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http://www.rotlaw.com/transvaginal-placement-of-surgical-mesh/free-surgical-mesh-lawsuits-informational-brochure/?l=bnr

| understood from ’my good friend Metil Itil-l
that medicolegal problems are important
In Turkey -asthey are in Germany
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Thereisno
condition or
diseasethat
cannot be
madeworse by
surgery !




alm of old surgeons

A patient should survive

A patient should not have
aninfection

A patient should not be




What are the expectations
of our patients?

Robinson et al (Kings College Hospital London)2013
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p
57 % are happy with a 60% improvement without side effects
N
e . .
38 % accept a minor procedure with a 85 % success rate
and a 2% risk of side effects
| (e.g. self catheterisation)
- . . .
23 % accept a major operation with a 85 % success rate
and a 2% risk of side effects
(e.g. self catheterisation)
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A womanos esti mat ed |-bOfper¢cent,mh r

2 percent of women becoming symptomatic. Symptomatic POP

can be managed conservatively with either pelvic floor muscle
exercises or vaginal inserts to support the prolapsing tissue
(pessaries). Surgical correction is also an option, although not

all women will have long-term improvement in symptoms from
traditional surgical correction without mesh . In total, women
have an estimated 11 percent lifetime incidence of surgery to

repair POP or SUI .
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Department of Health — Hospital Episode Statistics
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If Youhaveanew
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everyproblem
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The New 510(k) Paradigm - Alternate Approaches to
Demonstrating Substantial Equivalence in Premarket
Notifications

An alternative approach may be used if such approach satisfies the requirements
of the applicable statute, regulations, or both.

many of the nnewOslings and meshesdid not haveto
provide any data, becausethey fulfilled the 510(k)
conditions -apparently not !
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“In God we trust—
all others bring data.”
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T1: Intraoperative

S1: Vaginal:
area of suture line

N.B.

General Description
Vaginal: no epithelial separation

Include prominence (e.g. due to wrinkling or folding),
penetration (without separation) or contraction (shrinkage)
Grades of mesh contraction (a-e) from Table 4 is incorporated

Vaginal: smaller < 1cm exposure

Vaginal: larger >1cm exposure, including extrusion

Urinary Tract compromise or perforation

Include prosthesis (graft) perforation, fistula and calculus
Rectum or Bowel compromise or perforation

Include prosthesis (graft) perforation and fistula

Skin compromise

Include discharge pain lump or sinus tract formation

Patient compromise

Include hematoma or systemic compromise

post - op

1. Multiple complications may occur in the same patient. There may be early and late complications in the
same patient. i.e. All complications to be listed. Tables of co
2. The highest final category for any single complication shoul

T2: up to 24 hours T3: 24 hours to 2 weeks

$2: Vaginal: away from $3: Vaginal Vault

from area of suture line

d be

Table 2: A CLASSIFICATION OF COMPLICATIONS RELATED DIRECTL
PROSTHESES (MESHES, IMPLANTS, TAPES) OR GRAFTS IN UROGY

CATEGORY

A (Asymptomatic)

1A: Abnormal prosthesis or graft
finding on clinical examination

2A: Asymptomatic

3A: Asymptomatic
1-3Aa if mesh contraction

4A: Small intraoperative defect
e.g. bladder perforation

5A: Small intraoperative defect
(rectal or bowel)

6A: Asymptomatic, abnormal
finding on clinical examination
7A: Bleeding complication
including haematoma

TIME (clinically diagnosed)

T4: 2 weeks to usual post - op

review (6 to 12 weeks)

SITE

S4: Trocar passage

Exception: Intra-abdominal (S7)

mplications may often be procedure specific.
used if there is a change within time. (patient 888)

3. Urinary tract infections and functional issues (apart from 4B) have not been included.

Peter K. Sand, Evanston C

r* L2

B (Symptomatic)

1B: Symptomatic e.g. unusual
discomfort / pain; dyspareunia
(either partner); bleeding

2B: Symptomatic
3B: Symptomatic
1-3B (b-e) if mesh contraction

4B: Other lower urinary tract
complication or urinary retention

5B: Rectal injury or compromise

6B: Symptomatic e.g. discharge,
pain or lump

7B: Major degree of resuscitation
or intensive care*

T5: Post - op review T6:1 -
to 12 months post -

$56: Trocar entry / exit S6: other

Y TO THE INSERTION OF
NECOLOGICAL SURGERY

C (Infection) D (Abscess)

1C: Infection (suspected
or actual)

2C: Infection D = Abscess

3C: Infection D = Abscess
1-3C (b-e) if mesh contraction

4C: Ureteric or upper

urinary tract complication

§C: Small or Large bowel injury
or compromise D = Abscess

6C: Infection e.g. sinus tract
formation D = Abscess
7C: Mortality *

*(additional complication

- no site applicable - S0)

3yrs T7: >3yrs post - op
op

S7: Intra-abdominal

skin site
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Obstetrics & Gynecology:

August 2010 - Volume 116 - Issue 2, Part 1 - pp 293-303
doi: 10 1097/A0G 0b013e3181e7d718

Original Research

Vaginal Mesh for Prolapse: A Randomized Controlled Trial

Iglesia, Cheryl B. MD; Sokol, Andrew I. MD; Sokol, Eric R. MD; Kudish, Bela I. MD; Gutman, Robert E. MD;
Peterson, Joanna L. RN; Shott, Susan PhD

CONCLUSION: At 3 months, there is a high
[—| Abstract vaginal mesh erosion rate (15.6%) with no
difference in overall objective and subjective
OBJECTIVE: To present 3-m cure rates. This study questions the value of
DIILTEL T TR ET I additive synthetic polypropylene mesh for
controlled trial comparing trac ; .
prolapse surgery without mes vaginal prolapse repairs.
i CLINICAL TRIAL REGISTRATION:

METHODS: Women with pel

TUUS Clinicaltnals.gov, www _clinicaltrials.gov,
quantification prolapse stage:

randomized to vaginal colpop NCT00475540.
mesh or traditional vaginal co )
mesh. The primary outcome r LEVEL OF EVIDENCE: |

objective treatment success (
prolapse quantification stage
months. Secondary outcome

included quality-of-life variabl

complication rates. © 2010 The American College of Obstetricians and Gynecologists

RESULTS: Sixty-five women were recruiied
from January 2007 to August 2009, when the
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Believing in nothing can be exhausting.
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Meshassociated complications are
not rare. The most common mesh
related complication experienced b
patients undergoingtransvaginal
POP repair with mesh is vaginal mesh
D bUt erosion .Based on data from 110 Ong |
studies including 11,785 women,
approximately 10 percent of wome
undergoingtransvaginalPOP repair
with mesh experienced mesh erosio

within 12 months of surgery .
OAB/
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Mesh contraction, causing
vaginal shortening,
tightening, and/or vaginal

pain In association with

transvaginalPOP repair
with mesh, Is increasingly
reported in the literature .




