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Laringoscopio Optico AIRTRAQ

11705-166

Avant y SP

2010DM-0006816

El AIRTRAQ es un laringoscopio Gptico para ayudar a la introduccién
de un tubo endotraqueal a través de las cuerdas vocales de los
pacientes.

Prodol Meditec Limited

El fabricante informa que debido a que los dos modelos son muy
similares solo el Avant es compatible con resonancia magnética
(RM), por consiguiente instituciones que cuenten con los dos
modelos podrian utilizar el modelo SP en un entorno de RM siendo
atraido por el iman del resonador, lo anterior podria conducir a que se
presenten posibles eventos adversos sobre el paciente, el usuario y
dafios en el resonador.
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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 tecnoldgicos.

Para mayor informaciéon comuniquese al teléfono 2948700 extension 3880 en Bogoté, 6 al correo electronico
tecnovigilancia@invima.gov.co
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[Normal Priority ] - HO377 : Airtrag—SP and Avant Video Laryngoscopes: Similar Appearance of MR
Unsafe and MR Conditional Units Can Lead to MR Safety Problems [ECRI Exclusive Hazard Report]
Medical Device Hazard Report

Published: Friday. May 5. 2017
UMDNS Terms:
* Laryngoscopes. Rigid. Video [23532]
Product ldentifier:
Airtrag Video Laryngoscopes: (1) Avant, (2) 8P [Consumable]
Geographic Regions: Worldwide

Manufacturer(s): Prodol Meditec SAS Muelle T Olavarri, Guecho (Vizeaya). E-48930, Spain
Teleflex Medical3015 Carrington Mill Blvd, Morrisville, NC 27560, United States

Suggested Distribution: Anesthesia, Clinical/Biomedical Engineering. Critical Care, Emergency/Outpatient Services, OR/Surgery.
Pulmonclogy/Respiratory Therapy., Orolanngolo =V

Problem:

1. The Airtraq Avant and Airtraq SP video laryngoscopes look very similar; however, only the Avant can be used in a magnetic resonance
(MFE.) environment.

Hospitals with both Airtraq devices in their inventory may accidentally allow an Airtraq SP into the MR suite where it can be forcefully
dravm into the magnet, potentially leading to patient or staff injury and/or ME system damage and downtime.

=

Airtrag 5P (left) and Avant (vight) video laryngoscopes
ECRI Recommendations:
1. Determine if your facility has Adrtraq Avant and/or SP video laryngoscopes.

=]

If your facility has only Airtraq Avant larmgoscopes:
« No additional action is required.
3.  Ifvour facility has only Airtraq SP laryngoscopes:
¢ Promote awareness among relevant personnel that the Airtraq SP is not safe for use in the MR environment.
4. Ifyour facility has both Airtraq Avant and SP laryngescopes:

e Apply a label with the standard MR Conditional icon to Airtrag Avant video laryngoscopes intended for use in the MR
suite (e.g.. those stored on MRE-conditional carts).

o Promote awareness among relevant personnel that these devices are similar in appearance and that the Airtrag SP is not
safe for use in the MR, environment.

e Check all Airtraq video laryngoscopes in the MR suite and remove any Airtraq SP device.
5. Refer to Health Devices guidance articles on MR safety for additional information (see links in References below).
6.  Include this information in your MR safety training materials.

Background:
1. The Airtraq SP is a single-patient use device. It is not safe to use in an MR environment.
The Airtraq Avant has three components. The blade is single-patient nse. The optics and eyepiece can be re-nsed up to 50 times.

The Airtraq Avant is classified as MR Conditional meaning that it can be used in a magnetic field of up to 3 Tesla but mmst be kept
outside the 720 Gauss line.

4. The Airiraq Avant optics packaging clearly indicates that 1t is MR Conditional: however, that component 1s reusable and there are no ME.
Conditional markings on the device itself.

5. MR staff must be able to quickly identify amy device that is not safe. In this case the sinilarity between the MR Conditional device and
the MR Unsafe device mcreases the risk of an unsafe device being introduced to the MR zone IV

6.  Because Airiraq Sp is labeled for single patient nse. it would be impractical to label 1t MR Unsafe.

7. Amnything not labeled as either MR Safe or MR Conditional should be assumed to be ME. Unsafe (see Safety Labeling for the ME.
Environment in References below).

o

SO 9001

«» icontec

GP202-1 SC7341-1 CO-SC-7341-1

EL FORMATO IMPRESO, SIN DILIGENCIAR, ES UNA COPIA NO CONTROLADA
https://www.invima.gov.co



https://www.invima.gov.co/

. . | g TODOSPORUN
| NUEVO PAIS

PAZ EQUIDAD EDUCACION

INFORME DE SEGURIDAD
DIRECCION DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS

www.ecri.org . Printed from Health Devices Alerts on Monday, May 13, 2017 Page 2

References:

1. Safety Labeling for the MR Environment (Health Devices Guidance Article)
2 How to Use Equipment Safely in the MR Envirenment (Health Devices Guidance Article)
3. The MR Environment: Enowing the Risks (Health Devices Guidance Article)
Comments:
# This alert is a living document and may be updated when ECRI Institute recerves 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 will post a separate update alert. In other cases, we may add information, such as additional commentary, recommendations, and/or
source docnments, to the original alert. For additional information regarding the format of this alert, refer to our HDA Format Guide .

Source(s):
e 2017 May 4. ECEI Institute researched member report

Carrera 10 N.°64/28

PBX: 2948700 3] M
SO 9001

Bogotd - Colombia . t j

www.invima.gov.co 7, 73 & Icontec

GP202-1 SC7341-1 CO-SC-7341-1

EL FORMATO IMPRESO, SIN DILIGENCIAR, ES UNA COPIA NO CONTROLADA
https://www.invima.gov.co

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA SO 0% @



https://www.invima.gov.co/

