invino TODOSPORUN
NUEVO PAIS

PAZ EQUIDAD EDUCACION

INFORME DE SEGURIDAD

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 un
Informe de Seguridad asociado a:

NOMBRE DEL DISPOSITIVO
MEDICO

NO. IDENTIFICACION RISARH

REFERENCIAS DEL DISPOSITIVO
MEDICO

REGISTRO SANITARIO

INDICACIONES Y USO
ESTABLECIDOS

NOMBRE DEL FABRICANTE

DESCRIPCION DEL PROBLEMA

FUENTE

FECHA DE NOTIFICACION

Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA

Carrera 10 N.°64/28
PBX: 2948700

Bogotd - Colombia
www.invima.gov.co

Sistemas de Maquinas Corazén — Pulmén SORIN

11612-569

Concerniente a las bombas de centrifugado referencias 60-00-60, 60-
00-50, 60-00-00, 164275, 164275X y 824043.

2009EBC-0004492

Los sistemas de maquinas corazon-pulmén, también denominadas
sistemas de circulacién extracorpérea 6 sistemas de perfusion, son
sistemas modulares de circulacion extracorpérea, que pueden
configurarse para controlar y monitorizar o supervisar la circulacién
sanguinea extracorpérea durante una perfusion cardio-pulmonar,
incluyendo entre otros: 1. supervision de la presion 2.indicador de
flujo 3.supervisién de la temperatura 4.cronémetro 5.supervisién de
nivel/supervision de burbujas de aire.

Sorin Group Deutschland Gmbh
Sorin Group S.A. S.R.L

El fabricante advierte que ha detectado la posibilidad que los
dispositivos referenciados presenten una desaceleracion brusca o el
blogueo del flujo sanguineo desde el cabezal de la bomba centrifuga
cuando son utlizados con el adaptador de Terumo Sarns,
conllevando a que se presenten posibles eventos adversos serios
sobre el paciente.
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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 informacion comuniquese al teléfono 2948700 extension 3880 en Bogota, 6 al correo electronico
tecnovigilancia@invima.gov.co
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[High Priority ] - HO342 : Terumo/Sorin— Terumo Sarns Centrifugal Pumps and Adapters with Sorin
Pump Drivers: User May Not Recognize Decoupling While Troubleshooting a Low-Flow Condition
during Heart-Lung Bypass Surgery [ECRI Exclusive Hazard Report]

Medical Device Hazard Report

Published: Wednesday, November 30, 2016

UMDNS Terms:
* Pumps. Extracorporeal Perfusion [13203]

Product Identifier:

Products: Product Nos.:
Sorin CP5 Centrifugal Pump 60-00

Systems 60

Sorin SCP Integrated 60-00-50, 60-00-00

Centrifugal Pump Systems

Terumo Disposable
Centrifugal Pumps 164275, 164275X

Terumo Sarns Centrifugal
Pump Adaprers 824043

[Capital Equipment, Consumable]

Geographic Regions: Worldwide

Manufacturer(s): Sorn Group USA Incl4401 W 65th Way, Arvada, CO 80004-3599, United States
Temumeo Cardiovascular Systems Corp8200 Jackson Fd, Ann Arbor, MI 48103, United States

Suggested Distribution: Clinical Biomedical Engineering, OF/Surgery. Perfusion

Problem:
1. ECFI Institute is aware of the clinical occurrence of abrupt slcmn.ng or stoppage of forward blood flow from the Terumo Sams
disposable centrifugal pump head when used with the Terumo Sarms adapter for the Sorin pump drivers during heart-lung bypass
procedures.

2. If a perfusicnist fnes to troubleshoot the flow problem by removing and then replacing the Terumo Sams pump head from the Terumo
Sarms adapter on the Sorin driver, the pump head may not magnetically couple with the Sorin driver, depending con the features and
settings of the driver. This may happen even if exchanging the Terumo Sams pump head with a new cne.

3. The failure in such a circumstance to madgn.etlcall}' couple and bleced can be insidious, is a sencusﬁiog}rﬂive complication, and
&:ﬂt be detected by the perfusionist during atfempts to restore forward flow. It is also likely that the Lockout safety feature
Sorin pump driver can contribute to the perfusionist not recognizing failure of the pump head to couple.
4. When forward flow ceases in the arterial line, blood can free flow by gravity back from the patient into the bypass circuit through the
nonfunctioning pump. unless the line is clamped.
5. If the problem is not rapidly detected and the arterial line is not clamped. the patient could experience exsanguination or an air embolism
{if air 15 entrained at the surgical site). resulting in permanent injury or death.

ECEI Recommendations:
Perfusionists
1. Feview and be fully familiar with the function of system safety features. If an adwverse event occurs, you might not have time to consider
how these features work and how they might impact troubleshooting efforts

2. Be cogl:u.zz.ut of andpenihunal status of the Sorin Low FPM Lockout feature when froubleshooting flow problems with the Terumo
adapter. Ift.'::.fump head is displaced or removed while the Low BEPM Lockout is engaged, disengage (ie..
Lcrw EPM Lockout ensure the pump drver speed is at ) FPM prior to replacing the pump d.

3. If forward blood flow in the arterial line slows or stops, first clamp the arterial line and then deactivate the Low EPM Lockout on the
Sorn pump driver before troubleshooting. If the cemn.ﬁg ller has become usled from the driver once the Low RPM
Lockout is disengaged. rotating the dnver speed control [y counterclockwise to zero EPMs allow the impeller to recouple.

4. Ensure that a manual (hand cranked) pump driver is always available for troubleshooting a centrifugal Em p flow problem. If an adapter
is being used to interface the pump dnver with an altemate vendor's centrifu ump head. recognize that a similar adapter will be
eed.efcmthecmespcmﬂjngmmmalp‘umpdnverlfﬂmpmnpheadlsbemg cranked.

5. Before using any similar centrifugal p ﬁ. adapter with the pump driver from another manufacturer, confirm with the drive umit
manufacturer that the adapter is compall
©2016 ECRI Institute
5200 Butler Pike. Plymouth Meeting. PA 19462-1288 USA
May be reproduced by subseribmg imstitufion for internal distibution only.
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Background:

1. The impeller in disposable centrifugal cally coupled to the pump drive motor. To ensure effective coupling, the base of
centrifingal pump head is designed to closely ﬁt a.\:lxigb?f;hguedwtﬁh the corresponding vendor's pump driver.

2. Terumo markets its Terumo Sams centrifugal pump adapter to enable use of its disposable centrifiugal pump head with the Sorin pump
drivers.

3. A review of FDA Manufacturer and User Device Experience (MATUDE) database finds that there have been reports of forward blood
ﬂaw ﬂuwug&m’ 5top§111ng during bypass surgeries when the Terumo Sams centrifugal pump and adapter were being used with the Sorin
vers.

4. When blood flows in the retrograde direction in the arterial line, because of the pump slowing or stopping, the patient’s blood can rapidly
drain unless the arterial line is clamped.

5. The Sorin pump drvers are equipped with a safety feature, active by default. known as Low FPM Lockout. It is intended to maintain a
mininmam pump speed sufficient to support the colummn of blood in fhe arterial line al:clllsu'event retrograde flow. When this feature is
engaged pump speed control knob can be tumed completely down (fully CCW)., the drver speed will automatically drop to the

Low RPM ]'_.u-c'ktmt speed (i.e.. betwreen 1000 and 2000 FPMs, based on adjustment).

6. When a pump head is displaced or removed from the adapter on the drive unit while it is rotating. the magnets of the pu.mp head get out
of retational synchronization with the adapter magnets. Subsequent reseating ofthe‘i:mp head with the pump driver ro ef may not
resulm m.]l-'?h.ug of the pump head magnets with the ad.a&_ltﬂ' Even when pu.mimnver is runming at the reduced speed of the

:PI Lockar the pump head 15 displaced from the pump driver (as might be done = troubleshooting) this can cause the
pump to ouple

=]

Centrifugal md&m@hﬂg is a very rare but recognized problem that has been reported with magnetically coupled impellers. When it
occurs, 1t is v accompanied by a loud buzzing m’ratﬂ.mg sound, alerhngaperﬁ.lsmmsts to the situation; however, E Institute’s
tests did not produce these sounds when the Terumo Sams pump head and pter were decoupled while connected to the rotating Sorin

pump driver.

8. If decoupling has occurred. rec es that the siomist press the Low BPM Lockout release key and then turn the
driver speed control knob to zero s t 15 essential that the pump be restarted from ZERO FPM because continued rotation of
driver motor at the mininmmm p |m.ped.e1mpe].ler recoupling. Once the pump is running at a satisfactory speed. the arterial
line clamp can be released to co fma.rd flow has been restored.

9. Pump heads and adapters from other vendors with the Sorin centrifugal pump drivers, could have a similar problem: howewver, this has
not been reported.

Manufacturer’s Perspectives or Comments:

& In a December 2013 customer letter, (before it was aware of the ific problem described in this article) Sorin wamed that use of
ommfugaltg:u:lp adapters (including the one from Terumo) with Sonn SCP and CP3 pumps can lead to erous sitnations. Sorin also
states that ternate vendor pump head could decouple and either stop rotating or rotate at a lower speed lea to insufficient flow for
the patient.

Comments:

e This alert is a living document and may be updated when ECRI Institute receives additional information In circumstances in which we
determune that it is appropriate for customers to repeat their review of an issue (e.g.. when additional affected product has been identified).
we W]lle;GSt a separate update alert. In other cases. we may add information. 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 2016 Sep 14. ECRI Institute
& 2016 Nowv 30. Sorn letter Download
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