SUT surgeries, over 80 percent were done transvagimally with mesh.
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III.SUMNMARY OF ADVERSE EVENT REPORTS

The FDA conducted a search of the Manufacturer and User Device Expernience (MAUDE)
database for medical device reports (MDRs) of adverse events associated with all

urogynecologic surgical mesh products received from January 1. 2005 - December 31. 2010.
The search identified 3.979 reports of injury. death. and malfunction. Among the 3.979 reports.
2.874 reports were recerved in the last 3 years (January 1. 2008 - December 31, 2010). and
included 1,503 reports associated with POP repairs and 1.371 associated with SUI repairs. The
number of MDRs associated with POP repairs mcreased by more than 5-fold compared to the
number of reports received n the previous 3 vears (January 1. 2005 - December 31. 2007).
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Databases on the FDA Website

FDA proposes to reclassify surgical mesh for transvaginal POP

On April 29th 2014, the U.S. Food and Drug Administration issued two
proposed orders to address the health risks associated with surgical mesh
used for transvaginal repair of pelvic organ prolapse (POP). If finalized, the
orders would reclassify surgical mesh for transvaginal POP from a moderate-
risk device (class Il) to a high-risk device (class Ill) and require manufacturers
to submit a premarket approval (PMA) application for the agency to evaluate
safety and effectiveness. The FDA will take comments on the proposed order

for 90 days.



&J Ordered to Pay $5.7
Million Over Incontinence
Implant

J&J, based in New Brunswick, New Jersey, faces more th:

Ethicon of making improperly designed vaginal inserts that damagec organs
and made sex painful.

The verdict is the first to find fault with the Abbrevo sling, which J&J introduced in
2010 as its latest innovation for treating incontinence in women. Analysts say the
market for such devices is expected to top $1.7 billion by 2017.




ARE MESHES REALLY NECESSARY ?

BJOG: an International Journal of Obstetrics and Gynaecology DOI: 10.1111/j.1471-0528.2004.00332.x
January 2005, Vol. 112, pp. 107-111

Functional and anatomical outcome of anterior and posterior
vaginal prolapse repair with prolene mesh

Rodolfo Milani,® Stefano Salvatore,” Marco Soligo,” Paola Pifarotti,”
Michele Meschia,” Marina Cortese”

Objective To evaluate the effects of prolene mesh on urinary, bowel and sexual function in prolapse surgery.
Design Prospective observational study on consecutive women.
Setting Two referral uorgynaecological units in Italy.

Population Women requiring prolapse repair for anterior or posterior vaginal prolapse.
S —— Y- elin e Apse mptoms and dyspareunia pre- and post-

Conclusions Although this study shows good anatomical results with the use of prolene mesh for pro-

lapse repair, there was a high rate of morbidity. We believe that the use of prolene mesh should be
abandoned. '

Results We recruited 63 women (mean age 63 years) with a mean TollOW UpP O OnLe, Allatonn —
success rate was 94%. Thirty-two women had an anterior repair. Among this group, the sexual activity rate
did not alter but dyspareunia increased by 20%. Urge and stress incontinence did not change post-
operatively but urgency improved in 10% and 13% had vaginal erosion of the mesh. Thirty-one women had
a posterior repair. Among this group, sexual activity decreased by 12% and dyspareunia increased in 63%.
Constipation improved in 15% and anal incontinence in 4%, and 6.5% of women had vaginal erosion of the
mesh and one required mesh removal for pelvic abscess.

Conclusions Although this study shows good anatomical results with the use of prolene mesh for pro-
lapse repair, there was a high rate of morbidity. We believe that the use of prolene mesh should be
abandoned. '




PELVIC FLOOR RECONSTRUCTIVE SURGERY
TECHNICAL POINTS TO DISCUSS

Anaesthesia : local, regional (spinal), general
Installation:
retropubic: thights flexion <60°
obturator: hyper flexion >100 ° and abduction
Infiltration & hydro dissection (with or without local anaesthesia)
Full or empty bladder
Landmarks or not
Needle tip control
Cough stress test
Cystoscopic control
-70° lens
Not mandatory for obturator (but if cystocele present)
Foley catheter and vaginal packing
Concomittant gycologic or reconstructive surgery



BUT :

1 Review manufacturers information

1 Attend accredited theoretical course

1 See Xonumber of procedures

1 Supervised for &6number procedures
1 Discuss experience with patient

1 Audit my results



MOST FREQUENT COMPLICATIONS
REPORTED TO THE FDA

Vaginal mesh erosion (also called exposure, extrusion or protrusion)
Pain (including painful sexual intercourse known as dyspareunia)
Infection

Urinary problems

Bleeding

Organ perforation

There were also reports of recurrent prolapse, neuro-muscular
problems, vaginal scarring/shrinkage and emotional problems



DEATH REPORTS ASSOCIATED WITH
MESH PROCEDURES

of the deaths associated with POP repair were related to the
mesh placement procedure (two bowel perforations, one
hemorrhage)

deaths were due to post-operative medical complications not
directly related to the mesh placement procedure.



