Single Site Surgery — SSS: an intermediate step

towards No (visible) Scar Surgery or the next
Gold Standard in Minimally Invasive Surgery?
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ROADMAP OF MINIMAL INVASIVENESS
IN SURGERY
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SINGLE PORT ACCESS SURGERY/LESS

FIRST EVER THERAPEUTIC

PROCEDURES:

e KURT SEMM 1972-1982 - LAPAROSCOPIC
ANNEXAL SURGERY THROUGH A SINGLE-
PUNCTURE OPERATING LAPAROSCOPE

*GERHARD BUESS 1983-1985 — DEVELOPMENT
OF ENDOSCOPIC PROCEDURE THROUGH A
MULTICHANNEL PORT (TEM)

* NAVARRA G. 1997 -  ONE-WOUND
LAPAROSCOPIC CHOLECYSTECTOMY. BR J SURG
84:695
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LESS White Paper
“Consensus Statement of the Consortium for Laparo-

Endoscopic Single-Site (LESS) Surgery”. 28 urologists,
gynaecologists and surgeons met at Cleveland Clinic

and define the principles of Laparo-endoscopic
Single-site Surgery and found the LESSCAR
Consortium for assessment and research on LESS -
July 2008 Consensus Conference — Gill et al. Surg
Endosc 2010, ePub 2009
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ClinicalTrials.gov

A service of the U.5. National Institutes of Health
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Nomenclature of Natural Orifice Translumenal Endoscopic
Surgery (NOTES™) and Laparoendoscopic Single-Site
Surgery (LESS) Procedures in Urology

Geoffrey Box, M.D.,! Timothy Averch, M.D..? Jeffrey Cadeddu, M.D..? Edward Cherulio, M.D..*
alph Clayman, M.D.,! ; gor Frank, & Mattt Gettman, M.D.,7 Inderbir Gill, M.D_ 5
Mantu Gupta, MD.,” George scal Haber, M.D. 5 Jihad Kaouk, M.D.5 Jaime Landman, M.D.7
Esteavao Lima, M.D.® Lee Ponsky, M.D..* Abhay Rane, M.D..? Mark Sawyer, M.D_*
and Mitchell Humphreys, M.D.'? for the Urologic NOTES Working Group

ntroduction: The twenty first century has witnessed some amazing advancements in surgery. In urology min-
mally invasive surgery has become the standard treatment for many disease processes and procedures, Onej
f the newest innovations into this field has been the development of Natural Orifice Translumenal Endoscopic
surgery (NOTES™) and Laparcendoscopic Single-site Surgery (LESS). While the practice and application of
hese new techniques are in their infancy, there has been a great deal of confusion regarding the nomenclatured]
hnd terminology associated with these procedures, The aim of this publication is to attempt to define the many;
ssues associated with the standardization of terminology for these procedures in order to promote effective;
cientific progress and communication. <
daterials and Methods: A literature search using Medline and pubmed focusing on all terminology to describe;
OTES™ and LESS from 1990 to 2008 was done. In addition, various acronyms were searched using four sep-
rate online acronym databases. The information was recorded by number of citations and by the number of;
fitations specific to the urologic literature. Based on common usage, definitions and criteria were developed to
escribe these procedures for current scientific publication. These terms were then coll ely reviewed and
greed upon by the Urologic NOTES™ Working Group as a platform for consensus to begin the arduous pro-;

ss of standardization.

esults: There is wide variation in the terminology and use of acronyms for natural orifice translumenal en-
oscopic surgery and laparo-endoscopic single-site surge ord literature search uncovered 8710 ci-
ations from MEDLINE and pubmed, with 363 citations specific to urology. There was significant overlap iny
he search of different terms. The search of established abbreviation and acronym databases revealed many ci-
ations, but relatively few spe\‘ifir to urology.
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Single Site Laparoscopy
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SILS - Single Incision Laparoscopic Surgery
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TECNOLOGIES
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WORKING ENVIRONMENT
& ERGONOMICS

*PHYSICAL CONSTRAINTS

*REDUCED DEGREES OF FREEDOM OF THE WORKING INSTRUMENTS

*LACK OF TRIANGULATION, POOR TRACTION
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INSTRUMENTS

S-PORTAL Instruments acc. to DAPRI
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VISION
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PLATFORMS &
ROBOTICS
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INDICATIONS

cholecystectomy
appendectomy
inguinal hernia repair
oopherectomy
salpingectomy
endometriosis surgery
tubal ligation
pyeloplasty

incisional hernia repair
renal cyst decortication
ablative renal surgery
pelvic lymphadenectomy
nephrectomy

gastric banding

colon resection

adrenalectomy
splenectomy
hysterectomy

pelvic organ prolapse
donor nephrectomy
ureteral re-implant
ileal interposition
radical nephrectomy
small bowel resection
fundoplication

wedge liver resection

Major bariatric procedures
myomectomy
prostate resection
cystectomy

partial nephrectomy
retroperitoneal lymph
node dissection
esophageal myotomy
distal pancreatectomy
formal liver resections
gastric resections
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PERSONAL RECORD
2008-2010

Cholecystectomy 50

Appendectomy 15

Sleeve gastrectomy 9/1

Annexectomy 4

Colonic procedures 4 | —
Diagnostic laparoscopy 5 .“E | ; {

Wedge resection liver 1
Inguinal hernia repair 1
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ClinicalTrials.gov

ervice of the U.5. National Institutes of Health

Laparo-endoscopic Single Site (LESS) Cholecystectomy
Versus Standard LAP-CHOLE (LESSCHO)

San Giovanni Addolorata
Hospital

San Giovanni Addolorata
Hospital

NCT01339325

Cholelithiasis Procedure: Cholecystectomy Phase IV


http://clinicaltrials.gov/ct2/help/conditions_desc
http://clinicaltrials.gov/ct2/help/interventions_desc
http://clinicaltrials.gov/ct2/help/phase_desc

Single Site Surgery — SSS

LESS-CHOLE VS STANDARD LAP-CHOLE

The - ®
merican Journal of Surgery

(2 CENTRES THAT WILL BE JOINED BY FURTHER 3 IN THE PHASE 3 RCT)
40 PATIENTS WITH BMI <30, ASA -1l :
20 STANDARD LAPAROSCOPIC CHOLECYSTECTOMY
20 LESS CHOLECYSTECTOMY

QoL POSTOP PAIN, LoS, COSMETICS, SF36
—

OP TIME, CONVERSION RATE, DIFFICULTY OF DISSECTION AND EXPOSURE
DIFFICULTY GRADE EVALUATED ACCORDING TO THE NASSAR SCALE

STATISTICAL ANALYSIS: MANN-WHITNEY U TEST, CHI SQUARE TEST, SIGNIFICANT p < 0.05,
SOFTWARE ADDINSOFT XL STAT
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WHY A PILOT TRIAL?

Results of VAS pain, VAS cosmetics,
incision length, LoS, SF36 are
compared: therefore the standardized
difference  could vary. Altman
nomograms were used to calculate
the presumed sample size of an actual
RCT, arbitrarily assuming a most likely
small standardized difference (0.3).
With a significant criterion set at
0.05, using a two-tailed test, the
number of patients per group,
required to have a 90% power is
~500.
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LESS-CHOLE VS STANDARD LAP-CHOLE

RESULTS
PRIMARY ENDPOINTS

PO PAIN VAS |

PO PAIN VAS Il

PO PAIN VAS Il

PO PAIN VAS IV
PAIN MEDICATION |
PAIN MEDICATION i
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LESS-CHOLE VS STANDARD LAP-CHOLE

RESULTS
PRIMARY ENDPOINTS
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LESS-CHOLE VS STANDARD LAP-CHOLE

RESULTS

Extent to which
emotional problems
interfere with work
o] other daily
activities, including
decreased time
spent on activities,

Qol SF36 75.14 78.59 NS accomplishing less,
and not working as
ROLE EMOTIONAL 68.33 100.00 <0.0001 carefully as usual.

SF-36 Median
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LESS-CHOLE VS STANDARD LAP-CHOLE

SIDE STUDY ON POSTOPERATIVE INCISIONAL
HERNIAS
AT 1-YEAR FOLLOW-UP

W i 2 o

INCISIONAL

e 20 1 0
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QoL E COSMESIS
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LESS CHOLECYSTECTOMY
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LESS APPENDECTOMY
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LESS SIGMOIDECTOMY
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COSTS INDICATORS

1 Personale medico

2 Altro personale laureato

3 Pers. tecnico sanit. (tecnici di laboratorio, radiologia, fisiokinesiterapisti, ecc.)

4 Personale infermieristico

5 Personale ausiliare ed OTA

6 Personale amministrativo

7 Altre figure professionali

8 Farmaci

9 Presidi sanitari e chirurgici

10 Servizi sanitari (consulenze e altre prestazioni sanitarie richieste a strutture diverse da
guelle dell’azienda oggetto dell’analisi)

11 Servizi non sanitari (ad esempio: pulizie di ditte esterne)

12 Cucina e Guardaroba/Lavanderia (se tali attivita sono svolte da servizi interni
all’azienda)

13 Altri costi imputati al centro di responsabilita (beni di consumo tecnico economale,
ecc., ivi compresi gli ammortamenti di pertinenza del centro di responsabilita medesimo)
14 Costi comuni
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ANALYSIS OF 4t LEVEL COSTS

Centri di attivita Voce di costo Degenza Sala operatoria  A.U.O. Ambulat. TOTALI

1-Personale medico 450.000 350.000 50.000 150.000 1.000.000
2-Altro pers. laureato

3-Personale tecnico

4-Pers. infermieristico 1.500.000 400.000 100.000 2.000.000
5-Pers. Ausiliario/OTA 640.000 160.000 800.000
6-Pers. amministrativo 45.000 5.000 50.000

7-Altre figure profess.

8-Farmaci 280.000 100.000 20.000 400.000

9-Presidi sanitari/chirur. 240.000 140.000 20.000 400.000

10-Servizi sanitari

11-Servizi non sanitari

12-Cucina Lav./guard. 140.000 50.000 6.000 4.000 200.000
13-Altri costi 70.000 5.000 3.000 2.000.000 100.000

TOT. COSTI SPECIFICI 3.365.000 1.225.000 99.000 261.000 4.950.000
14-Costi comuni  841.250 306.250 24.750 65.250 1.237.500

TOTALE COSTI PIENI 4.206.250 1.531.250 123.750 326.250 6.187.000
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