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Hysteroscopic Sterilization Device Nears Market
B Y  PAT R I C E  W E N D L I N G

Chicago Bureau

The Adiana transcervical sterilization system ap-
pears to be easy to use, safe, and effective, ac-
cording to phase III data, Alan Johns, M.D., re-

ported at the annual meeting of the AAGL.
The Adiana Complete system is available only for ex-

perimental use, but U.S. Food and Drug Administration
submission is anticipated in mid-2006, said Dr. Johns,
one of the clinical investigators in the trial.

The FDA approved Essure, currently the only non-
incisional approach to female sterilization, in Novem-
ber 2002. The Adiana system “is the next step in the evo-
lution of hysteroscopic devices,” Dr. Johns said in an
interview. It may be better than the Essure simply be-
cause it doesn’t require as much manipulation and the
whole device is altogether shorter and easier to put in
and cannulate, he said. “More importantly, in contrast
to the Essure system, after the Adiana matrix has been
deployed, nothing remains in the endometrial cavity.”

This may be important in women who later choose
to undergo in vitro fertilization or endometrial ablation,
because these options can be limited by the presence of
a portion of a device in the endometrial cavity, he said.

The Adiana system also differs from Essure in that it
uses radio frequency energy before placement of the
polymer matrix in the fallopian tubes. This process is de-
signed to stimulate vascularized tissue ingrowth into the
matrix material, said Dr. Johns of Fort Worth, Tex. He
accepted payment to enroll and treat patients in the tri-

al but said he has no financial interest in Adiana Inc.
As of Sept. 30, 2005, the Evaluation of the Adiana Sys-

tem for Transcervical Sterilization Using Electrothermal
Energy in Women (EASE) study had enrolled 770
women at 16 sites. Almost half (47%) were aged 28-33
years. A total of 655 patients were taken for hysteroscopy,
and 10 were excluded for hysteroscopic findings. The re-
maining 115 patients either withdrew from the study or
were excluded from the study protocol.

Treatment was attempted in 645 patients and bilateral
placement was achieved in 614 (95%).

This placement rate is comparable with that attained
by Essure in its clinical trials, he said. Lateral location
of the ostia is the most common reason for failure of
placement of hysteroscopic sterilization devices.

The average procedure time from insertion to removal
of the hysteroscope was 12 minutes. Local and oral anes-
thesia was used in 35% of patients, local anesthesia plus
intravenous sedation in 48%, and local plus intravenous
analgesia in 17%. Nine patients were lost to follow-up
or are awaiting 3-month hysterosalpingogram (HSG).

Failure of tubal occlusion occurred in 26 (4.29%)
women, and there were two pregnancies. One occurred
after proper placement of the device and HSG confir-
mation of occlusion. The second occurred when a
physician misinterpreted the HSG and retreated the pa-
tient but placed the device in the occluded tube instead
of the patent tube. There were no device-related signif-
icant adverse events. One procedure-related incident of
hyponatremia was reported. All other events were mi-
nor and included spotting, cramping, and headache. �

Complications Are Rare With

Laparoscopic Myomectomy

B Y  S H E R RY  B O S C H E R T

San Francisco Bureau

S A N D I E G O —  Complications occurred
in 11% of 2,051 patients who underwent la-
paroscopic myomectomy, which compares
favorably with a complication rate of 35%
for myomectomy performed by laparoto-
my—a figure that has been reported in the
literature, Rocco Spagnolo, M.D., said at an
international congress of the Society of
Laparoendoscopic
Surgeons.

The new data
come from the first
large series of cases
studied with a focus
on complications
from laparoscopic
myomectomy. The
multicenter Italian
study reviewed pa-
tient records retrospectively and recorded
complications prospectively, he said.

Experienced surgeons who had complet-
ed the learning curve for the procedure
performed the surgeries using the same
techniques.

Patients underwent single or multiple
myomectomies for symptomatic myomas
measuring at least 4 cm in diameter to treat
abnormal bleeding in 45% of cases, pain or
a pelvic mass in 28%, and infertility in 27%.

Minor complications such as fever, cysti-
tis, and lesions due to uterine manipulation
occurred in 9% of patients. Major compli-
cations were seen in 2%, according to Dr.
Spagnolo of Rome.

Among the most serious complications
were hemorrhages in 14 patients (0.7%), 3
of whom required transfusions (0.1%).
Postoperative hematomas occurred in 0.5%
of patients, one in the broad ligament and
the others in the myomectomy scar. One
patient suffered a bowel injury. Constant hy-
potension during surgery led to postopera-
tive acute renal failure in one patient.

Surgeons found unexpected sarcomas in
two patients. In one of these cases they im-

mediately converted
to laparotomy. In the
other case, although
the mass looked like
an adenomyoma and
a frozen section was
negative for malig-
nancy, the cancer
was diagnosed later
upon histologic ex-
amination.

Five other cases were converted to la-
parotomy: three due to anesthesia prob-
lems and two because of a lack of space and
limited mobility. One case was converted to
laparoscopic hysterectomy due to a large in-
traligamentous myoma occupying most of
the lateral part of the uterus.

Two patients were readmitted for surgery.
One with severe hemorrhage underwent la-
paroscopic hysterectomy, and the other had
a hematoma in the broad ligament drained.

Among the 185 pregnancies that oc-
curred after the surgery, one patient had a
uterine rupture. A majority (65%) of pa-
tients who wanted to become pregnant
were able to do so. �

Minor
complications
occurred in 
9% of patients,
and major
complications
were seen in 2%.

DR. SPAGNOLO

Be Selective in Hysterectomy

Performed for Menometrorrhagia 

S A N D I E G O —  Identify and treat ab-
dominal pelvic pain or dyspareunia
originating from bladder problems be-
fore performing supracervical hys-
terectomy for menometrorrhagia,
Maurice K. Chung, M.D., advised at an
international congress of the Society of
Laparoendoscopic Surgeons.

By selecting only patients who are free
of pain and dyspareunia and by tran-
secting the uterus and part of the upper
cervix, he said,
postoperative
spotting or
bleeding can be
avoided.

P a t i e n t s
who still have
a b d o m i n a l
pelvic pain or
dyspareunia af-
ter manage-
ment of bladder problems should not
be candidates for supracervical hys-
terectomy because of the risk that pain
symptoms will persist after the proce-
dure, leading to a second surgery to re-
move the cervix, said Dr. Chung, who
has a private practice in Toledo, Ohio. 

He reported on 42 laparoscopic
supracervical hysterectomies he per-
formed for menometrorrhagia from
2002 to 2004. Of the 42 women, 13 also
presented with abdominal pelvic pain
and dyspareunia underwent potassium
sensitivity tests, which were positive in
12 patients, pointing to bladder prob-
lems as the cause of the pain. He treat-
ed all 13 medically for bladder problems

until they were pain free before pro-
ceeding to laparoscopic supracervical
hysterectomy.

Thirteen of the 42 patients had ade-
nomyosis, and 6 of those had symp-
toms of abdominal pelvic pain or
dyspareunia, in addition to meno-
metrorrhagia. Five of the six had posi-
tive potassium-sensitivity tests, and
medical treatment resolved their pain
before proceeding to surgery.

The laparoscop-
ic supracervical
hysterectomies in-
cluded endoscopic
suturing of the bi-
lateral ascending
uterine arteries at
the mid-cervix.
Patients were fol-
lowed for 6
months to 2 years.

In general, about 10% of women
who undergo laparoscopic supracervi-
cal hysterectomy report postoperative
spotting or bleeding. Twelve women in
the current study underwent con-
comitant bilateral salpingo-oophorec-
tomy. No bleeding or spotting would
be expected after this surgery unless the
patient started hormone therapy.

None of the 42 patients reported
any postoperative bleeding or spotting,
which Dr. Chung said was most likely
due to a careful selection of patients.
Selecting patients for surgery who have
only menometrorrhagia will increase
the rate of amenorrhea, he said.

—Sherry Boschert

Of 42 patients,
none reported any
postoperative
bleeding or
spotting, which
may have been
due to selection.

DR. CHUNG

Radiofrequency energy is used before the Adiana
implantable matrix is placed in the fallopian tubes.
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After the Adiana polymer matrix has been deployed,
nothing remains in the endometrial cavity.

A
D

IA
N

A
,

IN
C
.

Used Mac Distiller 4.0.x Job Options
This report was created automatically with help of the Adobe Acrobat Distiller addition "Distiller Secrets v1.0.5" from IMPRESSED GmbH.
You can download this startup file for Distiller versions 4.0.5 and 5.0.x for free from http://www.impressed.de.

GENERAL ----------------------------------------
File Options:
     Compatibility: PDF 1.3
     Optimize For Fast Web View: Yes
     Embed Thumbnails: No
     Auto-Rotate Pages: No
     Distill From Page: 1
     Distill To Page: All Pages
     Binding: Left
     Resolution: [ 600 600 ] dpi
     Paper Size: [ 855 1107 ] Point

COMPRESSION ----------------------------------------
Color Images:
     Downsampling: Yes
     Downsample Type: Bicubic Downsampling
     Downsample Resolution: 150 dpi
     Downsampling For Images Above: 225 dpi
     Compression: Yes
     Automatic Selection of Compression Type: Yes
     JPEG Quality: << /Blend 1 /Colors 3 /Resync 32 /Columns 500 /HSamples [ 2 1 1 2 ] /Rows 359 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     Bits Per Pixel: As Original Bit
Grayscale Images:
     Downsampling: Yes
     Downsample Type: Bicubic Downsampling
     Downsample Resolution: 150 dpi
     Downsampling For Images Above: 225 dpi
     Compression: Yes
     Automatic Selection of Compression Type: Yes
     JPEG Quality: Low
     Bits Per Pixel: As Original Bit
Monochrome Images:
     Downsampling: Yes
     Downsample Type: Bicubic Downsampling
     Downsample Resolution: 300 dpi
     Downsampling For Images Above: 450 dpi
     Compression: Yes
     Compression Type: CCITT
     CCITT Group: << /Columns 32 /K -1 /Rows 8 >>
     Anti-Alias To Gray: No

     Compress Text and Line Art: Yes

FONTS ----------------------------------------
     Embed All Fonts: Yes
     Subset Embedded Fonts: Yes
     Subset When Percent Of Characters Used is Less: 100 %
     When Embedding Fails: Warn and Continue
Embedding:
     Always Embed: [ ]
     Never Embed: [ ]

COLOR ----------------------------------------
Color Management Policies:
     Color Conversion Strategy: Convert All Colors to sRGB
     Intent: Default
Working Spaces:
     Grayscale ICC Profile: Adobe Gray - 20% Dot Gain
     RGB ICC Profile: sRGB IEC61966-2.1
     CMYK ICC Profile: Adobe CMYK
Device-Dependent Data:
     Preserve Overprint Settings: No
     Preserve Under Color Removal and Black Generation: No
     Transfer Functions: Preserve
     Preserve Halftone Information: Yes

ADVANCED ----------------------------------------
Options:
     Use Prologue.ps and Epilogue.ps: No
     Allow PostScript File To Override Job Options: Yes
     Preserve Level 2 copypage Semantics: Yes
     Save Portable Job Ticket Inside PDF File: No
     Illustrator Overprint Mode: Yes
     Convert Gradients To Smooth Shades: Yes
     ASCII Format: No
Document Structuring Conventions (DSC):
     Process DSC Comments: Yes
     Log DSC Warnings: No
     Resize Page and Center Artwork for EPS Files: Yes
     Preserve EPS Information From DSC: No
     Preserve OPI Comments: No
     Preserve Document Information From DSC: No

OTHERS ----------------------------------------
     Distiller Core Version: 4050
     Use ZIP Compression: Yes
     Deactivate Optimization: No
     Image Memory: 524288 Byte
     Anti-Alias Color Images: No
     Anti-Alias Grayscale Images: No
     Convert Images (< 257 Colors) To Indexed Color Space: Yes
     sRGB ICC Profile: sRGB IEC61966-2.1

END OF REPORT ----------------------------------------

IMPRESSED GmbH
Bahrenfelder Chaussee 49
22761 Hamburg, Germany
Tel. +49 40 897189-0
Fax +49 40 897189-71
Email: info@impressed.de
Web: www.impressed.de

Adobe Acrobat Distiller 4.0.x Job Option File
<<
     /ColorSettingsFile ()
     /LockDistillerParams false
     /DetectBlends true
     /ParseDSCComments true
     /DoThumbnails false
     /AntiAliasMonoImages false
     /MonoImageDownsampleType /Bicubic
     /MaxSubsetPct 100
     /MonoImageFilter /CCITTFaxEncode
     /GrayImageDownsampleType /Bicubic
     /GrayImageFilter /DCTEncode
     /ColorImageDownsampleThreshold 1.5
     /ColorConversionStrategy /sRGB
     /CalGrayProfile (Adobe Gray - 20% Dot Gain)
     /NeverEmbed [ ]
     /ColorImageResolution 150
     /UsePrologue false
     /ColorImageDepth -1
     /sRGBProfile (sRGB IEC61966-2.1)
     /PreserveOverprintSettings false
     /CompatibilityLevel 1.3
     /UCRandBGInfo /Remove
     /EmitDSCWarnings false
     /CreateJobTicket false
     /DownsampleMonoImages true
     /DownsampleColorImages true
     /MonoImageDict << /Columns 32 /K -1 /Rows 8 >>
     /ColorImageDownsampleType /Bicubic
     /GrayImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>
     /CalCMYKProfile (Adobe CMYK)
     /MonoImageDepth -1
     /PreserveEPSInfo false
     /AutoFilterGrayImages true
     /GrayACSImageDict << /Blend 1 /QFactor 1.2 /HSamples [ 2 1 1 2 ] /VSamples [ 2 1 1 2 ] >>
     /SubsetFonts true
     /ColorImageFilter /DCTEncode
     /AutoRotatePages /None
     /ASCII85EncodePages false
     /PreserveCopyPage true
     /EncodeMonoImages true
     /PreserveOPIComments false
     /ColorImageDict << /VSamples [ 2 1 1 2 ] /Blend 1 /HSamples [ 2 1 1 2 ] /QFactor 0.9 >>
     /AntiAliasGrayImages false
     /GrayImageDepth -1
     /CannotEmbedFontPolicy /Warning
     /EndPage -1
     /TransferFunctionInfo /Preserve
     /CalRGBProfile (sRGB IEC61966-2.1)
     /EncodeColorImages true
     /EncodeGrayImages true
     /ColorACSImageDict << /Blend 1 /Colors 3 /Resync 32 /Columns 500 /HSamples [ 2 1 1 2 ] /Rows 359 /QFactor 1.2 /ColorTransform 1 /VSamples [ 2 1 1 2 ] >>
     /Optimize true
     /ParseDSCCommentsForDocInfo false
     /GrayImageDownsampleThreshold 1.5
     /MonoImageDownsampleThreshold 1.5
     /AutoPositionEPSFiles true
     /MonoImageResolution 300
     /GrayImageResolution 150
     /AutoFilterColorImages true
     /AlwaysEmbed [ ]
     /ImageMemory 524288
     /OPM 1
     /DefaultRenderingIntent /Default
     /EmbedAllFonts true
     /StartPage 1
     /DownsampleGrayImages true
     /AntiAliasColorImages false
     /ConvertImagesToIndexed true
     /PreserveHalftoneInfo true
     /CompressPages true
     /Binding /Left
>> setdistillerparams
<<
     /PageSize [ 576.0 792.0 ]
     /HWResolution [ 600 600 ]
>> setpagedevice


