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Instifuio Nacional de Vigilancia de Medicamenios y Alimentos.

El INVIMA informa a los usuarios en general que el Grupo
de Tecnovigilancia ha emitido una comunicacion
relacionada con un Informe de Seguridad asociado a:

NOMBRE DEL DISPOSITIVO MEDICO Cateter Intratecal Ascenda

NO. IDENTIFICACION RISARH 11408-318

REFERENCIAS DEL DISPOSITIVO
MEDICO

8781,8780,8784

REGISTRO SANITARIO

INDICACIONES Y USO
ESTABLECIDOS

2011DM-0008132

Se indica para uso cuando la terapia del paciente requiere la
infusién cornica de medicamentos. El sistema esta aprobado

para uso con: solucion estérii de clorhidrato de
morfina/sulfato de morfina libre de preservativos en el
tratamiento de dolor crénico intratable. Inyeccién intratecal de
baclofen en el manejo de espasticidad severa. Solucion
estéril de ziconotide libre de preservativos para el manejo de
dolor crénico severo. infusidn intravascular cronica de
floxuridine y metotrexate para el tratamiento de cancer
primario 0 metastasico (no para uso con el catéter intratecal
de ascenda)

NOMBRE DEL FABRICANTE Medtronic Neuromodulation

DESCRIPCION DEL PROBLEMA El fabricante informa que ha detectado que el componente
del anillo de retencién no cumple con las especificaciones de
fabricacion, conllevando a que se presenten potencialmente
eventos adversos sobre el paciente

FUENTE ANEXO 1

FECHA DE NOTIFICACION 01 de Agosto de 2014

RECOMENDACION:

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 tecnologicos.

Para mayor informacion comuniquese al teléfono 2948700 extension 3880 en Bogot4, 6 al correo electrénico
tecnovigilancia@invima.gov.co
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O PROSPERIDAD

Instiuio Nacional de Vigilancia de Medicamenios y Alimentos.
ANEXO 1
AZ22T16 01 - High Priority Medical Device Alert
Medical Device Medtronic—Ascenda Intrathecal Catheters and Ascenda
Ongoing Action Revision Kits: Retainer Ring May Not Meet Specification

Updated: Tuby 31,2014 Criteria

UMDMNS Terms: . .
» Catheters, Spinal Product ldentifier:

Intrathecal [18691]
Suggested Distribution: Bscenda Intrathecal Catheters: Model Nos.:
® Anecthesia
* IV Therapyw 56 cm Spinal Segment l=7a1
= hiatenals hMan it
* Meurology [B6E cm Spinal Segrment 8780
* O Surgery
* Pharmacy
Purmp 5 ent Revision Kits with
Su‘tufehffs“;‘ump Connector ke
Geographic Regions:
# Anctralia
: g;ﬂ_“ﬂ [Consumable]
 Corada Serial Nos. beginning with the following letter'mumber combinations: N458522,
« Chile MAKB524 N464 184, N464200, N4AG4206, NAG4254 NAGA2E5T,
* Colombia MN464253, N4AGA262, NA64263, NAGA264, NABA2T1, N464693,
:E':f:ﬁ MN4654703, N4B4T08, NAG4AT25, N4G4AT2T, N4AB4AT 30, N4B64 734,
o Gemmany MN4GATI6, NAGATIE, NAGATAZ2, NAGATAS, NABATED, N464T5E2,
* Irag MAGAB41, N464924, N4G4930, N4649395, N4AB4995, NAB5020,
* Lerael MN465033, N465063, N465065, N46507T3, N4A65082, N465033,
. ?"E’n M465091, MN465094, N465111, N465125, N465129, N465131,
+ Lebancn M465136, N465138, N465144, N465145, N4AG5146, N4651438,
 Maxico MN465150, N466065, NA66067T, NAG606T, NAGG06S, N466069,
* The Netherlands MNAGE07 1, N4660T2, NAGE0TE, NABE134, NABG 167, NABB1TT,
e N466196, N466201, N466240, N466244, N466259, N466289,
» Singapors MN466290, N466291, N4656306, N466368, N4A6G390, N466392,
* Soudh Africa MN466394, N466398, N46639g, N466631, N4AGG639, N466645,
. Eﬁﬁm MN466673, N4666TE, NA66T54, NAGET58, NAGGTE61, N466836,
v Swiczeriand MN4G6897T, N466901, N466902, N466911, N4GG914, N467103,
* UK US. MNAST109, N4A67 113, NA67 114, N4A6T116, NAGT 126, N467133,
* Urngnay MAST171, N4ET 180, NAGT 183, NAGT192, NABT 193, NAGT 194,
MNAGT 195, N4A6T7 197, NAG6T 198, NAG6T203, NAG6T204, N467206,
MAGT209, N467351, NAGT351, NAGT352, NAGT355, N46T356,
MAST3IET, N467395, NA6T399, NAGTA01, NAGTA02, N4GTAOT,
MN46TA444, NA6T451, NA6T453, NAGTA54, NAGTS563, N467563,
MN45TH70, N467E01, NAG7606, N467608, N4&7609, N467E611,
MNAETE12, NA6TE 14, NAGTE18, N4A6TE21, NAGTE26, N4682338,
MN468343, N468401, N468404, NAGB406, NAGBA0G6, NA6B443,
MN468494, N468500, N468507, N468510, N4AGB511, N468514,
M468516, N468519, N4G6G522, N4685T4, NAGB5E60, N468621,
MN4G68626, N468641, N469182, N4G9262, N4AGI332, N469360,
MN469360, N469388, N469420, N469422 NAG9425, N469431,
M469433, N469434, N469436, N469438, NAS3440, NAG9446,
MN469447T N469449, N469452 N469460, NAG9465, N469466,
M469469, N469474, N4694TE, N4G950T, N469511, N469530,
MN469533, N469549, N469579, N469583, N4AG9586, N4693538,
MNATO163, N4AT0197, N4T0234, N4AT0303, NATO307, N470401,
MNAT04038, NAT0414, NAT0A20, NATO424, NAT0453, NAT0459,
MNATO919, N4T0923, NATO929, N4AT0931, NATO931, N47T0934,
MNAT09338, N470940, NAT0941, NAT0951, NAT0953, NATO954,
—= 02012 ECRI Institate
r( ) R ] Institute 52040 Butler Pike, Plvmouth Mesting. PA 184621298, USA
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SaP
Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA g.v*}'f P
Carrera 68D N.217-11/21 5 %

PBY: 2948700 i :

; mliNet m
, ! 150 9001
Bogotd - Colombia
www.invima.gov.co Conne ancanies

GP 202-1 SCT341-1 CO-5C-7341-1

)

&
O

o
1 &

= ee'ﬂWD
Devyg,




'm/ir’ho (ERREPRRA

Instiuio Nacional de Vigilancia de Medicamenios y Alimentos.

wownarecri.ong « Printed fromm Health Devices Aleris on Friday, August 01, 2014 Page 2

MNAT1442 NAT1443, NAT 1446, NAT 1447, NAT 1448, NAT 1449,
MNAT1A6T, NAT1488, NAT 1490, NAT1490, N4AT1491, NAT1764,
MNAT1791, N4AT1840, NAT1853, N471856, N4T1860, N4T1863,
MNAT1864, NAT1865, NAT1866, N4AT1870, N4AT1871, N47T1875,
MNAT1860, NAT2310, NAT2326, NAT2333, NAT2336, NAT2342,
MNAT2345 NAT234T, NAT2B57, N472861, N4T2866, N4T2868,
MNAT2BT3, NAT28TH, NAT2E76, NAT2878, N4T2882, N4T2885,
MNAT2886, NAT2890, NAT72894, NAT2900, N4AT2905, N473140,
MNAT3I 144, NAT3148, NAT3154, NAT3156, NAT3176, N4AT3178,
MN473180, N4AT3202, N4AT3207, NAT3211, N4T3221, N4T3222,
MN473223, NAT3228, NAT3230, N473311, N473211, N4T3323,
MNATIZTT, NAT34017, NAT3426, N4AT3438, N4T3492, N4T3493,
MNAT3I069, NAT3ISI6, NATI999, NATA001, NATA005, N4AT4006,
MNATAQOOT, NATAD10, NATA018, NATA019, NATA023, NAT4027,
MNATA03T, NATAD3E, NATA04T, NAT4047, N4ATA421, N4ATA423,

N4T4427 N4T4431, N4T4433
Units distrituted batween May and Fuby 2014

Manufacturer:
» hadirome Newromodulaton 7000 Central Ave WNE. Fridley, M 553432, Unuited
States

Summary: This Alert provides additional information based on manufachwer
cmmdance and a July 2014 Urgent Field Safety Motice lettErpuGhedb\rﬂ:l.E TE.
Acocescon Mo, 822716 Addifronal mfmmahmlspmmi{hdmﬂnﬁaagmphlc
Fegmions field (see boldad infoomaation]).

Probbenn:

[Tuly 16, 2014]

Ina Fuly 11, 2014, Urgent Medical Device Femoval letter submatted by an ECRI
Institute member hospital, Medtromic states that the retamer nng component of the
above catheters does not meet the fm's specification crtena. Medtromic states that ot
has received no reports related to this problem: however, the fitm 15 imvestigating the
p-aﬁsih:l.'l:l.l} &mmmmddﬁtmhmnfﬁecmﬁmfhem or difficulty

m discormectng the catheter from the puinp duwing a revision procedure.

Action Needed:

The following achions are those listed m Alert Aceaccjon Mo APITIE Tdentyfy and
1solate any affected product m your mventory. If vou have affected product, venfy
that vou have recarved the July 11, 2014, Urgent BMedical Device Famoval letter and
reply form from Medtronic. A Medtronic representative will contact vour facility to
amramge for product retun. Mediromic does not recommend the remsoal of catheters
from patients; however, the firm does ecommend that vou moniter patients imoplanted
with affected product for symptoms associated with drug withdrawal Medhonic has
not completed all of the testing to acowately chamactenze potential fahoe modes
and'or potential frequencies of farhwes, 1f any. Medfvronic states that 1t will provide
amﬂmmmmhmﬂhmdmmﬁmnﬁ
becomes avallable. Complete the reply fonm, and rehom 1t to Medtronie using the
mformation on the form.

For Further Information:

Meadtrome local mepresentative
(01923) 212213

Meadtromc technical semvice department
Tel: 31 {45) 5668844

Website: Click hare

References:
- Great Buafaan. Medicaines and Healtheare Products Begulatory Agency.
MMedtromee Ine. Implants, active, infusion punmps, mmplantable catheater.
8780, B7TE], and 8784 [onhne]. Londen: Department of Health; 2014 Ful
24 [cited 2{!14 Jul 30]. (Field safety notice; reference no.

2012 ECEI Instrtute
r ( R I Insti [ | ] | L 5200 Butler Pike, Plymouth Mesting. PA 10262-1208, USA
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2014007016/ 121/004). Avalable from Intemet: Click here

Comment:

- Thus alert 1= a iving document and may be updated when ECRI Institute
recerves additonal mformaton In cooumstances m which we determane
that 1t 15 appropniate for customers fo epeat thewr review of an 1ssue (e g
when additional affected product has been 1dentified), we will post a
separate update alert. In other cases, we may add mformation, such as
additionzl comumentary, recommnendations, and/or sowee documents, to
the crignal alert. For additional information regarding the formuat of this
alait, refar to o HDA Format Gande

Source(s):
= 2014 Ful 30. MHFA FSHN. FAG2S

* 2014 Jul 30. MEFA FSM. 2014/007/016121004

2012 ECRI Instatate
r. (__‘_ R ] Inistitute 5200 Butler Pike, Phymouth Mesting, PA 10262-1208, TT5A
wdwardsare May be reproduced by subscribing instshution for internal distribation onky .
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