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2 Empresas lider que acaparan 80% del mercado
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Estudios preclinicos Laboratorio :

Empresa B:

1. Based on internal test report #R2146-151-0, Powered stapling firing speed DOE analysis and ASA parameters. 2015.

2. Based on internal test report #R2146-173-0, ASA verification testing with slow speed force limit evaluation. 2015

3. Drew 5, Tarek T, Donald P WCOMMN biodynamics final report on results focusing on bicmechanical exposures related to laparoscopic stapler use. Report #RE00022065. 2012,
4. Based on internal test report #RE0002482 6, Signia™ stapling system summative usability report, Rev A. January 2016.

5. Based on internal test report #REQD027558, Signia™ powered stapler center of Mass. 2015.

6. Based on internal test report #PCG-007 rev 1, When compared to Echelon Flex™* green reloads as part of an analysis comparing different stapler designs and their performance and impact on tissues under compression
using two-dimensional finite element analysis. Sept. 2, 2011.

7. Based oninternal test report #2128-002-2, Final analysis of staple line vascularity using MicroCT. April 27, 2015.
8. Signia™ stapler [package insert]. Minneapolis, MN: Medtronic, 2016.

9. Hasegawa 5, Nakayama 5, Hida K, Kawada K, Sakai Y. Effect of Tri-Staple™ technology and slow firing on secure stapling using an endoscopic linear stapler. Dig Surg. 2015;32:353-360.
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A Preclinica especimeranimal:

V Kimura M. Superiostapleformation with poweredstaplingdevices SOARD 2016; 12: 683

V MatsuzawaF. SerosalacerationDuringFiringof PoweredLinearStaplerlsa Predictorof Staple
MalformationSurg Innov2017. Epubaheadof print)

V Hasegawa S. Effect of-Btiaple Technology and Slow Firing on Secure Stapling Using an Endoscopic
Linear Stapler. Di§urg2015;32(5):353%0.

V Ng CS. dlvel narrow profile articulating powered vascular stapler provides superior access and
haemostasis equivalent to conventional devices. EtardliothoracSurg. 2016; 49: S1 -738



La patas de la grapa se desvian en su
trayectoria a los bolsillos del yunqgue.

W to reduce
movement at the end effector

Retos de los cirujanos Endoscopicos:
- Tejido grueso o denso
- Disefio de lasndocortadorasactuales

A Problema mas comun: Movimiento del tejido entre las
mandibulas durante el disparo
A Mala formacién de grapas
A Desplazamiento del tejido fuera de lasndibulas

Alineacion del canal de carga con el
yunque ademas de minimizando efecto de
desplazamiento (sistema GST)




% Malformacion de Grapas
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Grado de Sangrado

Grado de Sangrado Agudo in Vivo:

Inicial Final Inicial Final

Comparacion de Endograpadora Inteligente vs Eléctrica y Porcentaje de Malformacion de Grapas
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EXPERIENCIA CLINICA

A Licht PBProspective Clinical Study to Evaluate Clinical Performance of a Powered
Surgical Stapler in Videxssisted Thoracoscopic Lung Resecti®urg Technol InR015
Nov;27.:6 /5.

A Satoh YUltra powered stapling system for general lung surgkypbuGeka2014; 67 (3):
2258

A Akil A.Use of a Powered Stapling System for Minimally Invasive Lung Volume Reduction
Surgery: Results of a Prospective Dodddied Single€CenterRandomized Trial horac
Cardiovas&urg2017 Epubahead of print)

A Qiu B. A multicenterevaluation of a powered surgical stapler in vigessisted
thoracoscopic lung resection procedures in CitharacCardiovasc Surg. 2017 Sep 13.
[Epubahead of print]

A YoshimarWK.Graft reduction using a powered staplempiadiatricliving donor liver
transplantation.PediatrTransplant 2017 Sept;21(6).

A VargiinR.Enbloc stapling of the splenic hilum in laparoscopic splenecthinim
InvasiveTherAllied Technol. 2007;16(6):3&0D



¢, Pero qué ventajas aportan las
endograpadorasléctricas para
nuestros pacientes respecto a las
endograpadoramanuales?
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U.S. surgical stapling market, by product, 2013 - 2024 (USD Million)

20132014 20152016 2017 2018 20159 2020 2021 2022 2023 2024

® Powered Surgical Stapling Device
® Manual Surgical Stapling Device

$2 billion worth of surgical stapling devices were sold in the
world 2016, and revenues are expected to double by the end of
2026.

- El aumento global de las cirugias
laparoscopicas, especialmente las
bariatricas, esta llevandouna mayor
dependencia de las grapas quirdrgicas
segun un informe sobre el mercado de
dispositivos de grapado quirurgico de
FutureMarketsinsight

- Envejecimiento de la poblacion

- Aumento de enfermedades

- Creciente demanda de tecnologia
médica avanzada

Surgical Stapling Devices Market by Product Type (millions)

Product 2006 20126
Powered | 1,182 _ 2,538
Mlamual { Tid { 1 4949

Surgical Stapling Devices Market by Usage Type (millions)
Product 2016 2026

Disposable 1294 2R}
Reusable { 62 | 1,233
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ORIGINAL RESEARCH

Comparison of economic and clinical outcomes between patients undergoing
laparoscopic bariatric surgery with powered versus manual endoscopic surgical
staplers

Sanjoy Ray®, Andrew Yoo®, Sashi Yadalam®, Elliott J. Fegelman®, Iftekhar Kalsekar” and Stephen S. Johnston®

*Ethicon, Somerville, NJ, USA; "lohnson & Johnson; New Brunswick, NJ, USA; “Global Medical Affairs, Johnson & Johnson Medical Devices,
Cindnnati, OH, USA

ABSTRACT ARTICLE HISTORY

Aims: To compare economic and dinical outcomes between patients undergoing laparoscopic Roux- Received 13 December 2016
en-Y gastric bypass (LRY) or laparoscopic sleeve gastrectomy (LSG) with use of powered vs manual  Fevised 13 February 2017
Materials and methods: Patients (aged =21 years) who underwent LRY or LSG during a hospital

admission (January 1, 2012-September 30, 2015) were identified from the Premier Perspective Hospital KEYWORDS

Database, Use of powered vs manual staplers was identified from hospital administrative billing Laparoscopic rouws-en-Y
records. Multivariable analyses were used to compare the following outcomes between the powered gastric bypass; laparoscopic
and manual stapler groups, adjusting for patient and hospital characteristics and hospital-evel duster- sleeve gastrectorny; Bariatric
ing: hospital length of stay (LOS), total hospital costs, medical/surgical supply costs, room and board surgery; endoscopic surgical
costs, operating room costs, operating room time, discharge status, bleeding/transfusion during the  staplers; costs

hospital admission, and 30, 60, and 90-day all-cause readmissions,

Results: The powered and manual stapler groups comprised 9,851 patients (mean age — 44.6 years;

79.3% female) and 21,558 patients (mean age — 45.0 yvears; 78.0% female), respectively. In the multivari-

able analyses, adjusted mean hospital LOS was 2.1 days for both the powered and manual stapler

groups (p—= 981). Adjusted mean total hospital costs (512415 vs $13,547, p—.003), adjusted mean

supply costs (54,629 vs 55217, p—.011), and adjusted mean cperating room costs (54,126 vs 54413,

p=.009) were significantly lower in the powered vs manual stapler group. The adjusted rate of bleed-

ing and/or transfusion during the hospital admission (2.46% vs 3.22%, p=.025) was significantly lower

in the powered vs manual stapler group. The adjusted rates of 30, 60, and 90-day all-cause readmis-

sions were similar between the groups (all p=.05). Sub-analysis by manufacturer showed similar

results,

Limitations: This observational study cannot establish causal linkages.

Conclusions: In this analysis of patients who underwent LRY or LSG, the use of powered staplers was

associated with better economic outcomes, and a lower rate of bleeding/transfusion vs manual staplers

in the real-world setting.



Table 5. Mulivariable-adjusted outcomes®

Eﬁererte

% Difference

Adjusted outcoms Adjusted outcomse o
Powered Manual (Powered - Manuall [Powered — Manual

Owverall study popukstion, n 9851 21558

Hospital LOS (days] 205 205 0D 0 481
Total hospital costs 512415 513,547 —51,132 —8% 003
Supply costs 54,629 55,217 —5587 —11% 011
Room and board costs 51,845 51,946 —5102 —5% are
Operating room costs 54,126 54,413 —5288 —T% 005
Operating room time [min]® 135 1514 —164 —11% i
Dizcharge status® Go53% ha% 0% [ 575
Bleeding /transfusion 246% 322% —0.76% —24% 035
30-day readmission 4. 20% 4.08% 0.12% I% J49
l-day readmission 4 58% 4.85% —0.18% —4% 5T
90-day readmission 537% 555% —0.28% —5% 569
LRY sub-group, n 4,057 94613

Hospital LOS (days) 231 2125 005 % A535
Total hospital costs 514,068 514,544 —4576 — 4% 3046
Supply costs 45,555 5,582 —525 0 56
Room and board costs 52,166 $2,240 —574 —3I% A0
Operating room costs 54,484 54,959 —5475 —10% 003
Operating room time {min]® 1627 1748.1 — 164 — 9% 273
Discharge status® 9082% 9080 0u02% 0 A52
Bleeding transfusion 170% 432% —052% —14% 216
30-day readmission 6.16% 541% 0.75% 14% 289
G0-day readmission 5.52% 5.59% 0.03% 0 D645
90-day readmission T52% 752% 010% 1% B0
[5G sub-grouwp, n 5,794 11,945

Hospital LOS (days] 187 188 0D 0% 587
Total hospital costs 510,708 $12.124 —51,416 —12% < {01
Supply costs 53,875 54,736 — 5861 —18% A1
Room and board costs 51,798 51,936 —5137 —T% 219
Operating room costs 53,631 $3.871 —5240 —6% 05
Operating room time {miin]® 12156 1305 -89 —T% 052
Discharge status® 100004 0099 001% 0% 2
Bleeding Aransfusion 134% 131% —097% —42% m3
30-day readmission 2197% 313% —0.16% —5% 4532
0-day readmission 3144% 158% —0.24% —T% 579
90-day readmission v 4.11% —040% —10% 358

LOS: length of stay; LRY: laparoscopic Rowe-en-Y gastric bypass; LSG: laparoscopic sleeve gastrectomy; SD: standard deviation.
“Multivariable adjusted outcomes were generated wsing the least squares means approach based on obsarved margins; costs are inflation-adjusted to 2015US
dollars wsing the Medical Care component of the US Bureau of Labor Statistics Consumer Price Imdex
“Number of patients for whom operating room time data were available Ovenall, powared n = 9,136, manual n = 20,268; LRY, powered n = 3,704, manual

n= B923; I5G, powered n = 5432, manual n = 11,345,

“Discharge to a home or home health organization vs other setting e.q. skilled nursing facility).



> 31.000 pacientes

A RYGB y Gastrectomia vertical
A Tanto Empresa A como Empresa B

ACoste hospitalario total (p=0.003)
ACoste de materiales (p=0.1) 270
A Coste de quir6éfano (p=0.009) menos

ASangrado/necesidad de transfusion (p=0,02
ATiempo quiréfano (entrada/salidai.g.s) m



Conclusiones:

A Lasendocortadorasnotorizadas o eléctricas
U Menos sangrado y trasfusion
U Menos coste hospitalario
0 Menos tiempo quirdrgico

Podrian ser mas seguras que las manuales en Cirugia Baridhase @ la bibliografia existente,
aunque sin duda algo sesgada

A No existen suficientes estudios en la literatura médica de las ventajas resesldeortadoras
motorizadas en Cirugia Bariatrica

A Oportunidades de crecimiento para los fabricantes de dispositivos de grapado quirtrgico
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