INnvVimo

Instituio Nacional de Vigilancia de Medicamenios v Alimentos

El INVIMA informa a los usuarios en general que el Grupo de
Tecnovigilancia ha emitido una comunicacion relacionada
con un Retiro de Producto del Mercado asociado a:

NOMBRE DEL DISPOSITIVO MEDICO Sistema de Control de Instrumentos Endoscdpicos DA VINCI
NO. IDENTIFICACION RISARH R1506-232

REFERENCIAS DEL DISPOSITIVO Concerniente a los Graspers Toracicos de 5 mm referencias
MEDICO 420343-01 y 420343-02

REGISTRO SANITARIO 2009DM-0003498

INDICACIONES Y USO La finalidad del sistema de control de instrumentos
ESTABLECIDOS endoscépicos de INTUITIVE SURGICAL es ayudar a
controlar con precision instrumentos endoscépicos de
INTUITIVE, como endoscopios rigidos, disectores
endoscépicos romos e incisivos, tijeras, bisturis,
férceps/pinzas, herramientas para manejar agujas,
retractores endoscopicos, estabilizadores, accesorios para
electrocauterizacion y para la manipulacién endoscoépica de
tejidos, por ejemplo para sujetarlos, cortarlos, practicar una
diseccion roma 0 incisiva, acercarlos, ligarlos,
electrocauterizarlos 'y suturarlos durante intervenciones
quirdrgicas  laparoscopicas  generales, intervenciones
quirdrgicas toracoscoépicas no cardiovasculares generales e
intervenciones de cardiotomia con ayuda toracoscopica. El
sistema puede emplearse también con mediastinotomia
adjuntiva para realizar anastomosis coronaria durante la
revascularizacion cardiaca. El sistema esta indicado para su
uso en adultos y en pediatria. Esta disefiado para ser
utilizado por médicos calificados en entornos quirdrgicos,
empleando los procedimientos representativos y especificos
descritos en las instrucciones de uso. El sistema de control
de instrumentos endoscépicos de INTUITIVE SURGICAL se
ha utilizado satisfactoriamente, entre otros, en los siguientes
procedimientos; <« prostatectomia radical, pieloplastia,
cistectomia, nefrotomia, reimplantacion uretrale
colecistectomia, funduplicatura de Nissen, miotomia de
Heller, desviaciébn gastrica, nefrotomia de donante,
adrenalectomia, esplenectomia y reseccion intestinal. -
histerectomia, miomectomia, sacrocopopexias movilizacién
de la arteria mamaria interna, ablacién del tejido cardiacos
reparaciéon de la valvula mitral, cierre endoscoOpico de
defectos septales auriculares,» anastomosis mamaria de la
arteria coronaria descendente anterior izquierda para
revascularizacion cardiaca con mediastinotomia adjuntiva -
usos representativos pediatricos: el sistema de control de
instrumentos endoscépicos de INTUITIVE SURGICAL se ha
utilizado satisfactoriamente, entre otros, en los siguientes
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NOMBRE DEL FABRICANTE

DESCRIPCION DEL PROBLEMA

FUENTE

FECHA DE NOTIFICACION

RECOMENDACION:

procedimientos  quirdrgicos  pediatricos;e  pieloplastia,
reimplantaciéon uretrale colecistectomia, funduplicadura de
Nissene ligadura del anillo adrtico, ligadura patente del
conducto arterioso ¢ cierre de defectos septales.

Intuitive Surgical, Inc

El fabricante informa sobre el posible desprendimiento de
particulas pequefias provenientes del recubrimiento del tubo,
derivado de la fuerza aplicada sobre el instrumento que
puede ocasionar su desgaste y doblado, lo cual puede
conllevar a que se presenten potencialmente retrasos en los
tiempos quirdrgicos y eventos adversos para el paciente.

ANEXO 1

01 de Junio de 2015

En caso de identificar la existencia del producto mencionado anteriormente comuniquese con su proveedor
quien determinara las acciones que se llevaran a cabo.

Es importante mantener un estado de alerta, realizando un seguimiento permanente a los productos que se
fabrican y/o comercializan en el pais, divulgando la informacion de seguridad respectiva entre los
profesionales de la salud que realizan uso de estos recursos tecnolégicos.

Para mayor informacion comuniquese al teléfono 2948700 extension 3880 en Bogota, 0 al correo electrénico

tecnovigilancia@invima.gov.co
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ANEXO 1

www.ecri.org . Printed from Health Devices Alerts on Friday, June 12, 2015 Page 1

[High Priority ] - A24431 : Intuitive—5 mm Thoracic Graspers Used with da Vinci S and da Vinci Si

Surgical Systems: Contact/Abrasive Forces May Cause Damage to Main Tube Coating
Medical Device Ongoing Action

Published: Thursday, May 28, 2015

UMDNS Terms:
* Telemanipulation Systems, Surgical, Minimally Invasive [18600]

Product Identifier:
mm Thoracic Graspers used with the following da Vinci Surgical Systems: (1) 5, (2], 51 [Capital Equipment]
Thoracic Grasper Part Nos.: 420343-01, 420343%02 o ! apital Equipm

Geographic Regions: (Impact in additional regions has not been identified or ruled out at the time of thus posting), Belgium, Brazil, Canada, Chile,
Colombia, Denmark, France, Germany, India, The Netherlands, Panama, Singapore, South Korea, Switzerland, Taiwan, Turkey, UK., U5,

Manufacturer(s): Intutive Surgical Inc1266 Kifer Rd Bldg 101, Sunnyvale, CA 94086-5304, United States

Suggested Distribution: Cardiclegy/Cardiac Cathetenization Laboratory, Clinical Biomedical Engineering, OR/Surgery, Risk
Management/Continuous Cuality Imp%\emenl_ Materials Management o s e

Problem;

InaMay 21, 2015, Field Safety Notice Urgent Medical Device Recall letter submitted by ECRI Institute member hospitals, Intuitive states that
contact/abrasive forces applied to the main tube coating of the above thoracic aﬁﬂs may cause the damage to the main tube (for an image of damage to
the mam tube see Figure | m the Field Safety notice Urgent Medical Device Igc 1erter§ Intwtive also states that the force being applied can come
from a damaged (e.g , bent, abraded. note cannula or from contact with an adjacent instrument. Intwitive further states that if the main tube is
damaged dunng a procedure, fragments of the main tube coating may fall into the patient; however, the user may visually detect mstrument faihure exther
through the surgecn console or at the patient side dunng instrument exchanges. If ge is observed, the user would need to replace the

instruments, resulting in a minor delay in the procedure, and material that fell into the patient would need to be retrieved or removed through suction-
imgation. Infuitive states that the matenial that may fragment from the main tube of the above thoracic graspers meets the IS0-10993 biecompatibility
and mmplantability testing requirements and ifests no signs of toxicity. Infuitive also states that for thoracic and extracardiac surgenes, main tube
da.maﬁng'ith fragments ofmaﬁniamatmal falling into the surgeon's view could have a minor immediate health effect and a temporary delay in the

proce could occur while the fragment is retrieved and the mstrument replaced. For infracardiac ery, if a fragment falls into the patient during the
pracedure, it is likely to be seen because of the smaller operating space and the high confrast between k coating material and the light intracardiac
tissue and would be easily retrieved and the instrument replaced with only a bnef delay in the procedure. If a particle becomes enclosed within the heart,
the patient could be at risk for an embolic event such as a stroke. Intuitive further states that this high risk is mitizated by the Cardiac Surgical Standard
Operating Procedure of inspecting the atrum and valve before closing to ensure that no matenal of any kind is left behind. Intwitive states that it has
received no reports of patient injunes as a result of this problem. Infuitive also states that this problem affects only the above thoracic graspers; thoracic
graspers with part m 1 420343-03 are not affected. The manufacturer has not confirmed the information provided in the source material.

Action Needed:
Identify any affected product in your inventory. For the location of the part and version number on the instrument, see Figure 2 m the Field Safety
Notice Urzent Medical Device Recall letter . If vou have affected product, verify that you have received the May 21, 2013, Field Safety Notice Urgent
Medical Device Recall letter and Acknowledzment Form from Intuitive. Notify all relevant persormel at vour facility of the information in the letter. To
arrange for product retun and to obtain retum matenal authorizations (FMAs) contact the Intuitive customer service department using, the information
below. Upon receipx of affected product, Infuitive will provide your facility with new replacement thoracic graspers (part mmber 42(%4—3-03). To
determine the mumber of replacement instruments to ship to vour facility, Intuitive will determine the total combined mumber of remaining lives of all
instruments retumed and round the number of lives up to the nearest increment of 20 (i.e.. if a customer retumed 3 instruments with 13 lives each. the
total number of remaming lives 15 43. The 43 remamming lives would be rounded up to 60 Lives, and 3 thoracic mstruments, each with 20 lives, would be
tﬁsljp as T laremeuto;uslssmmeuts). Complete the Acknowledgment Form. and return it to Infuitive using the instractions on the form. Fetamn a copy of
e with your records.

For Further Information:

Intmitive local representative or Intuitive Surgical customer service department
North America and South America:

Tel.: (800) 876-1310 (select option 3). 6 am. to 5 p.m. Pacific time

Japan:

Ter.: (0120) 565633 or (03) 35751362, 9 am to 6 pm. Japan time

South Korea:

Tel.: (02) 32713200, 9 am. to 6 p.m. Korea time

Europe, Middle East, Africa, and Asia:

Tel.: FSO'D} 08212020 or 41 (21) 8212020, § am. to § p.m. Central European time
E-mail: jesiinfusurg com

Website: Click here

Comments:

# This alert is a living document and may be updated when ECEI Institate receives additional information. In circumstances in which we
determine that it is appropriate for customers to repeat their review of an issue (e.g., when additional affected product has been identified).
we “mcE:OSI a separate update alert. In other cases, we may add mformation, such as additional commentary. recommendations, and‘or
source documents, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide -

Source(s):

e 2015 May 27. Member Hospital. Intuitive letter submitted by ECFI Institute member hospitals: 2955842-05-07-2015-005-F. (includes reply
form) Download

£2015 ECRI Institute
5200 Butler Pike, Plymouth Meeting, PA 19462-1258, TUSA
¢ ba reproduced by subscribms mstituhon for internal distribution only.
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