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Cc:
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Attachments:

To the Secretary
Mesh Implants Inquiry

Dear Secretary

I write as Education Officer on behalf of ISPP, a stakeholder in the RANZCOG
We would appreciate if you could pass these comments onto the Senate committee

Ranzcog evidence on the 19th September 2017

We endorse the College’s position of government funded statutory reporting of all
implanted devices.

The population is ageing and there will be far more such devices brought into the medical
field in the future.

We congratulate Professor Robson for his insightful comments on this issue and also
Professor Maher for his clear exposition of what is now and what should be in the future..

Dr Benness's evidence
We have a few problems with some of Professor Benness’s evidence.

1. Professor Benness did not declare a major conflict of interest, his partnership in a large
urodynamic business in Sydney.

This is important, as urodynamics goes to the core of the differences between the College
urogynaecologists (who base their treatment of symptoms on urodynamics)

and ISPP (which bases their treatment on repair of ligaments).

2. Professor Benness stated that the Integral Theory was difficult to understand.
Actually it is a simple theory. It states that prolapse, pelvic pain, bladder and bowel
symptoms are mainly caused by collagen weakening in 5 ligaments

“Repair the structure and you restore the function” (Integral Theory)

The TVT and TFS work by irritating the tissues to create new collagen to reinforce the
ligaments. Mesh sheets work by creating a blocking layer.

3. Professor Benness stated that there were “severe™ complications with the Integral
Theory operations, but he omitted mention of the midurethral sling which he endorsed
yesterday.

All operations implanting strips of tape are based on the Integral Theory including the
midurethral sling. See references in the 1996 Ulmsten paper.

The TVT midurethral sling in particular has had severe complications, transected urethras,
severe haemorrhages, bladder perforations, bowel perforations, severe infections (see
FDA Maude website).

However, it has also revolutionised the treatment of urinary stress incontinence.

An operation cannot be condemned on the basis of a handful of reported complications as
Drs Atherton and Tsokos did in Perth. All surgeries have complications: knees, hips even
appendicectomies.


mailto:Community.Affairs.Sen@aph.gov.au

To condemn an operation unrelated to the wider picture, its benefits and total number of
operations performed, is unscientific and unfair to the women whose problems are cured..
I provide two short examples below.

Yours sincerely

Peter Petros
Education officer, on behalf of ISPP.

Professor PEP Petros DSc DS (UWA) PhD (Uppsala) MB BS MD (Syd) FRCOG (Lond) FRANZCOG
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Original Article

An Ambulatory Surgical Procedure Under Local Anesthesia for
Treatment of Female Urinary Incontinence

U. Ulmsten, L. Henriksson, P. Johnson and G. Varhos
Department of Obstetrics and Gynecology, Akademiska Sjukhuset, Uppsala University, Uppsala, Sweden

Abstract: The object was to study prospectively the
results of a modified intravaginal slingplasty for the
surgical treatment of female stress incontinence, carried
out under local anesthesia as a day procedure. Seventy
five patients with genuine stress incontinence were
operated upon and followed for a 2-year period. All
patients were diagnosed urodynamically to have
genuine stress incontinence. Pad tests and quality of
life assessments were carried out in all patients both
pre- and postoperatively. There were no intra- or
postoperative complications and 63 patients (84% ) were
completely cured throughout the 2-year follow-up
period. Six patients (8%) were significantly improved,
i.e. they did not loose urine apart from an occasional
leakage during severe cold etc. In the remaining 6
patients (8%) no improvement was seen. These failures
were obvious at the first postoperative check-up after 2
months. Thus, there were no relapses after 2 months.
All but 5 patients were able to void properly directly
after surgery. These 5 needed an indwelling catheter
during the night directly after the operation. All 75
patients were released from the hospital the same day or
the day after surgery without catheterization. Mean sick
leave was 10 days and mean operation time 22 minutes.
No defect healing or rejection of the sling occurred. It is
concluded that the procedure described is a promising
new technique for the surgical treatment of female
stress incontinence. Prospective long-term studies
including more patients are in progress to establish the
definitive place of this technique in the clinical routine.

Correspondence and offprint requests to: Dr U. Ulmsten, Department
of Obstetrics and Gynecology, Uppsala University, S-751 85 Uppsala,
Sweden.

Keywords: Ambulatory surgical procedure; Female
stress incontinence; Local anesthetics; Slingplasty

Introduction

We have previously reported on the results of a new
ambulatory surgical procedure, intravaginal slingplasty
(IVS), for the treatment of female urinary incontinence
[1]. Although the results of both this and a further study
[2] have shown an almost 90% cure rate 2 years after
surgery, some important problems have been identified.
One is the rejection of both Gore-tex and mersilene
tapes, which occurred in about 8-10% of all patients.
Another problem involves the instrument, which was
originally designed to insert free nylon tapes to create
new pubourethral ligaments [3], but not to implant a
permanent sling around the midurethra. As permanent
slings have been found to have a significantly better cure
rate, however, this procedure is to be preferred [1,4].

The present study reports on an improved surgical
technique for IVS used in 75 patients with genuine stress
incontinence. The basis of the operation was similar to
that previously reported, suggesting that correction of
inadequate urethral support from the pubourethral-
vesical ligaments and the suburethral vaginal wall is
essential to alleviate the patient’s symptoms [3,4].
Moreover, the previous requisites on the surgical pro-
cedures remained, i.e. the operation was to be carried
out under local anesthetic, as an ambulatory procedure,
allowing the patient to return home on same day or the
morning after surgery, without the need for postopera-
tive catheterization.
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Materials and Methods

Seventy-five consecutive patients with a typical history
of stress incontinence but no previous surgery were
entered into the study. Mean age was 52 years (range
36-81) and mean parity 1.5 (range 0-3). All women
underwent a routine assessment in our continence clinic
before they were considered for surgery. The assess-
ment included full urodynamic investigation with ureth-
ral pressure profile measurements, urethrocystometry
with stress provocation, urine flow measurement and a
24-hour pad test [5-7]. All patients were seen by
experienced urogynecologists, who also undertook a
gynecologic examination and made the final decision
that the patient had stress urinary incontinence suitable
for surgical correction. Before surgery the patients also
completed a modified life quality assessment [8]. All
postmenopausal women were on estrogen therapy, the
majority using local estrogen rings (Estring®).

The postoperative evaluation, also undertaken in the
continence clinic, was carried out after 2, 6, 12 and 24
months.

Informed consent was obtained from all patients and
the study was approved by the local Ethics Committee
of the University.

The instrument (Medscand AB, Johnson & Johnson,
Sweden) (Fig. 1) comprises a non-disposable metal
handle to which two metal or plastic disposable needles
can be attached. The needles have an outer diameter of

Fig. 1. Photo of the instrument used for implantation of the sling. The
prolene sling covered by a plastic sheath connected to two needles
which can be coupled to a metal handle (see also text).
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5-6 mm. A prolene gauze sling 40 cm long and 10 mm
wide, covered by a plastic sheath, is fixed to the needles.
To insert the sling the proximal ends of the needles are
attached to the handle with a specific coupling, allowing
rapid and easy uncoupling once the needle tip has
reached the abdominal skin, as described below.

Surgical Procedure (Fig. 2)

Immediately before the operation the patient was pre-
medicated with 1 ml ketobemidone 5 mg/mli.m. In the
theatre she was initially sedated with 1 mg midazolam
i.v., which was repeated as necessary to a maximum
5 mg during surgery. At the start of the operation
fentanyl 0.05 mg was given i.v. and this dose was
repeated at implantation of the sling.

The bladder was emptied via a transurethral Foley
catheter. Local anesthetics (60~70 ml Citanest-Adrena-
1in® 0.25%) were injected in the abdominal skin just
above the pubis symphysis and downwards along the
back of the pubic bone to the space of Retzius. A 2 cm
long transverse skin incision was made close to the
superijor rim of the pubic bone. In the last 25 operations,
two 1 cm long transverse incisions 6 cm apart were
made instead of the initially described skin incision.
Vaginally 40 ml of 0.25% Citanest-Adrenalin was
injected into the vaginal wall sub- and paraurethrally.
An incision 1.5 cm long was made in the midline of the
suburethral vaginal wall, starting approximately 0.5 cm
from the outer urethral meatus. The incision was not
allowed to encroach on the bladder neck, to avoid the
tethered vagina syndrome and/or postoperative mictur-
ition disturbances [3]. Laterally from this incision a
blunt dissection 0.5-1.0 cm long was made with scissors
to each side of the urethra. This made it possible to
introduce the tip of the needle in the correct starting
position (Fig. 2). With a straight inserter introduced
into the Foley catheter, the urethra and the bladder
neck were identified. Using the instrument, i.e the
handle with the needles attached, the sling was placed
around the urethra as follows: the tip of the needle was
inserted into the prepared paraurethral incision on the
right side of the urethra. The urogenital diaphragm was
perforated and the tip of the needle was brought up to
the abdominal incision by ‘shaving’ the back of the pubic
bone. As soon as the needle tip had reached the
abdominal skin incision the proximal end of the needle
was disconnected from the handle and the sling, covered
by the plastic sheath, was brought into position on this
side of the urethra by pulling the needle upwards with
the sling attached. The procedure was then repeated on
the left side. When the sling had been placed in a U
shape around the midurethra, the plastic sheath was
withdrawn. The plastic sheath has two aims: it prevents
contamination of the sling before insertion, and it
enables the ends of the sling to be pulled up to the
abdominal incision without trauma.

At this step of the operation the patient underwent
cystoscopy to confirm an intact bladder. With 300 m!l of

Tethered vagina
syndrome 100%
Integral Theory
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Patient Supine

straight sound into urethra via Foley catheter

instrument

Fig. 2. Schematic outline of the initial part of the surgical procedure. The tip of the needie has perforated the urogenital diaphragm and entered
into cavam Retzii. The straight inserter in the Foley catheter controls the urethra and bladder neck whereas the finger tip controls the needle tip
at perforation. It is important that immediately after perforation into cavum Retzii a direct contact with the back of the pubic bone (PS) is
established.
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Knee

/Clip*knce

z
Clip
Fig. 3. Urethral profile measurement and lateral urethrocystography in a continent female. The ‘urethral knee’ indicates the main position and

fixation of the pubourethral ligaments. As indicated the insertion is located close to the high pressure zone of the urethra. It is important that the
sling is positioned at this site. FUL = functional urethral length; MUP = Maximum urethral pressure.

saline in the bladder she was then asked to cough ligaments are assumed to have their functional Pubourcthral

vigorously to make sure that continence had been insertions, rather than at the bladder neck (Fig. 3) [4.9]. }'ge"119‘1‘tT¢ll°°‘

obtained. Importantly, the sling is only loosely placed — without """ """
Using the specially designed instrument the sling is elevation — around the urethra and the abdominal ends

placed around the midurethra, where the pubourethral are not fixed but cut with scissors below the skin surface.







Tightening suburethral
84 Vagina is100%

Integral Theory
Owing to the strong adhesive forces (friction) around
the sling no fixation is necessary. Finally, the skin
incision is sutured.

The vaginal incision is then closed. If there is exces-
sive vaginal tissue this is cautiously excised, taking
special care not to create too much tension in the
suburethral vaginal wall. To check that the proximal
urethra and bladder neck has an acceptable lumen and
mobility a Hegar no. 7 sound is passed from the outer
meatus into the bladder. Finally, the bladder is emptied
and the patient leaves the theatre without an indwelling
catheter.

Intraoperatively all patients received 4 g penicillini.v.
at the start of the operation. Postoperatively all were
given Mecillinan 200 mg, 2 tablets/day for 1 week.

No immediate postoperative restrictions were given
but the patient was encouraged to move about within
the ward as soon as she wished. Depending on her
wishes and general condition she was usually discharged
from hospital the same evening or the following morn-
ing. If the patient lived a long distance away she was
given the opportunity to stay overnight in the hospital.

Results

No significant intra- or postoperative complications
occurred, i.e. no patient had bleeding >300 ml and no
bladder perforation occurred. Mean operation time was
22 minutes (range 1642 minutes). All patients were
able to be released from hospital in the morning the day
after the procedure. The mean time of absence from
work was 10 days (range 7-21). In some patients with
heavy work an extra week of sick leave was deliberately
recommended.

During the subsequent check-ups, 63 (84%) of the 75
patients reported that they were completely dry, with no
leakage whatsoever. This was confirmed by repeated
stress tests in the continence clinic, i.e. vigorous cough-
ing in the supine and standing positions with a comfort-
ably filled bladder revealing no leakage. In 6 patients
(8%) occasional leakage occurred postoperatively in
severe stress situations, such as repeated vigorous
coughing during severe cold. These patients considered
themselves cured and did not wear pads. At check-ups
in the continence clinic no urinary leakage was observed
by stress tests in these patients. They were then con-
sidered significantly improved. The total leakage
observed on pad tests was significantly reduced from a
mean 72 g (range 8-258 g) before to amean 5 g (range 0-
32 g) after surgery, P<<0.001 (#-test). In those patients in
whom postoperative urodynamic assessments could be
performed no significant changes in the urethral pres-
sure profile or other parameters were observed. There
were no signs of urge incontinence or micturition
disturbances at the postoperative long-term follow-up.

In the remaining 6 patients no significant improve-
ment of the incontinence problems was observed or
registered, neither subjectively nor objectively. In these
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patients the failure was obvious within 2 months after
surgery, and no relapses occurred after that time.

A preliminary interpretation of the life quality data
revealed that in all patients, apart from the 6 who were
not cured, there was a significant positive change after
the operation. In 5 patients there were signs of post-
operative urinary infection within 14 days after the
operation. No specific bacterias were found and treat-
ment with conventional antibiotics was successful.
There were no signs of an increased incidence of urinary
infections in the long-term follow-up.

Five patients had immediate postoperative voiding
problems necessitating an indwelling catheter over the
first postoperative night: otherwise no postoperative
urinary retention was recognized and no long-term
catheter treatment was necessary. There were no signs
of defect healing or rejection of the sling in any of the
patients.

Discussion

A comparison of the present results to those previously
reported using a similar slingplasty technique shows a
higher cure rate with the present technique, suggesting
an improvement in the surgical technique. The number
of cured patients was higher and the mean operation
time less than that in the previous study, also indicating
an improvement in surgical technique [1,2,4].

Most encouraging was the finding that there were no
rejections of the sling and no defect healing. Most likely
this was due to the properties of the sling material,
prolene possibly being better accepted by the tissues in
which it was implanted than mersilene or Gore-tex
[10,11]. Another important positive effect was the
strong adhesive forces created around the present sling
which, compared to the previously used slings, pre-
vented sliding. In fact it was found that due to a high
degree of friction the prolene sling was difficult to move
as soon as the surrounding plastic sheath had been
removed. This in turn emphasized the need for the
plastic sheath, facilitating placement of the sling into the
correct position around the urethra. The plastic sheath
also prevents the sling being contaminated at implan-
tation. Hence the design of the instrument and the
surgical technique enabled the sling not only to be
located in a correct anatomical position, but also to be
firmly secured immediately. An interesting observation
in this context was that the majority of the patients
reported that directly after the operation they had a far
greater sense of ‘security’ than before surgery.

The small incisions and canals involved with this
technique minimized the surgical trauma and enabled
the operation to be performed under local anesthesia.
By the same token it made fairly small demands on
postoperative care.

It must be emphasized that the present procedure
cannot be compared to conventional slingplasties, in
which the surgical procedures are more extensive and
the sling is located at the bladder neck, which is aimed to
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be elevated, If the sling is placed too close to the bladder
neck there would be a risk of postoperative impairment
of urine flow, which is avoided with the present tech-
nique in accordance with the theoretical and experimen-
tal background to the IVS operation presented earlier
[1,3,4].

Compared to the previously described IVS procedure
[1,4] the present technique does not require an ‘exten-
sive’ vaginal plasty but only a minor incision of the
suburethral vaginal wall. This in turn contributes to the
shorter operation time.

It can be argued that the reported positive results
were due to the fact that all surgeons involved in this
study are quite experienced in vaginal surgery. How-
ever, preliminary findings from an ongoing extensive
multicenter study involving also less experienced gyne-
cologists, report almost the same results as those
reported here.

Ambulatory surgical procedures have been introduced
in gynecologic surgery for several reasons. There is at
present great enthusiasm for endoscopic Burch colposus-
pensions, but we are still awaiting long-term follow-up
studies. Compared to endoscopic colposuspension, a
technique also familiar to us, the IVS plasty has an
operation time which is less than half that of the Burch
procedure. It is also carried out under local anesthetic,
and the incidence of urinary retention is significantly
lower than when the Burch procedure is performed. Also
important is that the costs of the I'VS plasty are about half
those of endoscopic Burch and about four times less than
those of conventional open surgery, according to the
Scandinavian health economic system.

The pre- and postoperative urodynamic findings
related to the outcome of the IVS plasty will be the subject
of anotherarticle. It can, however, be mentioned that the
present technique gave positive results also in patients
with a low urethral pressure profile (maximum urethral
pressure <20 cmH,0).

Itisquite obvious that the operationfailed in 6 patients.
Considering the multifactorial etiology and pathophysio-
logy of female stress urinary incontinence, as well as the
complicated integration of the anatomical structures
involvedin maintaining continence[1,4,12-14], one must
realize that no method can be expected to cure all
patients. Based on the results presented here and
experience over a 3-year period, the present technique
has now been adopted as the primary method for surgical
treatment of genuine stress incontinence in our depart-
ment, and we now operate on about 200 patients annually
with this technique. Even if the results so far are in
accordance with those reported here, and by the same
token the preliminary results from an ongoing Scandina-
vian multicenter study encompassing 500 patients seem
to confirm these, we must bear in mind that long-term
results are necessary before the ultimate place of a new
surgical method can be established. Unfortunately, few
surgical methods for the cure of stress incontinence have
beenexposed to prospective long-term follow-upstudies.
Untilsuch an evaluation has been done the I'VS plasty can
only be characterized as a promising new technique that
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should be further evaluatedinlarger series of prospective
studies over a longer period. As indicated above, such
studies are in progress.
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EDITORIAL COMMENT: The authors present their initial
results in treating female stress incontinence with a new
surgical technique, the modified intravaginal slingplasty. The
procedure is performed on an outpatient basis, under local
anesthesia and heavy intravenous sedation. Mean operating
time is less than 1 hour. There were no intraoperative or
postoperative complications, including hemorrhage, requiring
transfusion or lower urinary tract injury. No rejection or
infection of the sling or operative site occurred. An 84% cure
rate is reported at 2 years follow-up, based on subjective
measures and confirmed by stress test in the office. Total
leakage on pad testing was significantly improved. Unfortuna-
tely, objective measures (pre- versus postoperative urodynamic
parameters) of operative success are not included in the report.
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This procedure is of interest for several reasons. First, a new
instrument is introduced which allows placement of the sling
via a vaginal route, rather than the traditional abdominal
passage of a needle or packing forceps to retrieve the sling arm.
Secondly, the sling material (in this case prolene gauze) is
covered by a plastic sheath to theoretically prevent contami-
nation of the sling prior to placement. Thirdly, the surgical
technique differs from the suburethral sling procedure in that
the sling is placed at the level of the midurethra, is not elevated
but loosely positioned, and the sling arms are not fixed to the
rectus fascia or together in the midline. Finally, the entire
procedure takes less than 1 hour, is performed under local
anesthesia and as an outpatient — all attractive features in the
new age of medicine.

The modified intravaginal slingplasty is a new and interest-
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ing procedure. Only time and further experience will deter-
mine its place among anti-incontinence surgical procedures for
female stress incontinence.

AUTHORS’ COMMENTS: In the editorial comment it is
pointed out that the procedure is performed under heavy
sedation. We do not agree completely with this view. To further
clarify the matter of sedation we would like to advise that in this
ongoing multicenter study, we have reduced the amount of
sedation. Currently only 0.05 mg fentanyl just before the
injection of the local anesthetics is given. This dose of fentanyl
can be repeated once during the procedure. Qur experience
based on >100 patients has shown that this lighter sedation
gives as good pain relief as that initially described.



Letters to the Editor

Editor’s Note: Obstetrics & Gynecology welcomes letters as written or e-mail
correspondence. Send e-mail addressed to jrscott@upa.edu

Severe Mesh Complications
Following Intravaginal

Slingplasty

To the Editor:

I have performed more than 1,500
operations using the intravaginal sling-
plasty instrument since 1994, without
major problems. Although 110,000 in-
travaginal slingplasties have been suc-
cessfully used to date, Baessler et al,?
without personal experience, do not
recommended its use. Their evidence
is anecdotal, about one patient per cen-
ter per annum. With no expertise in
multifilament tape usage, they per-
formed laparotomy in 7 patients. In the
patients’ interests, they should have
consulted an expert in intravaginal
slingplasty usage to advise them how
best to remove the tape. I have never
performed laparotomy to remove a
multifilament tape. A partly rejected
tape can generally be removed as an
office procedure by pulling down the
surfaced loop and cutting it off level
with the vagina. Even in patients with
abdominal sinuses, the tape is removed
via a midurethral vaginal incision.

“Tension-free vaginal tape (TVT)”
or “intravaginal slingplasty” are propri-
etary names. Proprietary names are not
operations. The original publications of
Petros and Ulmsten® and Ulmsten et al*
nominated the midurethral tension-free
sling as “intravaginal slingplasty.”

The authors have diagnosed “infec-
tion” without clinical or bacteriological
data. Their finding of giant cells con-
firms a foreign body etiology. A foreign
body tape reaction is no different from
a splinter. It is not surprising that all
pain symptoms disappeared immedi-
ately after tape removal. Foreign body
reactions do not respond to antibiotics,
also reported by the authors. The me-
dian removal time (24 months) bears
witness to the benign nature of these
reactions.

Amid’s “pore hypothesis” has been
invalidated® by evidence of macro-
phages surrounding microfibrils in
spaces less than 5 microns. A random-

ized trial® reported erosion rates of
13.1% and 3.3% for monofilament tape
(Sparc, TVT) and 1.7% for a multifila-
ment tape (intravaginal slingplasty) and
concluded that tape erosions were tech-
nique-related.

Baessler et al reveal lack of insight.
Their evidence has no reference point;
they discuss “quality of life,” yet recom-
mend against a major scientific break-
through—up to 80% cure of nocturia,
abnormal emptying, pelvic pain, ur-
gency, and frequency with posterior
slings. The anatomical basis for this is
described in The Female Pelvic Floor.”

P. A. Richardson
Mosman Park, WA 6012, Australia
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In Reply:

Thank you for the opportunity to re-
spond to Dr. Richardson’s letter. We
congratulate him for his experience
with the intravaginal slingplasty. Un-
fortunately, he and other surgeons
have not published long-term data, and
therefore we do not have a denomina-
tor. This is an unintentional limitation
of our report; surgeons have to provide
these data. Although we are not aware
of Dr. Richardson’s follow-up policy,
we are not surprised that he denies
problems with the intravaginal sling-
plasty. Most of our patients were NOT
referred by their surgeons, who repeat-
edly oversewed, administered antibiot-
ics, and failed to treat the complaints.

Dr. Richardson states that he had no
“major problems,” yet he admits that
he performed vaginal mesh removal
(never a laparotomy). He “generally”
removes “partly rejected tape” as an
office procedure, “even in patients with
abdominal sinuses.” Are not those ma-
jor problems? Patients will have to an-
swer this question, and a prospective
follow-up, including quality of life as-
sessment to determine severity and
bothersomeness, is the method of
choice.

Whether a laparotomy is necessary
to remove the mesh depends on the
fibrosis, and other authors have com-
municated this problem. Bafghi et al
reported 11 cases of intractable mesh
infection out of 149 patients who un-
derwent anterior intravaginal sling-
plasty, 6 of whom required laparot-
omy.

Dr. Richardson criticizes the use of
the term “infection.” In our paper we
described clinical (purulent vaginal dis-
charge and pain) and histological signs
of infection (acute inflammation).
Chronic inflammation including for-
eign-body giant cells is a typical reac-
tion to mesh.? The definition of mesh
rejection is not clear. Clinically, how-
ever, it might be characterized as recur-
rent symptomatic mesh erosion, infec-
tion, pain, and histological evidence of
acute, rather than chronic, inflamma-
tion.
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Dr. Richardson states that the long
median removal time of 24 months
“bears witness to the benign nature of
these reactions.” Quite the contrary.
We think this means suffering and dis-
tress of patients, a long time to diagno-
sis and treatment, but also a slow or late
infection because of the nature of the
mesh. Although the theory of too-small
interstices for macrophages to enter has
been questioned by a study that is
based on 1 patient and 8 rats (and was
not available when we wrote the manu-
script), other studies have shown that
the adherence of bacteria is dependent
on the surface area.® This fact explains
cases of late tape infections. Multifila-
ment mesh is associated with a higher
incidence of complications in well-de-
signed studies. In a randomized, con-
trolled trial on intravaginal slingplasty
versus TVT, 7% of 87 women in the
intravaginal slingplasty group required
mesh removal.*

Dr. Richardson speaks of “major
scientific ~ breakthrough.”  Unfortu-
nately, there are no scientific data to
confirm this statement. The National
Institute for Health and Clinical Excel-
lence of the National Health Service
concludes in their guidelines that “Cur-
rent evidence on the safety and efficacy
of posterior infracoccygeal sacropexy
for vaginal vault prolapse does not
appear adequate for this procedure to
be used without special arrangements
for consent and for audit or research.”

Kaven Baessler

Christopher Maher

Royal Women’s, Mater and Wesley
Hospitals Brisbane, QLD, Australia
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Severe Mesh Complications
Following Intravaginal

Slingplasty

To the Editor:

I am writing to you as President of the
Association for Ambulatory Vaginal
and Incontinence Surgeons (AAVIS),
which comprises of 100 Australian and
New Zealand surgeons. Since 1995,
they have mainly used the intravaginal
slingplasty (IVS) multifilament tape.
The complications arising from this
tape are analyzed at our annual scien-
tific meeting, of which the 7th is about
to occur.

Baessler et al’s! theme concerns un-
derreporting. Reporting of complica-
tions always relates to their seriousness.
The AAVIS group has experienced
few major complications over several
thousand cases. The tape rejection
problems that concern Baessler et al
are insignificant relative to complica-
tions such as major vessel and nerve
injury and urethral and small bowel
perforation experienced with other in-
struments.?

The association believes that its pol-
icy of built-in safety helps avoid such
major complications. A hole is made in
the urogenital diaphragm, and the in-
strument is set horizontally while, using
2 fingers, the surgeon slides the tip of
the instrument along the posterior sur-
face of the pubic symphysis. This tech-
nique virtually eliminates injury to the
external iliac, obturator vessels, and
nerves.

The tape is applied contiguously,
with the urethra and vaginal fascia ap-
proximated as a “buttress” below the
tape to decrease erosion rate. A 3-way
randomized trial (n = 180) between
suprapubic arc sling (SPARC, monofil-
ament), tension-free vaginal tape (TVT,
monofilament), and IVS (multifila-
ment) recorded vaginal erosion rates of
13.1%, 3.3%, and 1.7%, respectively,
and concluded that tape rejections are
technique-related.
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Tape rejections are usually ad-
dressed as office procedures. Injury
from the delivery instrument can be
life-threatening. Ostergard, in his 2002
editorial®> discussing the TVT, stated
“Several deaths have resulted from
bowel injury due to the inherent inabil-
ity to avoid the peritoneal cavity during
placement of the trocars. Other deaths
have resulted from hemorrhage and ob-
turator nerve injury has also occurred.”

The Food and Drug Administration
(FDA) Maude Web site (http://www.
accessdata.fda.gov/scripts/cdrh/cfdocs/
cfMAUDE/search.cfm [USA only])
gives voluntary device reports. From
2002-2005: 709 TVT reports, many
small bowel, urethral, major vessels and
nerve damage, at least 6 deaths; 31 IVS
reports, mainly minor problems.

Baessler et al recommend against
IVS use because of 14 foreign body
reactions (a minor problem that was
resolved on tape removal). Having set
themselves up as guardians of the pub-
lic good, will they now recommend
that TVT be withdrawn from the mar-
ket for uniquely causing such devastat-
ing complications for a non-life-threat-
ening condition?

W. B. Molloy, RFD, ED, OLJ
Sydney, NSW, Australia
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In Reply:
We thank Dr. Molloy for his letter. He
implies that there is no “underreporting”
of complications following intravaginal
slingplasty (IVS) procedures because
there are no serious problems. He con-
siders tape rejections insignificant.
Firstly, whether or not a problem
is significant—that is, when it affects
the patient’s quality of life—should be
assessed prospectively with self-ad-
ministered quality-of-life question-
naires. It is not for a health profes-
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sional to decide. Secondly, we saw
patients with IVS complications who
have had several unsuccessful “office
procedures” performed; non-IVS sur-
geons finally removed the tape.
Thirdly, the “theme” underreporting
cannot be emphasized enough. How
can we counsel patients and give in-
formed consent if we cannot present
cure and complication rates? Why
has the Association for Ambulatory
Vaginal and Incontinence Surgeons
(AAVIS) failed to publish high-qual-
ity, MEDLINE-accessible studies?

The technique of the anterior IVS
is comparable to the TVT. Dr. Mol-
loy distracts from the IVS underre-
porting fact when he quotes a Web
site that reports major complications
including deaths after the TVT but
only few minor problems with the
IVS. Why should we believe that
there have been no deaths with the
IVS procedures if we cannot even
find a simple, independent, long-term
follow-up study? The compelling dif-
ference between the TVT and IVS is
the amount of published data. Dr.
Molloy cites a randomized controlled
trial (RCT) with 6-12 weeks fol-
low-up with no differences in mesh
rejections.! In their reply to a letter to
the editor, the authors caution that
not all erosions seem to be technique-
related and that the surface area of
the multifilament meshes may be im-
portant (Richardson P. Re: Subure-
thral slingplasty evaluation study in
North Queensland, Australia: the
SUSPEND trial. Aust NZ J Obstet
Gynaecol 2005;45:340-1). The long-
est-term follow-up is available from
an RCT on IVS compared with TVT,
with a median follow-up of 22
months. In this study, 7% of 87
women in the IVS group required
mesh removal.?

We have the obligation to counsel
our patients and inform them about
benefits and risks of procedures. Nei-
ther the AAVIS information sheets
nor the medical literature provides
sufficient data on complications. The
AAVIS patient information asserts
“Rejection of the Tape—this problem
has now been eliminated due to the
use of polypropylene tapes.” We re-
ported our cases of IVS-complica-
tions to alert doctors and to indicate
that this statement does not seem to
be true and that there might be prob-
lems associated with multifilament mesh
and new techniques.
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First-Trimester Septated Cystic
Hygroma: Prevalence, Natural
History, and Pediatric Outcome

To the Editor:

There are several serious problems
with the study by Malone et al.! First
is the definition of their “unique
marker” (cystic hygroma): “enlarged
hypoechoic space extending along
the length of the fetal back, and in
which septations are clearly visible.”
What is the minimum measurement
that fulfills the definition of “en-
larged”? What is the minimum length
and thickness of the space necessary to
fulfill the criterion of “extending along
the length of the fetal back”? How are the
septations looked for, transvaginally or
transabdominally, and with the fetus fac-
ing toward or away from the transducer?
Was a transverse view obtained, and was
this done in each fetus in the study,
regardless of nuchal translucency mea-
surement? Were these images reviewed
in a central location, as were the nuchal
translucency measurements, for quality
assurance? If so, in what percentage of
cases were these views deemed to be
adequate?

The second problem relates to the
overall design of the FASTER study.
The declared purpose was to assess
the utility of screening using the com-
bination of nuchal translucency mea-
surement and biochemical markers.
Why were the patients with “cystic
hygromas” managed differently from
all others and offered a chorionic
villus sampling without biochemical
assessment? There was no a priori
reason to assume that enlarged nu-

chal translucency with “septations”
has more sinister implications than
nuchal translucency of the same
thickness without “septations.” In-
deed, their recommendation that in
cases of cystic hygroma “it is reason-
able to immediately counsel patients
regarding their extremely high risks
of adverse outcome” may well have
led to the termination of some normal
fetuses. In the study, there were 15
cases of cystic hygromas that ended
in elective pregnancy termination be-
fore completing their work-up.
Eleven of these turned out to have
normal karyotypes.

The third problem relates to the
statistical analysis. Several studies have
shown that the prevalence of trisomy
21, other aneuploidies, cardiac, skele-
tal, and other defects, and adverse
pregnancy outcome increases as the
nuchal translucency measurement in-
creases.” The authors' disregard this
literature and do not present the rela-
tion between the thickness of their
“cystic hygromas” and the likelihood
ratios for adverse outcome. Instead,
they compare the outcome of fetuses
with “cystic hygromas” (with a mean
nuchal translucency measurement of
6.9 multiples of the median [MoM])
with that of fetuses with “simple” in-
creased nuchal translucency (nuchal
translucency measurement of 3 MoM or
greater) and conclude that the former
have a worse outcome than the latter.
Such a conclusion could be reached only
if the nuchal translucency distributions in
the 2 groups were identical and the out-
come of those with the “cystic hygroma”
was worse than those with “simple” in-
creased nuchal translucency.

J- Sonek, mp

C. Croom, Mp

D. McKenna, MD

R. Neiger, Mp

Miami Valley Hospital, Dayton, Ohio
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In Reply:

Sonek and colleagues appear unclear
about our definition of septated cystic
hygroma and feel that it was inappropri-
ate for us to advise patients immediately
when this diagnosis was made. Our def-
inition of septated cystic hygroma is
clear, with both written and illustrative
description already provided in our pa-
per. This sonographic diagnosis was eas-
ily learned by 102 sonographers at 15
centers throughout the United States and
was successfully implemented in the
screening of over 38,000 patients. Sep-
tated cystic hygroma is an easily and
instantly recognizable major sono-
graphic abnormality of the first-trimester
fetus and does not rely on various planes,
probes, or the mechanics of nuchal trans-
lucency measurement. Our results have
completely validated our methodology
in that over 50% of such pregnancies had
aneuploidy and only 17% of cases had a
normal outcome. It would be difficult to
provide any more clear validation of our
approach than that.

A key aspect of the study design of
FASTER was that patients with septated
cystic hygroma were informed of this
finding immediately, without delaying
counseling for several more weeks to
complete serum screening. This followed
extensive discussion and input from mul-
tiple institutional review boards and was
approved by both the FASTER Steering
Committee and National Institute of
Child Health and Human Development
(NICHD). As early as 1989, there was a
well-recognized association between cys-
tic hygroma and a range of adverse out-
comes, and we have carefully summa-
rized this literature in the references
section of our paper. Sonek and col-
leagues appear to have missed the cited
literature in their assertion that there was
no a priori reason to assume poor prog-
nosis with such cases. To hide this infor-
mation from patients, as implied by
Sonek and colleagues, while awaiting
blood tests over the next several weeks
would, we believe, be quite unethical.

The analysis in our study is statisti-
cally sound and appropriate. Docu-
mentation of the outcome of such fe-
tuses does not depend on “nuchal
translucency distributions.” Our com-
parison of the outcomes of 2 different
extreme groups of fetuses is appropri-
ate and proves that those fetuses with
septated cystic hygroma can and
should be distinguished from simple
increased nuchal translucency. Further
research should focus on establishing a

registry of such cases for long-term
pediatric  follow-up. We conclude,
therefore, that during first-trimester ul-
trasonography, the recognition of sep-
tated cystic hygroma will allow for im-
mediate patient counseling, without
having to delay results until serum
markers are obtained. From both an
ethical and a practical perspective, this
is clearly the right thing to do.

Fergal D. Malone, MD

Robert H. Ball, Mmp

David A. Nyberg, Mp

Christine H. Comstock, Mp
George R. Saade, Mp

Richard L. Berkowitz, Mp

Susan J. Gross, MD

Lorraine Dugoff, Mp

Sabrina D. Craigo, Mp

Ilan E. Timor-Tritsch, Mp

Stephen R. Carr, Mp

Honor M. Wolfe, MD

Kimberly Dukes, php

Jacob A. Canick, pnp

Diana W. Bianchi, MD

Mary E. D’Alton, MDp

for the FASTER Trial Research
Consortium

Columbia University College of
Physicians and Surgeons, New York,
New York; University of Utah and
Intermountain HealthCare, Salt Lake
City, Utah; Swedish Medical Center,
Seattle, Washington; William
Beaumont Hospital, Royal Oak,
Michigan; University of Texas
Medical Branch, Galveston, Texas;
Mount Sinai School of Medicine,
New York, New York; Montefiore
Medical Center/Albert Einstein
College of Medicine, Bronx, New
York; University of Colorado Health
Sciences Center, Denver, Colorado;
Tufts University School of Medicine,
Boston, Massachusetts; New York
University School of Medicine, New
York, New York; Brown University
School of Medicine, Providence,
Rhode Island; University of North
Carolina Medical Center, Chapel
Hill, North Carolina; and DM-STAT,
Boston, Massachusetts

Genital Herpes Complicating
Pregnancy

To the Editor:

We have several concerns with the
article “Genital Herpes Complicating
Pregnancy” in your Clinical Expert Se-
ries.! First, Dr. Brown discloses his
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financial relationship with GlaxoSmith-
Kline (manufacturer of acyclovir and
valacyclovir). We have great respect
for Dr. Brown’s contributions to this
field. However, there is an obvious
conflict of interest present when the
“clinical expert” makes a recommenda-
tion (ie, more widespread use of antivi-
rals in pregnancy) that will financially
benefit a company that pays him. Of
note, in the Instructions for Authors
document for Obstetrics & Gynecology, it
states, “Authors of reviews and current
commentary articles cannot have any
financial involvement or commercial
interests in the product discussed in the
paper.” Certainly a paper such as this
would be considered a review article.
In addition, regarding the paper’s
recommendation of “universal [her-
pes simplex virus] HSV serologic
screening in pregnancy,” we wish to
inquire regarding the financial sup-
port of 2 coauthors, Drs. Ashley Mor-
row and Corey, neither of whom
made a financial disclosure. The Web
site mentioned in Table 1, www.her-
peselect.com, appears to be the home
page for a commercial HSV test (Her-
peSelect, Focus Diagnostics). This site
lists Rhoda Ashley Morrow as the
“laboratory professional host” for the
site, and a picture of her appears
there. This site also directs viewers to
another Web site, www.herpesdiag-
nosis.com, stating “This website was
designed by Drs. Lawrence Corey,
Rhoda Ashley....” This latter Web site
(ie, www.herpesdiagnosis.com), un-
der the heading “Tests to Use,” rec-
ommends HerpeSelect HSV-1 and
HSV-2 enzyme-linked immunosor-
bent assay (ELISA). This seems to
imply ties between these authors and
companies that sell or perform HSV
tests. Again, we respect the distin-
guished careers of these authors, but
there is a significant conflict of inter-
est present when the “clinical ex-
perts” make a recommendation (“uni-
versal HSV serologic screening in
pregnancy”) that will benefit compa-
nies with which they are associated.
Neonatal HSV is a devastating disease
and further study of the problem may
lead to new American College of Obste-
tricians and Gynecologists (ACOG) rec-
ommendations. Currently, however, it
should be emphasized that universal
screening and more widespread suppres-
sive treatment are not recommended by
ACOG. The fact that these strategies are
recommended in your Clinical Experts
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Series by author(s) associated with com-
panies that financially benefit from such
strategies represents, at best, a question-
able editorial decision.

Adam C. Urato, Mp

Department of Obstetrics and
Gynecology, Tufts University-New
England Medical Center, Boston,
Massachusetts

Aaron B. Caughey, MpD, MPP, MPH
Department of Obstetrics,
Gynecology, and Reproductive
Sciences, University of California, San
Francisco, California
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In Reply:

Drs. Urato and Caughey criticize our
review based upon our recommenda-
tion that HSV serologic testing be
used to define women at risk for
transmitting a herpes virus infection
to their newborn, as well as our rec-
ommendations for antiviral chemo-
therapy during pregnancy. Their crit-
icism is not based upon any factual
analysis of the risks of genital herpes
complicating pregnancy, nor do they
take issue with any of our data upon
which we base our recommendations.
In addition, they do not offer any
useful alternative ideas on the issues
involved. Instead, they criticize the
article because they feel that some of
the authors might be making these
recommendations for secondary gain.

In reply to these criticisms, we offer
the following: The editor of Obstetrics &
Gynecology requested that we write this
review, which was modified according to
the suggestions in the peer reviews. The
research upon which all of the recom-
mendations were based began in the
early 1980s and was supported initially
by the March of Dimes and then by the
National Institutes of Health. We have
never received any support from the
pharmaceutical industry for this re-
search. The need for HSV serologic
screening in early pregnancy became
apparent to us in the 1980s as this re-
search developed.

Our data clearly show that the
women at greatest risk of infecting their
newborns are those who acquire genital
herpes during the third trimester of preg-
nancy. Because of the subclinical nature
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of the infection in the mother, the suscep-
tibility to acquiring or transmitting the
infection to the newborn cannot be
based on history, viral culture, or physi-
cal examination but can only be deter-
mined by serologic testing. To that end,
the text provides a table of all commer-
cially available type-specific, gG-2 based
serologic assays that are currently ap-
proved by the Food and Drug Adminis-
tration. The “gold standard” for these
commercial assays is the Western blot,
which is performed at the University of
Washington virology laboratories. Al-
though this laboratory is directed by Drs.
Morrow and Corey, all of the authors of
the review are salaried employees of the
State of Washington, and the revenues
from these assays go to the University of
Washington.

We were surprised that someone
could conclude from reading the re-
view that we would be advocating in-
creased use of antiviral drugs during
pregnancy. Our article defines the sus-
ceptibility for acquiring genital herpes
during pregnancy and provides tools
for counseling patients about unpro-
tected oral or genital sex during the
latter part of pregnancy. In the brief
discussions of antiviral chemotherapy,
we recommend the use of acyclovir,
which is a generic, inexpensive drug
made by over 15 separate generic man-
ufacturers, none of which pay us any
consulting fees. Our discussion of anti-
viral chemotherapy in pregnancy fol-
lows published guidelines.

Zane A. Brown

Carolyn Gardella

Anna Wald

Rhoda Morrow

Larry Corey

University of Washington, Seattle,
Washington

Editor’s Note:

We are grateful to Drs. Urato and
Caughey for having brought this issue to
our attention. The financial disclosure
statements from the authors arrived late in
the production process. Financial disclo-
sures from Drs. Brown and Wald were
published with the article, and statements
from Drs. Gardella, Morrow, and Corey
are included in an errata notice on page
428. We have modified our policy and
will now ask all authors of Editorials,
Clinical Expert Series, and In the
Trenches to disclose, in writing, any po-
tential conflicts of interest when invited to
contribute to the journal. These will be
reviewed by the editors before proceed-

ing. Authors of letters to the editor will
also be required to declare conflicts of
interest. We hope this will alleviate any
future problems along these lines.

Forceps Compared With
Vacuum: Rates of Neonatal
and Maternal Morbidity

To the Editor:

The recent study by Caughey et al
that compared maternal and neonatal
morbidity between vacuum- and for-
ceps-associated deliveries revives the
debate about the best choice for in-
strumental deliveries. Their conclu-
sion is slightly different from most
previous studies, which revealed that
maternal soft tissue injuries are more
common in women who delivered
with the use of forceps and that im-
mediate neonatal complications are
more common with vacuum extrac-
tions. It is also different from our
recent findings, which did not reveal
any significant difference in newborn
and maternal morbidity between
both modes of instrumental delivery.?
There may be several explanations
for this discrepancy. First, Caughey et
al report extremely high rates of
third- and fourth-degree tears (36.9%
and 28.6%). For comparison, we had
only 0.4-1.9%.%2 This could be ex-
plained by the relatively high station
at which instrumental deliveries were
performed in their study. Also, occur-
rence of perineal tears is dependable
on obstetric provider expertise; for
example, it is not clear whether a
senior  obstetrician was always
present. It is obvious that such pres-
ence might lower the rate of perineal
injury. Second, shoulder dystocia is
not caused by the instrument that is
used for delivery, but rather by an
inappropriately large fetus. Caughey
et al report a very high rate of shoul-
der dystocia (1.5-3.5%), compared
with 0.6-1.4% reported in the litera-
ture.> A higher mean birth weight or
an unusually higher percentage of
diabetic mothers could well bias the
results. Third, despite a higher rate of
shoulder dystocia in the vacuum
group, the Erb’s palsy and clavicle
fracture rates in Caughey’s study
were low and similar (0.5% versus
0.75% and 0.6% versus 0.9%, respec-
tively). Perhaps shoulder dystocia
was overdiagnosed.
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In general, we think that, because
vacuum- and forceps-associated de-
liveries are implicated in different
complications, for comparison matter
the total complication rate is more
important rather than the rate of each
particular complication. We believe
that, by performing instrumental de-
livery only as an outlet procedure and
by using strict criteria for vacuum or
forceps application, it is possible to
lower the complication rate.? How-
ever, in spite of all the above criti-
cism, we agree with the authors con-
cluding sentence. We believe that it is
the obstetrician’s expertise that
should determine which instrument

should be used.

Samuel Lurie, MD

Oscar Sadan, Mp

Abraham Golan, MD, FRCOG
Department of Obstetrics and
Gynecology, Edith Wolfson Medical
Center, Holon; and Sackler School of
Medicine, Tel-Aviv University, Israel
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In Reply:
We offer our responses to the com-
ments of Lurie et al. First, they note in
their recent brief communication!
that they found no differences in neo-
natal morbidity. However, their study
of 215 vacuum-assisted and 106 for-
ceps deliveries was not powered to
examine neonatal outcomes. Of inter-
est, they had 3 shoulder dystocias and
10 fractured clavicles in the vacuum
group and no shoulder dystocias and
2 fractured clavicles in the forceps
group. To examine the rate of frac-
tured clavicles and report a robust
negative finding, we estimate that
they would have needed 654 women
in each group to have 80% power
with a 2-sided alpha of 0.05.

Second, they state that our rate of

third- or fourth-degree perineal lacer-
ations’ was notably higher than
theirs. Although this is true, we note
that in a prospective, randomized
controlled trial (RCT) of operative
vaginal delivery, Bofill et al® experi-
enced a rate of third- or fourth-degree
lacerations of 28.6% with forceps and
11.8% with vacuum. In fact, in a
paper Lurie et al cited in their prior
publication,* the rate of third- or
fourth-degree lacerations were 44.4%
for forceps and 27.9% for vacuum,
higher than our rates. One reason for
their particularly low rate of third- or
fourth-degree lacerations may be that
the majority of their perineal lacera-
tions were listed as “unspecified.”

In response to their query, we note
that every operative delivery at our
institution is attended by an experi-
enced obstetrician. Regarding their
comment that our rates of shoulder
dystocia are high and may be overdi-
agnosed, we again refer to Bofill et al’s
study,? which revealed rates of shoul-
der dystocia of 1.9% with forceps and
4.7% with vacuum. We suggest that
studies that find rates lower than these
may be underreporting. Certainly, in
retrospective studies, underreporting
rather than overreporting is the bigger
problem.

Finally, they state that shoulder dys-
tocia is not caused by the instrument of
choice. However, if the rate is higher
with vacuum delivery in the setting of a
prospective RCT, modern epidemio-
logical theory would suggest that this
relationship is causal in nature. Shoul-
der dystocia is not simply caused by a
fetus that is “too big” but is also related
to the geometry of the anatomical rela-
tionships between the fetus and the
maternal pelvis. It is in this relationship
that the vectors applied by the instru-
ments used in operative vaginal deliv-
ery may interact.

Aaron B. Caughey

Department of Obstetrics and
Gynecology, University of California,
San Francisco, San Francisco,
California
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Management of Interstitial
Pregnancy Using Selective
Uterine Artery Embolization

To the Editor:

We recently published an article
about a case of interstitial pregnancy
that was treated by combination of
systemic methotrexate and selective
uterine artery embolization.! We
would like to add further information.
One year after this treatment, the
patient started a new pregnancy.
Early transvaginal ultrasonography
demonstrated an intrauterine gesta-
tional sac. A round nonvascular struc-
ture of 10 by 8 mm with an echogenic
ring and a tiny central hypoechoic
area was observed in the right inter-
stitial area. This structure progres-
sively decreased in size, and at 22
weeks of gestation, the uterine wall
thickness was similar between the 2
horns. The pregnancy was unevent-
ful. A healthy, 3,100 g, normal male
infant was delivered by cesarean at 38
weeks of gestation. Macroscopic ex-
amination of the right uterine horn
during the procedure showed a small
brown area on the external uterine
wall without deformation.

This is the first report of subse-
quent pregnancy after uterine artery
embolization for interstitial preg-
nancy. Our case demonstrated that
intrauterine artery embolization is
useful for interstitial pregnancy.
Moreover, the successful outcome of
this case suggests that this procedure
may preserve fertility. This conserva-
tive management was also proposed
to avoid surgery and uterine scar.
However, actual risk of uterine rup-
ture in subsequent pregnancies re-
mains unknown. Uterine rupture has
previously been described after sur-
gery at the site of a previous intersti-
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tial pregnancy as well as after conser-
vative treatment.>® In our case, we
performed an elective cesarean deliv-
ery as suggested by Lau and Tulandi.*

In conclusion, subsequent preg-
nancy after uterine artery emboliza-
tion for interstitial pregnancy can be
allowed under close antenatal follow-
up. In this situation, elective cesarean
delivery seems to be more secure, as
the risk of uterine rupture is un-

P. Deruelle
E. Closset
Clinique d’Obstétrique, Centre

Hospitalier Régional et Universitaire,
59037 Lille Cedex, France
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Errata

In “Genital Herpes Complicating Pregnancy” by Z. A. Brown, C.
Gardella, A. Wald, R. A. Morrow, and L. Corey (Obstet Gynecol
2005;106:845-856), the following financial disclosure information was
omitted: “Rhoda Morrow has received research support from Glaxo-
SmithKline, 3M, Trinity Biotech, and Biokit. She has also received
honoraria or consulting fees from Focus, Bio Rad, Biovail, and Novartis.
Drs. Gardella and Corey do not have anything to disclose.”

ACOG Practice Bulletin Number 70 (“Intrapartum Fetal Heart Rate
Monitoring”) was reissued in December 2005 (Obstet Gynecol 2005;
106:1453-61). It replaces ACOG Practice Bulletin Number 62 of the
same name (Obstet Gynecol 2005;105:1161-9), which had an error in
it. In the corrected version, the word “decelerations” was changed to
“accelerations” at the bottom of column 1, page 1457.
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Letter to the Editor

Re: Atherton MY, Daborn P, Tsokos N,
Feffery ¥T & Yin MY, Complications
associated with tissue anchor migration after

vaginal surgery using the tissue fixation
system — a case series, ANZFOG 2012;
52 (1): 83-86

Dear Editor,
A common criticism of new operations is under reporting
of complications. The confined geography of the initial
TFS operations (Perth, WA) gives added importance to
Atherton ez al’s' report: most complications are likely to
be managed at the only tertiary urogynecology unit in that
state, as acknowledged.1

The artificial neoligament concept behind ‘tension-free
surgery’®® was tested in 1987 in 13 large animals with
implanted retropubic Mersilene tapes, ends free in
vagina.> Even animals with purulent sinuses were afebrile
and well. Sinuses were sterile and settled immediately on
tape removal. Histology, bacteriology and radioactive
gallium studies demonstrated foreign body inflammatory
reaction (FBIR), not infection, an important distinction.
FBIRs (even purulent) are benign, not infections. Putting
the case series' in this perspective:

1 It is not possible to avoid tape FBIRs. Permanent tapes
are required for cure.*

2 Most patients do not have FBIRs to polypropylene
implants.

3 The ‘infections’ reported! were most likely FBIRs, an
important distinction: the ‘infection’ patient is febrile,
looks & feels ill, with pathogenic bacteria >100 000/mL.

4 Though benign (like a splinter), FBIRs may nevertheless
cause discomfort, purulent discharge (sterile), and
dyspareunia, relieved immediately by removal/trimming
of the tape, usually as an office procedure.

5 We performed 1012 TFS operations in Perth between
2003-2009 (audited manufacturer’s figures).

6 Expected FBIR (erosion) rates are 4.8-10.5%.°

Reports of urethral transection (elastic tape), bowel and
vessel injuries (instrument) by the TVT motivated us to
develop the TFS.® According to,” reinforcing damaged
ligaments with tapes would also cure pelvic organ
prolapse (POP). The Tyco type 3 tape was the only non-
stretch tape available in 2002 (replaced by a lightweight
monofilament tape in 2008). ‘Non-stretch’ is critical to
TFS function.

Animal studies (2002) proved that the anchors were
encapsulated with collagen by 2 weeks, immobilising the
anchors and infiltrating the tape,® Figure 1.

Translating this study to ‘anchor migration’,!
‘migrations’ are not possible without FBIR. With FBIR,

© 2012 The Authors
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Figure 1 Fibrous tissue at 2 weeks. This shows how tissue
encapsulates the polypropylene anchors of the TFS system and
densely infiltrates the tape, rendering any movement of the
anchor impossible.

collagenolysis occurs; scar dissolves, laying the anchor
bare as in fig. 3;! and sterile pus surrounds anchor and
tape that slide, surface and erode towards the medial
(insertion) point as reported.! An infiltrated tape links
hiatal muscles/perineal bodies to prevent displacement and
POP, sometimes felt as a ‘tight’, but not painful, band.

We were concerned that laparotomy was performed to
remove an anchor.! Tape and anchor in our experience
are eminently accessible vaginally, a matter of simple
dissection.

Conclusions

The TES is a logical evolution of the ‘tension-free’ method
that has revolutionised pelvic floor surgery. The TFS
repairs pubourethral, cardinal, uterosacral, ATFP ligaments
and perineal body, the ultimate causes of USI and POP’
The TFS uses only small segments of tape, a potential
solution to the problems inherent in the recent FDA report
on mesh. However, the TFS is not complication free.
There is no surgery which is complication free. We agree
that only an RCT can give a true picture of this method.!
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