Introduccion al retiro
del mercado de los
dispositivos medicos

Responsabilidades de la industria


Presenter
Presentation Notes
Hello, ( Reader introduces him/herself). 

This presentation is an overview of Industry Responsibilities and the FDA’s role in the recall process of a medical device. 
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responsabilidades en el retiro del mercado de un
dispositivo medico.

= Introduccion al retiro del mercado de los
dispositivos médicos

Elementos basicos de un retiro del mercado.
Determinacion e iniciacion del retiro del mercado de un
dispositivo médico.

Notificacion del retiro del mercado de un dispositivo
médico.

Responsabilidad de efectuar un retiro del mercado y
requisitos pertinentes.

Funcion de la FDA.


Presenter
Presentation Notes
The purpose of this presentation is to explain to Industry what their role and responsibilities are in a Medical Device Recall. 

	During this presentation I am going to discuss the basics of a recall, how to determine and initiate a medical device recall and how to report a medical device recall. I will also cover the responsibilities and requirements of the recalling firm and the FDA, and finally the FDA’s overall role in a medical device recall. 


¢Que es un retiro del mercado?

= La remocion o la correccion voluntarias de un producto
comercializado por una empresa que, segun la FDA, es una
infraccion de la Ley de Alimentos, Medicamentos y
Cosmeticos y contra el cual la FDA iniciaria una accion legal.

e Por ejemplo, decomiso.

s Una medida voluntaria tomada por una empresa cuando
determina que un dispositivo esta mal marcado o adulterado.

= Mal marcado significa, sin caracter limitativo, una
representacion falsa o enganosa.


Presenter
Presentation Notes
It is important to first define what a recall is. There is more than one definition of a recall because it can mean different things depending on the context of the situation. A recall is a firm’s removal or correction of a marketed product that the FDA considers to be in violation of the FD&C Act against which FDA would initiate legal action. It is also a voluntary action taken by a firm when they determine a device is misbranded or adulterated.



A device is misbranded when it is a false or misleading representation of a device.


¢, QuUE es un retiro del mercado?

Adulterado incluye, sin caracter limitativo, un dispositivo
que no cumple con la norma de desempeno establecida
conforme a la Seccion 514 de la Ley de Alimentos,
Medicamentos y Cosmeticos; un dispositivo gue no cumple
con ninguna norma reconocida dentro de la Seccion 514
(c); un dispositivo de la Clase Ill sin aprobacion
premercado; un dispositivo prohibido; un dispositivo que no
cumple con los requisitos aplicables con arreglo a las
Secciones 520(f)(1) o 520(f)(2); y un dispositivo al cual se
le ha concedido una exencion en virtud de la Seccion
520(g) para fines de investigacion y la persona a quien se
le ha concedido la exencion no cumple con los requisitos
estipulados.



Presenter
Presentation Notes
A device is adulterated when it does not meet the performance standard established under section 514 of the FD&C Act; a device that is not in conformance with any standard that is recognized under section 514 (c); a Class III device that does not have premarket approval; a banned device; a device that is not in conformance with applicable requirements under section 520(f)(1) or 520(f)(2); and if it is a device for which an exemption has been granted under section 520(g) for investigational use and the person granted the exemption fails to comply with the prescribed requirements.


¢Que es un retiro del mercado?

s Un método eficaz de remover o corregir los
productos reglamentados por la FDA que se
encuentran en el mercado.

m Otra opcion en lugar de la accion judicial interpuesta
por la FDA para retirar del mercado (decomisar) los
productos infractores o detener su importacion.

e Producto infractor: un producto que viola las leyes reglamentarias u
organicas aplicables en el ambito de un retiro del mercado.
Tipicamente, el retiro del mercado de dispositivos médicos ocurre
porque el dispositivo esta adulterado (8501) o mal marcado (8502 de
la Ley).



Presenter
Presentation Notes
A recall is also an effective method to remove or correct FDA regulated products from the market place. It is an alternative to an FDA initiated court action for removing violative products from the market or import detention. A violative product is a product that is in violation of the applicable regulatory and statutory laws in the scope of a recall. 

Now that we have defined and discussed what a recall is we can look at the process of how a medical device is recalled. 




¢Quien puede iniciar
un retiro del mercado
de un dispositivo
medico?


Presenter
Presentation Notes
So, who exactly has the authority to initiate a medical device recall? 


Iniciacion por la empresa

m Por su propia voluntad, la empresa
decide retirar el producto del mercado.

e empresa que anuncia el retiro del mercado:
es la que inicia un retiro del mercado o la
gue tiene la principal responsabilidad de la
fabricacion y la comercializacion del
producto que se pretende retirar.


Presenter
Presentation Notes
One way in which a medical device can be recalled is by the firm. The firm will, on its own volition, decide that one of their products is misbranded or adulterated and remove the product from the market. The firm that initiates a recall or completes the recalling of a product is recognized as the “recalling firm.” 


No esta seguro si se
trata del retiro del
mercado de un
dispositivo médico...


Presenter
Presentation Notes
It is not always clear if the situation at hand is regarded as a medical device recall. 


Como determinar si se trata del retiro del
mercado de un dispositivo médico

s ¢Cumple con los siguientes criterios?

e remocion: la confiscacion fisica (por la empresa que anuncia el
retiro, no por el gobierno) del lugar donde se usa o vende para
traslado a otro lugar para:

> Reparacion.
> Modificacion.
> Ajuste.

> Reetiquetado.
> Destruccion.
> Inspeccion.

e Unaremocion no es parte del mantenimiento programado
regularmente.


Presenter
Presentation Notes
The following criteria can help you determine if you have a medical device recall:



Start by asking, was there a removal or a physical confiscation, willingly by the recalling firm, from where it is used or sold, to some location for repair, modification, adjustment, relabeling, destruction or inspection. 

However, if these actions take place during a regularly scheduled maintenance, it would not be considered a Medical Device Recall. 


Como determinar si se trata del retiro del
mercado de un dispositivo médico

m ¢ Cumple con los siguientes criterios?
e Una correccion in situ.

> Reparacion.
> Modificacion.
> Ajuste.
> Reetiquetado.
> Destruccion.
> Inspeccion.
> Inclusion de monitorizacion de los pacientes.


Presenter
Presentation Notes
Or is it a correction that occurs without the physical removal from its point of use to some other location. A correction can include a repair, modification, adjustment, relabeling, destruction, inspection, or patient monitoring. 


Como determinar si se trata del retiro del
mercado de un dispositivo medico o NO

m Una medida de correccion o remocion NO es un
retiro del mercado:

o Retiro del mercado: |la remocion o la correccion por una empresa de
un producto distribuido sin ninguna infraccion o con una infraccion
leve que no estaria sujeta a accion legal por la FDA.

o Por ejemplo, practicas normales de rotacion de existencias, ajustes y
reparaciones ordinarios del equipo, etc.

o Recuperacion de existencias: |la remocion o la correccion por una
empresa de un producto que no se ha comercializado o que no ha
dejado el control directo de la empresa.

o Alerta de seguridad: notificacion enviada por las personas
responsables a los usuarios de un dispositivo a efectos de que el uso
de este ultimo, en determinadas circunstancias, puede acarrear un

dano grave.
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Presentation Notes
You must take careful note of a few actions that might seem like a medical device recall, but really are not.  

The first action is a market withdrawal. A market withdrawal is firm’s removal or correction of a distributed product which involves no violation or a minor violation that would not be subject to legal action by the FDA. 

	- examples of this are normal stock rotations practices, routine equipment adjustments and repairs, etc.

	The next action is known as a Stock Recovery. A Stock Recovery is a firm’s removal or correction of a product that has not been marketed or that has not left the direct control of the firm. 

	The last action is a Safety Alert. A Safety Alert is a notification by responsible persons to device users that the use of a device may, in certain circumstances, pose a risk of substantial harm. 

	Though these actions by a firm are recommended to care for the safety of medical device users, they are not usually considered Medical Device Recalls. 


¢Donde y que se debe
notificar?


Presenter
Presentation Notes
When a firm comes across a problem with one of its devices, what responsibilities to report and where should they report the information? 


Informes de correccion y remocion

m El Centro de Dispositivos y Salud Radiologica exige
gue las empresas sigan las disposiciones de |la Parte
806 del Titulo 21 del Codigo de Reglamentos
Federales para la notificacion del retiro del mercado
de los dispositivos médicos.

m Exige que una empresa informe cuando hay un
riesgo para la salud.

m Esta informacion debe notificarse a la Oficina
Distrital de la FDA correspondiente a la empresa.


Presenter
Presentation Notes
	The Code of Federal Regulations (CFR) is the codification of the general and permanent rules published in the Federal Register by the executive departments and agencies of the Federal Government. It is divided into 50 titles that represent broad areas subject to Federal regulation. Each volume of the CFR is updated once each calendar year and is issued on a quarterly basis.

	Under the CFR Title 21, Part 806, the Center for Devices and Radiological Health requires a firm to report promptly to the FDA District Office certain actions concerning Medical Device Recalls, where there is a risk to health, and to maintain records of all corrections and removals regardless of whether such corrections and removals are required to be reported to FDA.  


Recordatorio de las
responsabilidades de la empresa

e Presente un informe escrito de cualquier
correccion o remocion de un dispositivo en un
plazo de 10 dias habiles, que incluya lo
siguiente:

m El numero del informe de correccion o de
remocion.

m El nombre y la informacion de contacto del
fabricante, incluso de la persona de contacto.

m El nombre y la informacion de contacto de los
importadores.

m La marca comercial, la denominacion comuny
el uso previsto del dispositivo.
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Presentation Notes
It is important that the firm recognize certain responsibilities when initiating a recall. The firm must submit a written report of any correction or removal of a device within 10 working days to the FDA District Office. In that report they must include: 

-Correction or removal report number,

-Manufacturers name and contact information, including contact person,

-Importers name and contact information,

-And the Device brand name, common name, and intended use.


Recordatorio de las
responsabilidades de la empresa

m Estado de comercializacion, modelo del
dispositivo, catalogo, numero del codigo, nimero
del lote, numero de la serie, etc.

m Descripcion del suceso que origino el retiro del
mercado.

m Medidas de correccion o de remocion tomadas y
previstas.

m Cualquier enfermedad o lesion afin que haya
ocurrido con el uso del dispositivo.
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Presentation Notes
Firms must also include: 

-The marketing status, the device model, the catalog, the code number, the lot number, the serial number, 

- The description of event giving rise to recall.

-The corrective or removal actions that have been, and are expected to be taken.

- And any related illness or injuries that have occurred with the use of the device. 


Recordatorio de las responsabilidades
de la empresa

= El numero total y las fechas de los dispositivos fabricados y
distribuidos que estan sujetos al retiro del mercado,
incluidas la fecha de vencimiento o la duracion prevista.

= El nombre y la informacion de contacto de todos los
consignatarios nacionales y extranjeros y el numero de
dispositivos distribuidos a cada uno.

= Una copia de todas las comunicaciones referentes a la
correccion o a la remocion, incluso el nombre y Ia
informacion de contacto de todos los destinatarios de las
comunicaciones, entre ellas, la carta o la anotacion escrita
del retiro del mercado.


Presenter
Presentation Notes
The report should also contain the: 

- Total number and dates of devices manufactured and distributed that are subject to the recall, including the expiration date or expected life,

 Names and contact information of all domestic and foreign consignees and the number of devices distributed to each 

 And a copy of all communications regarding the correction or removal, including the name and contact information of all recipients of the communications, including recall letter or script.


Recordatorio de las
responsabilidades de la empresa

mEn caso de que no se disponga
inmediatamente de |la informacion
exigida, se debe presentar una
declaracion que indique por qué no
esta disponible y cuando lo estara.


Presenter
Presentation Notes
Lastly – In the event that the required information is not immediately available, it is the firm’s responsibility to submit a statement stating why the information is not available and when it will be. 


Politica de aplicacion de la ley
establecida por la FDA

De conformidad con la Parte 7 del Titulo 21 del Codigo de
Reglamentos Federales, la FDA recomienda gue la empresa
que anuncia el retiro del mercado notifigue la siguiente
informacion:

e |dentidad del producto.

e Razon y fecha en que se descubrio.

e Evaluacion del riesgo.

e Cantidad fabricada y distribuida.

e Informacion sobre distribucion para todos los consignatarios.
e Carta o anotacion de retiro del mercado.

» Estrategia de retiro del mercado.

= Informacion de contacto del funcionario de la empresa que
anuncia el retiro del mercado.


Presenter
Presentation Notes
Under 21 CFR Part 7, FDA provides guidance for manufacturers and distributors to follow with respect to a voluntary removal or correction of marketed violative products.  It is recommended that a recalling firm report the following information: Product Identity, Reason, Date Discovered, Risk Evaluation, Quantity manufactured and distributed, Distribution information for all consignees, Recall letter or script, Recall strategy and Recalling firm official’s contact information. 


consecuenclas adversas o
riesgo para la salud

Evaluacion de los peligros
para la salud


Presenter
Presentation Notes
When a firm has decided to conduct a recall, it needs to evaluate what kind of adverse consequences or risk to health could occur as a result of the medical device problem. They can do this by completing a Health Hazard Evaluation. 


Estrategia de una empresa

El curso de accion especifico planificado que se tomara para efectuar un
retiro del mercado, en el cual se aborda |la magnitud del retiro del
mercado, |la necesidad de advertencia al publico y la amplitud de las
operaciones de verificacion de |a eficacia de dicho retiro.

En una estrategia eficaz de retiro del mercado se tiene en cuenta lo
siguiente:

e |Los resultados de |la evaluacion del riesgo.
e |la facilidad de identificacion de los productos afectados.

e Elgrado en el cual |la deficiencia del producto es obvia para el
consumidor o el usuario.

e Elgrado en el cual el producto sigue sin utilizarse en el lugar de
mercado.

e |a continua disponibilidad de productos esenciales.


Presenter
Presentation Notes
When a firm is conducting a recall, a strategy should be devised in order to properly and efficiently complete the recall. The strategy should address the depth of recall, need for public warnings, and extent of effectiveness checks for the recall. 

	In order for the strategy to be effective it should take into account the results of the risk assessment and make identifying the affected product or products efficient. It should also take into account the degree to which the product’s deficiency is obvious to the consumer as well as the degree to which the product remains unused in the market place. Finally, continued availability of essential products to consumers should be considered. If a firm takes these details into account, they will have a successful strategy for conducting a recall. 


Comunicacion de una empresa con
respecto al retiro del mercado

s Una empresa que anuncia el retiro del mercado
tiene la siguiente responsabilidad ante sus
consignatarios o cualquier receptor, comprador o
usuario del producto retirado:

e Notificar sin demora a los titulares de sus cuentas
directas por medio de una comunicacion sobre el
retiro del mercado.

= Por ejemplo, mediante expedicion de comunicados de
prensa o suministro de instrucciones detalladas.


Presenter
Presentation Notes
For the safety of device users or consumers, communication is an important part of the medical device recall process. The firm has a responsibility to its consignees, anyone who received, purchased or used the product being recalled, to promptly notify its direct accounts via a recall communication. Typically, these communications come in the form of press releases or detailed instructions about the failure and risk of the medical device. 


Comunicacion de una empresa con
respecto al retiro del mercado

e Debe suministrar informacion para ayudar a los
usuarios a identificar el producto y tomar medidas
para reducir al minimo |las consecuencias para la
salud:

|dentificar el producto sujeto al retiro del mercado.
Explicar la razon del retiro del mercado y el peligro acarreado.
La distribucion o el uso adicionales deben cesar de inmediato.

Los titulares de las cuentas directas deben notificar a sus clientes
receptores del producto, cuando proceda.

Se deben incluir instrucciones referentes a lo que se debe hacer
con el producto.


Presenter
Presentation Notes


The purpose of the Recall Communication is to supply information to help users identify the product and take the necessary steps to minimize adverse health consequences. 

The recall communication should follow these guidelines:

-It should clearly identify that a product is subject to recall, being sure to list its size, lot numbers, serial numbers and any other pertinent descriptive information to enable accurate and immediate identification of the product

-It should concisely explain the reason for the recall and the hazard that’s involved

It should also convey that further distribution or use of any remaining product should cease immediately

 And where appropriate, direct accounts should notify customers who received the product 

-Also, the recall communication should provide specific instructions on what should be done with respect to the recalled products

- And finally, it should also provide a ready means for the recipient of the communication to report to the recalling firm whether it has any of the product, which can be accomplished by sending a postage-paid, self-addressed postcard or by allowing the recipient to place a collect call to the recalling firm.






=
Comunicacion de una empresa con

respecto al retiro del mercado

e La comunicacion sobre el retiro del mercado no
debe contener cualificaciones que no sean
pertinentes, materiales de promocion ni
ninguna otra declaracion gue le reste atencion
al mensaje.

e | 0s consignhatarios gue reciban una
comunicacion de retiro del mercado deben
cumplir con las instrucciones establecidas por
la empresa que anuncia el retiro y, cuando sea
necesario, ampliar ese retiro a sus
consignhatarios.


Presenter
Presentation Notes
Additionally, a recall communication should not contain irrelevant qualifications, promotional materials, or any other statement that may detract from the message.

And follow-up communications should be sent, where necessary, to those who fail to respond to the initial recall communication.






=
Comunicacion de una empresa con

respecto a un retiro del mercado

e Tomar medidas para gue no el problema no
vuelva a surgir.

e |Las llamadas telefonicas o cualquier otro
contacto personal deben confirmarse con una
comunicacion por escrito y documentarse de
forma apropiada.


Presenter
Presentation Notes
Proper communication from the firm helps prevent the problem from reoccurring. 

	If a firm uses telephone calls or other forms of communication, the personal contacts should be confirmed by a written communication such as a letter and/or documented in an appropriate manner. This will help the firm assure that they have contacted every consumer of their product and notified them of the recall. 


=
Estrategia de retiro del mercado

formulada por una empresa

m La estrategia de retiro del mercado también incluye
los elementos siguientes:

e Magnitud: nivel en la cadena de distribucion.

e Advertencia al publico: |a finalidad es alertar al publico a efectos de
que el producto objeto del retiro del mercado acarrea graves peligros

para la salud.

e Operaciones de verificacion de |a eficacia: permiten cerciorarse de
gue todos los consignatarios dentro de la magnitud del retiro del
mercado que se haya especificado han recibido notificacion y han

tomado medidas apropiadas.

m la estrategia de retiro del mercado especificara los métodos
gue deben emplearse para las operaciones de verificacion de
la eficacia que se realizaran y el nivel de las mismas.


Presenter
Presentation Notes
A firm’s recall strategy should also include, as said before, depth of the medical device or the level in the distribution chain, a public warning that alerts the public that the product being recalled presents a serious hazard to health and effectiveness checks that verifies all consignees at the recall depth specified have received notification and have take appropriate action. These elements of the recall strategy are to assure that notification(s) of the recall are conducted. 


Responsabilidades de
seguimiento de la empresa


Presenter
Presentation Notes
After identifying a medical device that needs to be recalled, developing a recall strategy and implementing proper communication, a firm has a few follow-up responsibilities that are equally important. 


Requisitos del sistema de gestion de la
calidad

m Las empresas tienen la responsabilidad de observar los
requisitos del sistema de gestion de la calidad que se
encuentran en las Partes 820.100 a 820.250 del Titulo 21 del
Codigo de Reglamentos Federales.

e Establecer y mantener procedimientos para poner en practica
medidas correctivas y preventivas.

m Esto ayudara a asegurar que se hagan todos los arreglos
correctivos en todas las unidades.

m En el siguiente enlace se puede obtener mas informacion:
www.fda.gov/Training/CDRHLearn/ucm162015.htm


Presenter
Presentation Notes
The firm is responsible for 21 CFR Part 820.100 thru 21 CFR 820.250. This is establishing and maintaining procedures for implementing corrective and preventative action. 

	This regulation will aid in ensuring that the necessary corrective fixes are made on all units. 

Additional information on the Quality System Requirements can be viewed on FDA’s website by going to the CDRH Learn page and selecting “Quality System Regulation 21 CFR Part 820 Basic Introduction.”


Elementos que es preciso considerar al retirar
del mercado un dispositivo médico

m ¢Reconoce cuando tiene en las manos una situacion de crisis
o de retiro del mercado?

s ¢Tiene su empresa la intencion de responder voluntariamente
a la situacion de crisis o de retiro del mercado sin
intervencion de la FDA?

m ¢Tiene su empresa un proceso establecido para contenery
controlar el riesgo?

m ¢Tiene usted suficientes politicas, procedimientos, empleados
y aptitudes para reducir el riesgo a niveles aceptables?

s ¢Puede usted identificar debidamente los productos
afectados, el problema y las causas de este ultimo?


Presenter
Presentation Notes
Here are some things to consider when recalling your medical device. 

Do you recognize when you have a crisis/recall situation on your hands?

Does your firm intend to voluntarily respond to the crisis/recall situation without FDA intervention?

Does your firm have in place a process to contain and control the risk?

Do you have sufficient policies, procedures, personnel and skills to bring the risk down to acceptable levels?

Can you properly identify the affected products, problem and the cause(s) of the problem?

	

If you answer no to any of these questions, then appropriate action must be taken if you are going to properly recall a medical device under FDA regulations. 


Elementos que es preciso considerar al retirar
del mercado un dispositivo médico

m Escasez y retiro del mercado del dispositivo:

e |3 escasez puede exigir una modificacion de la estrategia
de retiro del mercado a partir de la evaluacion del
beneficio frente al riesgo de remocion.

e \erificacion

m 1- Cambio de la magnitud del retiro del mercado o demora de este
ultimo.
m 2- Instrucciones detalladas y monitorizacion.

e Reevaluacion constante por el organismo pertinente.
e Determinacion de ese organismo.


Presenter
Presentation Notes
Another critical component to consider when conducting a medical device recall are device shortages.

If FDA does determine that there is a shortage, 

a firm’s recall strategy will have to be modified to incorporate the risk assessment of benefit versus risk of removal, and

Verification of the device shortage will be have to be made

By either changing or delaying the recall depth

And by providing detailed instructions and also monitoring the situation

FDA will continuously re-evaluate the situation to ensure that the necessary steps have been taken.


Informes de la situacion del
retiro del mercado

= La FDA solicita que las empresas que anuncian el
retiro presenten informes de la situacion del
retiro del mercado a su Oficina Distrital de la
FDA.

e Esto se hace para que el organismo pueda evaluar la
evolucion del retiro del mercado.

= La frecuencia de estos informes la determinara la
urgencia relativa del retiro del mercado, que sera
especificada por la FDA.

e Generalmente, entre 2 y 4 semanas.


Presenter
Presentation Notes
Another responsibility of the recalling firm is to submit a Status Report. The FDA requests that the firm submit recall status reports to their FDA District Office. This allows the agency to assess the progress of the recall. 

	The FDA will determine the frequency of these reports depending upon the urgency of the recall. The frequency is generally between 2 and 4 weeks. 


Informes de la situacion del
retiro del mercado

s Estos informes deben contener lo siguiente:

e El nUmero de consignatarios a quienes se
iInformo del retiro del mercado, junto con la
fecha y el metodo de notificacion.

e El nUmero de consignatarios gue respondieron
a la comunicacion sobre el retiro del mercado y
la cantidad de productos a mano en el
momento en que se recibio.

e El nUmero de consignatarios gue no
respondieron.


Presenter
Presentation Notes
The status report should contain: 

The number of consignees that were notified of the recall, along with the date and method of notification,

 The number of consignees that responded to the recall communication and quantity of products on hand at the time it was received, and

The number of consignees that were unresponsive.


Informes de la situacion del
retiro del mercado

e El nUmero de productos devueltos o corregidos
por cada consignatario y la cantidad de
productos contabilizados.

e El nUmero de operaciones de verificacion de la
eficacia realizadas y los resultados pertinentes.

e El cronograma estimado de finalizacion del
retiro del mercado.

s Estos informes se descontinuaran cuando
la FDA dé por terminado el retiro del
mercado.


Presenter
Presentation Notes
It should also include:



The number of products returned or corrected by each consignee contacted and the quantity of products accounted for,

The number and results of effectiveness checks that were conducted, and

The estimated time frames for completion of the recall.



Once a recall has been terminated by the FDA, recall status reports are to be discontinued.


Resumen de las responsabilidades de |la empresa
referentes al retiro del mercado

s Determinar la necesidad del retiro del mercado.
s Realizar una evaluacion del riesgo.

m Efectuar un analisis de la causa de origen, es decir,
llegar al fondo del problema.

= Notificar a la Oficina Distrital de la FDA.
m Ejecutar medidas apropiadas de retiro del mercado.
s Mejorar la calidad de los productos en el futuro.


Presenter
Presentation Notes
In summary, the firm’s responsibilities in a medical device recall are to:

-Determine the need for a recall, 

-Conduct a risk assessment,

-Conduct a root cause analysis to find the cause of the problem,

-Notify the FDA District Office, which includes submitting an 806 Report, 

-Execute the appropriate recall actions,

-And improve product quality for the future. 


Expectativas de la FDA

Una vez tomada la decision de retirar un
dispositivo del mercado, comuniguese con su
Coordinador Distrital de Retiro del Mercado.

Realice operaciones de verificacion de la eficacia
en un lapso de 5 a 7 dias de la expedicion de la
carta de retiro del mercado.

Prepare un cronograma de ejecucion para la
devolucion y correccion de los productos.

Presente oportunamente una recomendacion
sobre la terminacion.


Presenter
Presentation Notes
There are specific expectations that the FDA has for a recalling firm. The FDA expects the recalling firm to, as mentioned before, contact their District Recall Coordinator. 

The FDA also expects the firm to conduct effectiveness checks within 5-7 days of recall letter issuance and provide and keep a timeline of implementation for product returns and corrections. Lastly, FDA expects firms to submit their termination recommendation in a timely manner. 


Funcion de la FDA

Breve panorama general


Presenter
Presentation Notes
We have talked all about the process a Recalling firm must go through. Now lets briefly discuss the role of the FDA in a medical device recall. 


Clasificacion del retiro del
mercado

Clasificacion es la clase asignada por la FDA al
retiro, por ejemplo, retiro de la Clase |, la Clase Il
o la Clase Ill para indicar el grado relativo de
riesgo para la salud publica que acarrea el
producto objeto del retiro del mercado o
considerado para este ultimo.
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Presentation Notes
FDA has the responsibility of determining recall classification. We define classification as the recall class assigned by FDA, as either Class I, Class II, or Class III to indicate the relative degree of risk to public health of the product being recalled or considered for recall. 


Clasificacion del retiro del mercado

Retiro del mercado de la Clase I: Una situacion en la cual existe una
probabilidad razonable de que el uso de un producto infractor o la
exposicion al mismo cause graves consecuencias adversas para la salud

o la muerte.

e |a empresa que anuncia el retiro del mercado notifica a sus clientes
y los insta a notificar a los destinatarios previstos del dispositivo.

e |a notificacion suele llevar el nombre del dispositivo objeto del
retiro del mercado, los numeros de identificacion de lotes o series;
|la razon del retiro del mercado; una explicacion concisa del riesgo
acarreado; e instrucciones sobre la forma de corregir, evitar o
reducir al minimo el problema. También debe llevar un numero
telefonico en caso de que haya preguntas relacionadas con el retiro

del mercado.

e La empresa que anuncia el retiro del mercado expide un
comunicado de prensa para informarle al publico, si procede, con el
fin de reducir al minimo las consecuencias para la salud publica.
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Presentation Notes
A class I recall is a situation in which there is a reasonable probability that the use of, or exposure to, a violative product will cause serious adverse health consequences or death. 

The protocol for a class I recall is: 

-The recalling firm notifies its customers and directs them to notify the recipients of the device,  

-The notification usually contains the name of the device being recalled, identifying lot or serial numbers; the reason for the recall; explains concisely the risk involved; and instructions about how to correct, avoid, or minimize the problem.  It should also provide a telephone number for questions related to the recall, and

-The recalling firm issues a press release to notify the public, when appropriate, to minimize health consequences.

 


Ejemplo de retiro del mercado
de la Clase |

s Una situacion en la cual un cateter se
puede enrollar o romper durante el
uso y dejar restos dentro del
paciente, gue pueden causarle
lesiones graves o la muerte.
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Presentation Notes
An example of a class I recall would be a situation in which a catheter may kink or rupture during use leaving remnants behind in the patient that will cause serious patient injuries or death. 


Clasificacion del retiro del mercado

= Retiro del mercado de la Clase Il: Situacion en la cual el uso
de un producto infractor o la exposicion al mismo puede
causar consecuencias adversas para la salud provisionales o
clinicamente reversibles o cuando haya una remota
probabilidad de causar consecuencias adversas graves para la

salud.

e |La empresa que anuncia el retiro notifica a sus clientes y, a
veces, les pide que notifiquen a los destinatarios previstos
del dispositivo.

e Se emitiria un comunicado de prensa si hubiera una
necesidad particular de hacerlo.

m Por ejemplo, si el dispositivo pudiera afectar la salud de un gran
numero de personas, si los pacientes necesitan mas informacion o
Si la empresa que anuncia el retiro no hubiera podido comunicarse

con cada destinatario previsto.
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A class II Recall is defined as a situation in which use of, or exposure to, a violative product may cause temporary or medically reversible adverse health consequences or where the probability of serious adverse health consequences is remote.

	The protocol for a Class II recall is: 

-The recalling firm notifies its customers and sometimes asks them to notify the intended recipients of the device,

-A press release would be issued if there was a specific need to do so – for example, if the device could affect the health of a large number of people, if patients need more information, or if the recalling firm could not reach every intended recipient


Ejemplo de un retiro del
mercado de la Clase ||

Un defecto del envase en el cual se
ha comprometido la esterilidad que
pudiera causar contaminacion del
dispositivo medico y ocasionar
complicaciones a los pacientes.
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An example of a class II recall would be a package defect in which sterility has been compromised and could lead to contamination of the medical device and result in patient complications. 


Clasificacion del retiro del
mercado

m Retiro del mercado de la Clase Ill:

Situacion en la cual el uso de un producto
infractor y la exposicion al mismo no
tienen provabilidades de causar
consecuencias adversas para la salud.

e |a empresa que anuncia el retiro del mercado notifica a
sus clientes.

e En general, no se espera ningln comunicado de prensa.
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A Class III Recall is defined as a situation in which use of, or exposure to, a violative product is not likely to cause adverse health consequences.

The protocol for a class III recall mainly consists of the recalling firm notifying customers.  A press release is not usually expected.


=)
Ejemplo de retiro del mercado

de la Clase Il

» Un defecto del etiguetado gue consiste en
omitir la fecha de vencimiento de la
etigueta del producto.

= Un paguete mal etiguetado que contiene
un dispositivo médico particular de
determinado tamano, cuya etiqueta indica
otro tamano.
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An example of a class III recall would be a labeling defect where the expiration date does not appear on the product label. 

	Another example is a mislabeled package that contains one size of a particular medical device but is labeled as another size. 

	The firm would contact its customers to notify them that the labeling is incorrect on their packaging. 


La FDA también puede
Iniciar un retiro del
mercado de un
dispositivo médico
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Presentation Notes
In certain situations, the FDA can initiate a medical device recall 


Retiro del mercado de dispositivos
medicos iniciado por la FDA
s Solicitado por la FDA

1. Basado en riesgo de enfermedad, lesion o engano
grave a los consumidores.

2. La empresa es consciente del riesgo, pero no obra por
iniciativa propia.

3. Cuando sea necesario para proteger la salud y el
bienestar del publico.

s Ordenado por la FDA

e Parte 810.13 del Titulo 21 del Codigo de Reglamentos
Federales y Seccion 518e de la Ley de Alimentos,
Medicamentos y Cosméticos (la Ley).
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When the FDA initiates a medical device recall it can either be Requested or Ordered. 



	For a requested recall the FDA base their decision on risk of illness or injury or gross consumer deception. If the firm is aware of the risk but not acting on its own initiative or if the FDA finds it necessary to protect the public health and welfare they will also request a recall. 



	For a Mandatory Recall Order, the FDA follows 21 CFR Part 810.13 and 518e of the FD&C Act. These regulations state that, 

If a firm that receives a cease distribution and notification order does not request a regulatory hearing or submit a request for agency review of the order;

Or, if the Commissioner of Food and Drugs or the presiding officer denies a request for a hearing; 

Or, if after conducting a regulatory hearing under 810.11 or completing agency review of a cease distribution and notification order under 810.12, FDA determines that the order should be amended to require a recall of the device with respect to which the order was issued, FDA shall amend the order to require such a recall.



Simply put, if the firm does not follow the required protocol for a medical device recall and the FDA deems the product hazardous to the consumers health, and the firm is uncooperative then FDA has the authority to order a recall. 


¢ Qué puede hacer la FDA ante la renuencia de
una empresa a realizar un retiro del mercado?

m Realizar una evaluacion del riesgo para la salud. El CDRH tiene la
responsabilidad de evaluar el riesgo antes de conversar con la empresa.

m Discutir nuestra evaluacion del riesgo, personalmente o por teléfono.
m Expedir una notificacion publica.

m Realizar un retiro obligatorio del mercado/ordenado por la FDA (de la
Clase I, requisitos en caso de peligro para la salud (Seccion 518 (e) de la
Ley y Parte 810 del Titulo 21 del Codigo de Reglamentos Federales).

m Decomisar el producto.

m  Cumplir con una orden judicial. Incorporar una clausula de retiro del
mercado en el acuerdo de consentimiento.

m Poner ala empresa en alerta de importacion.
= Notificar a otros paises.
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There are certain things that the FDA can do when a firm is reluctant to conduct a recall. They can:

 Conduct a Health Risk Assessment – It is the Center of Devices and Radiological Health’s (CDRH’s) responsibility to evaluate the risk prior to discussion with the firm

Discuss our evaluation of risk – face to face or by phone 

Issue Public Notification 

FDA Ordered/Mandatory Recall (Class I Health Hazard/Requirements (518 (e) 21 CFR 810))

Seize product

Injunction – Recall clause in consent agreement

Place firm on Import alert

And notify foreign countries.


Repaso

La empresa responsable del dispositivo medico
Infractor debe Iniciar el retiro del mercado.

La empresa debe informar del retiro del mercado
a la Oficina Distrital de la FDA.

La empresa debe seguir el protocolo para
Informar debidamente a los consumidores sobre
el retiro del mercado.

La empresa debe presentar informes de situacion
actualizados.

Si es necesario, la FDA puede iniciar un retiro del
mercado, ya sea solicitado u ordenado.
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In review: 



The firm responsible for the violative medical device should initiate a recall.

Firm should report the recall to the FDA District Office. 

Firm should follow protocol to properly communicate the recall with consumers. 

Firm should submit up to date status reports.

If necessary the FDA can initiate a requested or ordered recall. 




Reglamentos/Referencias

Ley de Alimentos, Medicamentos y Cosmeticos (la Ley).

Parte 7 del Titulo 21 del Codigo de Reglamentos Federales
(Politica de aplicacion de la Ley).

Parte 806 del Titulo 21 del Codigo de Reglamentos Federales
(Informes obligatorios sobre medidas de correccion y
remocion), Partes 810 y 820.

Registro Federal (16 de junio de 1978), Parte 7.

Manual de procedimientos reglamentarios (RPM) (Capitulo 7).



Referencias

= Medical Technology Learning Institute’s
Recalls from A-Z: Regulations, Decisions,
Procedures, Best Practices (Noviembre de

2008)

s Checklist for Reports of Correction or
Removal 806.10(a)(1-13)

m FDA 101: Product Recalls, From First Alert
to Effectiveness Checks

e ( http://www.fda.gov/consumer )



http://www.fda.gov/consumer
http://www.fda.gov/consumer
http://www.fda.gov/consumer

Referencias

Retiro del mercado de dispositivos
medicos
www.fda.gov/MedicalDevices/Safety/Rec

allsCorrectionsRemovals/default.htm

Documentos de orientacion y sSitios
web del CDRH

(www.accessdata.fda.gov/scripts/cdrh/cfdocs/
cfRES/res.cfm)

y bases de datos.
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