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NUEVO PAIS

PAZ EQUIDAD EDUCACION

ALERTA
DIRECCION DE DISPOSITIVOS MEDICOS Y OTRAS TECNOLOGIAS

El INVIMA informa a los usuarios en general que el Grupo de
Tecnovigilancia ha emitido una comunicacion relacionada con
una Alerta asociada a:

NOMBRE DEL DISPOSITIVO Equipo Hibrido PET-CT SIEMENS
MEDICO

NO. IDENTIFICACION RISARH A1703-108

REFERENCIAS DEL DISPOSITIVO mCT, mCT Flow.
MEDICO

REGISTRO SANITARIO 2008EBC-0002089

INDICACIONES Y USO Diseflado para oncologia de cuerpo completo, neurologia vy
ESTABLECIDOS examenes de cardiologia. Su uso debe ser realizado para determinar
diversas funciones metabdlicas (moleculares) y fisiolégicas del
cuerpo humano y permite visualizar estructuras anatémicas tras

convertir patrones de rayos X en imagenes visibles por computador.

NOMBRE DEL FABRICANTE Siemens Medical Solutions Usa, Inc.

DESCRIPCION DEL PROBLEMA El fabricante informa que ha detectado la posibilidad del aflojamiento
o la caida de la ventana del ldser de posicionamiento integrada a la
carcasa exterior del equipo, lo cual podria conllevar a que se
presenten potencialmente eventos adversos sobre los pacientes.

FUENTE ANEXO 1

FECHA DE NOTIFICACION 23 de Marzo de 2017

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 tecnolégicos.

Para mayor informacion comuniquese al teléfono 2948700 extensién 3880 en Bogot4, 6 al correo electronico

tecnovigilancia@invima.gov.co
1SO 9001 T
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ANEXO 1
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w_igh Priority ]| - A27894 : Siemens—Biograph mCT and mCT Flow PET/CT Systems: Light Marker
indows May Loosen and Expose Internal ponents

Medical Device Ongoing Action

Published: Morday, March 6, 2017

Last Updated: Thursday, March 2, 2017

UMDMNS Terms:
* Sranming Systems, Computed Tomography Positron Emdssion Tomezraphy [201861]

guduc:t I:?lentiﬁm: Biograph Positron Emission Tomegraphy (PET)Computed Tomography (CT) Systems: (1) mCT, (2) mCT Flow [Capital
L]

Geographic Regions: (Impact ind#160;specific regions has not been identified or roled out at the time of this posting), Worldwide
Manufacturer(s): Siemens Healthcare210 Innovation Dir., Enoxville T 37932-2562, Undted States
Suggested Distribution: Climcal Laboratory Pathology, Disgnostic Imaging, Informaten Technology, MNeurelozy

Problem: In a Customer Safety Advisory MNotice letter posted by the UE. Medicines and Healthcare Products Regulatory Agency (MEF_A) and the
Germean Federal Institute for Drugs and Medical Devices (BEATM), Siemens states that the light marker windows that ars used for the lasar
and imtegrated mto the front cover of the above systems may becoms loose and fall out. Siemens also states that the ganity's electrical or rotating pars
conld be exposed and cause electmic shock or hamm if someons touches the sad components. FDA's Center for Devices and Fadiological Health
(CDEH) states that Siemens initated a recall by Customer Safety Advisory Motice letter on December 13, 2016. The manufachmer has not confirmed the
information provided in the souwrce material

HAction Needed:

Identify and discontime wse of amy affected systems m your Secility. If you have affected systems, verify that yon have received the Customer Safety
Advisory Notice letter from Siemens. Contact your Siemens local customer service engineer to correct affected systems. Eeep the Safety Customer
Advisory Notice letter with the Biograph Operator's mannal Notify all relevant personns] at your facility of the information in the Safety Customer
Advisory Notice lester, forarard 2 copy of the letter to any facility to which yon have further distributed affected product, and notify Slemens of the
transfer. U5, customers should report adverse events or product quality problems relatng to the use of affected produoct to FDUA s MedWatch Adversa
Event Feporting program by telephone at (3000 332-1088; by fax at (300) 332-0178; by mail (using postage-paid FDA Form 3504, available hege ) at
Food and Adminiztration, HF-2, 5600 Fishers Lane, Rockville, MD 20852-0787; or online at the MadiWarch website .

For Forther Information:

Siemens

Africa Enrope, Middle East

Tel: 40 (0131) 9404000

Asia Australia
Tel: 86 (21) 38112121
Us.

Tel: (300) B88-7436
Websire: Click hega
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Comments:
® This alert is a Iving docoment and may be updsted when ECRI Instifute receives addifional information. In ciroomstances inwhich we
determine that it is appropriate for customers to repeat their review of an issue (2.2, when additional affected product has besn identified),

we will post 3 separate update alert. In other cases. we may add information, such as additional commentary, recommendations, sndor
spurce doomments, 1o the originsl alert. Pmadﬂmnalmfnmmmmwﬂmgﬂnﬂummnfmsalﬂtmfumww

Source(s):

2017 Feb 17. FOA CDRH Datshase. Class I Z-0892/1002-2017 Download

2017 Feb 17. MERA FSN. 2016/012/021/601/002 Dovnlosd

2017 Feb 17. MHRA FSN. Siemens letter posted by MERA, CAN 000-2016 Download
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