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The following summary of untnet needs generated June 2™ 2006 was again confirmed without
any adding:
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What did we learn from abdominal
wall repair studies?
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m Mesh repair
- Reduce the rate of recurrence compared with traditional suture
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o - Works by both direct mechanical sealing (sublay) and induction of a
prevent, NOWw scar plate formation

Several complications associated with the use of mesh
may be due to the chronic inflammatory reaction to the mesh or a
loss of compliance after degradation of the material
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Mesh shrinkage, folding and migration, may result in some
cases in a recurrent hernia and also pain

Amid PK, Hernia 1997
LeBlanc KA, Hernia 2001
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Cochrane Database of Systematic Reviews

TRANSVAGINALMESH OR GRAFTS COMPARED WITH NATIVE

TISSUE REPAIR FOR VAGINAL PROLAPSE (Review)

Maher C,

Transvaginal mesh or grarts COMpared Witis iavis~ «wsu€
repair for vaginal prolapse (Review)

Authors’ conclusions

While transvaginal permanent mesh is associated with lower rates of awareness of prolapse, repeat surgery for prolapse, and prolapse on
examination than native tissue repair, it is also associated with higher rates of repeat surgery for prolapse or stress urinary incontinence
or mesh exposure (as a composite outcome), and with higher rates of bladder injury at surgery and de novo stress urinary incontinence.
The risk-benefit profile means that transvaginal mesh has limited utility in primary surgery. While it is possible that in women with
higher risk of recurrence the benefits may outweigh the risks, there is currently no evidence to support this position.
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Cochrane Database of Systematic Reviews

TRANSVAGINALMESH OR GRAFTS COMPARED WITH NATIVE
TISSUE REPAIR FOR VAGINAL PROLAPSE (Review)

Maher C,

Quality of the evidence

Overall, the quality of the evidence ranged from very low to moderate. The main limitations were poor reporting of study methods,
inconsistency, and imprecision. |
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Cochrane Database of Systematic Reviews

INDUSTRY SPONSORSHIP AND RESEARCH OUTCOME (REVIEW)

Lundh A

Authors’ conclusions

Sponsorship of drug and device studies by the manufacturing

company leads to more favorable efficacy results and conclusions
than sponsorship by other sources.

~
347X.001



Internal use —Ophélie Berthier
Training November 21/22th
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= What is specific to vaginal surgery ?
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m Much of what we know about grafts comes from research
involving the abdominal wall hernias

m Poor knowledge of the vaginal in vivo response to the
materials

m The vagina has an important vascularity and
endogenous microflora that may have an impact
on host tissue response and biomechanical
properties of grafts used in pelvic reconstructive
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no mesh is the best mesh
—  lightweight concept with a high pore to implant area ratio

adnnt nhvainlacicnal damande

no mesh 1s the best mesh |
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2007 unpublished data)

2. max elongation limit (< 40 % at 10 kPa (10 kN/m?*= 1N/cm?) contact pressure ( var.
Moritsen. 2007; Janda 2006; O'Dell 2007)

1. extreme 17 kN/m? (O'Dell 2007))
min. plastically softening under stretching: Eplast < Ultrapro
4. shrinkage/stiffening
1. pore size >3 mm
2. pore size > 1 mm under stretch (mesh + stress shielding component only)
»  stress shielding of mesh implant (duration < 7d) (Abramov 2006)
5.  anisotropic behavior 1:2 (long:vert) (Yamada 1971; Rubod 2007)
1. 8:1 (lightning)< 1:1 (Gynemesh) < 1:2 (Thunder)< 1:8 (Ultrapro)
6. softness pattern ( to be discussed)
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Preliminary requirements

no mesh is the best mesh
- lightweight concepti with a high pore to implant area ratio
adopt physiological demands

2 no mesh Is the best mesh |
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1. Epag < Ultrapro
4. shrinkage/stiffening
1. poresize > 3 mm
2. pore size > 1 mm under streich (mesh + stress shielding component aniy)
«  stress shielding of mesh implant (duration < 7d) (Abramov 2006}
5. anisotropic behavior 1:2 (long:vert) (Yamada 1971; Rubod 2007)
1. 8:1 (lighining)< 1:1 (Gynemesh) < 1:2 (Thunder)< 1:8 (Ultrapro)
6. soiftness pattern arms vs. body, Erosion prevention zone
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