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Presenter
Presentation Notes
Hello, my name is Ken Millen, Lead Compliance Officer of the Division of Enforcement A, in the Office of Compliance at the Center for Devices and Radiological Health of FDA. 

This presentation is an overview of Industry Responsibilities with Medical Device Reports of Corrections and Removals. 


Reqguisitos de notificacion de
retiros del mercado

m Objetivo

m Examinar los requisitos para la
notificacion de cualquier correccion y
remocion de dispositivos medicos a la
FDA.



Presenter
Presentation Notes
The objective of this presentation is to explain to Industry what their responsibilities are for reporting medical device corrections and removals to FDA.


Indice

m Alcance de la Parte 806 del Titulo 21 del Codigo
de Reglamentos Federales.

m Cuando notificar.
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Presenter
Presentation Notes
During this presentation I am going to discuss the scope of Title 21 of the Code of Federal Regulations, Part 806, when to report corrections and removals, who must report corrections and removals, why reporting is required, what must be reported, how to report corrections and removals to FDA and I will discuss additional questions you may have regarding expansion of already reported recalls, liability, records and public disclosure of reports of corrections and removals. 


=
Requisitos de conformidad con la Parte 806

del Titulo 21 del Cédigo de Reglamentos
Federales

m Alcance, Parte 806.1, Titulo 21, Codigo

de Reglamentos Federales

m La Seccion 519(f) de la Ley Federal de Alimentos,
Medicamentos y Cosmeticos (la Ley) exige que los
fabricantes e importadores de dispositivos notifiquen
sin demora_(en un plazo de 10 dias habiles a
partir de la iniciacion) a la Administracion de
Alimentos y Medicamentos (FDA) ciertas medidas
referentes a la correccion y remocion de dispositivos
medicos,



Presenter
Presentation Notes
So what are you required to do under Title 21 of the Code of Federal Regulations, Part 806?  Section 519(f) of the Federal Food, Drug, and Cosmetic Act (the act) requires device manufacturers and importers to report promptly (within 10 working days of initiation) to the Food and Drug Administration (FDA) certain actions concerning device corrections and removals.  10 working days is defined as business days.


Requisitos de conformidad con la Parte 806
del Titulo 21 del Cédigo de Reglamentos
Federales

m Parte 806.1, Titulo 21, Codigo de

Redlamentos Federales (continuacion)

® YV mantengan documentacion de toda correccion y
remocion, independientemente de que se exija su
notificacion a la FDA.



Presenter
Presentation Notes
You are also required to maintain records of all corrections and removals regardless of whether such corrections and removals are required to be reported to FDA.


¢cuando tenemos gue notificar una
correccion o una remocion a la FDA?

m Parte 806.10(b), Titulo 21, Codigo de
Reglamentos Federales.

m El fabricante o importador presentara
cualquier informe exigido en un plazo de
10 dias habiles (de actividad comercial) a
partir de la iniciacion de esa correccion o
remocion.

EN UN PLAZO DE 10 DIAS HABILES


Presenter
Presentation Notes
You may ask, when are we required to report a correction or removal to FDA?  A manufacturer or importer shall submit any required report within 10-working (business) days of initiating such correction or removal.


cQuien debe notificar una
correccion o remocion a la FDA?

m Se exige gue todos los fabricantes e
Importadores notifiguen a la FDA
cualquier correccion o remocion.



Presenter
Presentation Notes
Who is required to report corrections and removals to FDA?  All Manufacturers and Importers are required to report corrections and removals to FDA.


cQuien debe notificar una
correccion o remocion a la FDA?

m Fabricante —

Cualquier persona gue fabrica, prepara, propaga,
compone, ensambla o procesa un dispositivo con
procedimientos quimicos, fisicos, biologicos o de
otra indole. El término incluye a cualquier persona
gue:

(1) Reempaca o, de otro modo, cambia el
envase, la envoltura o el etiguetado de un
dispositivo, con fines de su distribucion desde el
sitio original de fabricacion hasta el lugar donde
se encuentran la persona encargada de la
entrega o la venta definitiva y el usuario o
consumidor final; o


Presenter
Presentation Notes
So who does FDA consider a manufacturer under this part of the regulation?   A manufacturer is any person who manufactures, prepares, propagates, compounds, assembles, or processes a device by chemical, physical, biological, or other procedures. The term includes any person who repackages or otherwise changes the container, wrapper, or labeling of a device in furtherance of the distribution of the device from the original place of manufacture to the person who makes final delivery or sale to the ultimate user or consumer; or


cQuien debe notificar una
correccion o remocion a la FDA?

m Fabricante —

(2) Introduce especificaciones de los
dispositivos fabricados por otra empresa para
distribucion ulterior por la persona gue
Introdujo las especificaciones; o...


Presenter
Presentation Notes
A manufacturer could also be a firm that initiates specifications for devices that are manufactured by a second party for subsequent distribution by the person initiating the specifications


cQuien debe notificar una
correccion o remocion a la FDA?

m Fabricante —

(3) Fabrica componentes o accesorios gue
son dispositivos listos para el uso y
destinados a distribucion comercial y a
emplearse como tales, o procesados por
un profesional autorizado u otra persona
idonea para atender las necesidades de
un paciente determinado.
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Presenter
Presentation Notes
Or a manufacturer could be one who manufactures components or accessories which are devices that are ready to be used and are intended to be commercially distributed and are intended to be used as is, or are processed by a licensed practitioner or other qualified person to meet the needs of a particular patient 


cQuien debe notificar una
correccion o remocion a la FDA?

m Importador —

Para los fines de la Parte 806 del Titulo
21 del Codigo de Reglamentos
Federales, un importador es una
persona gque importa un dispositivo
medico a los Estados Unidos.
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Presenter
Presentation Notes
The definition of an importer under Title 21 of the Code of Federal Regulations, Part 806 is any person who imports a medical device into the United States.


cQuien debe notificar una
correccion o remocion a la FDA?

m Parte 806.10(a), Titulo 21, Codigo
de Reglamentos Federales.

m Cada fabricante o importador de
dispositivos presentara un informe escrito
a la oficina distrital de la FDA sobre
cualguier correccion o remocion de un
dispositivo SI es0S procesos se Iniciaron:
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Presenter
Presentation Notes
Each device manufacturer or importer shall submit a written report to your FDA district office of any correction or removal of a device initiated by such manufacturer or importer if the correction or removal was initiated for one of the following reasons:


cQuien debe notificar una
correccion o remocion a la FDA?

m Partes 806.10(a)(1) y
(a)(2), Titulo 21, Codigo de
Reglamentos Federales

1. Para reducir un riesgo para la salud
acarreado por el dispositivo; o

2. Para corregir una infraccion de la Ley
causada por el dispositivo, gue puede
acarrear un riesgo para la salud.

13


Presenter
Presentation Notes
[Chet – Basically Risk Level equals Class I or Class II]


cQue debemos incluir en el informe?

—

T . L S

El numero del informe de correccion o
remocion.

La informacion del fabricante o importador.
La identificacion del dispositivo.

El estado de comercializacion.

El modelo.

_a informacion del fabricante.

_a descripcion del acontecimiento.

_a enfermedad o lesion.
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Presenter
Presentation Notes
So what are you required to include in your report to FDA?  You are required to include the following elements: 

Report Number

Name of Manufacturer or Importer, which should include the firm's contact for correction or removal action

Device Identifcation

Marketing Status

Model

Manufacturer Information

Event Description

Illnesses or Injuries




c0Oueé debemos incluir en el informe?

_a cantidad.

_a fecha de fabricacion y distribucion.
_0S consignatarios.

_as comunicaciones.

10.Una declaracion en caso de que falte la
Informacion citada.

48
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Presenter
Presentation Notes
Quantities

Date of Manufacture and Distribution

Consignees

Communications

Statement if missing any above information


1. Numero del informe

m Parte 806.10(C)(1), Titulo 21,
Codigo de Reglamentos Federales

m El nUmero de registro, de siete digitos, de la entidad
responsable de la presentacion del informe de
medidas de correccion y remocion (si procede), el
mes, el dia y el ano de preparacion del informe y un
numero de secuencia (por ejemplo, 001 para el
primer informe, 002 para el segundo, 003 etc.) y la
designacion "C" o "R* del tipo de informe.
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Presenter
Presentation Notes
So we’ll now go through the elements of an 806 report in detail.  The first element is the report number.  The report number must consist of the seven digit registration number of the entity responsible for submission of the report of corrective or removal action (if applicable), the month, day, and year that the report is made, and a sequence number (i.e., 001 for the first report, 002 for the second report, 003 etc.), and the report type designation "C" or "R".




1. Numero del informe

m L0os numeros de los informes deben
tener el siguiente formato:

123456 7-MM/DD/AAAA-001-R

1\ J G s J\ )

Yo . \ Y
No. de registro FecNa No. de informe de C o R

C = Correccion
R = Remocion
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Presenter
Presentation Notes
This is what the report number should look like.  It must be in this format, first please list your 7 digit registration number, followed by a hyphen, then the date with the two digit month, two digit day and four digit year followed by a hyphen.  Then list the three digit number of the report followed by a hyphen and then the designator “C” or “R” depending on whether or not you are reporting a correction or a removal.


1. Numero del informe

m S| SU empresa no tiene un numero
de registro, ingrese siete ceros en
lugar del numero de registro, de
la manera siguiente:

0000000-MM/DD/AAAA-001-R
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Presenter
Presentation Notes
If your firm does not have a Registration Number, enter seven zeros in place of the Registration Number, like this


1. Numero del informe

m Si SU empresa presenta mas de un informe a
la FDA, cambie el numero del informe para
Indicar cuantos informes ha presentado, de
la manera siguiente:

Remocion 1 — 1234567-MM/DD/AAAA-001-R.

Remaocion 2 — 1234567-MM/DD/AAAA-002-R.

Correccion 1 — 1234567-MM/DD/AAAA-001-C.
Correccion 2 — 1234567-MM/DD/AAAA-002-C.
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Presenter
Presentation Notes
If your firm submits more than one report to FDA, change the report number to reflect how many reports have been submitted, like this.  The three digit report number should be sequential.  For example, the first correction report submitted on June 1, 1997, will appear as follow for a firm with the registration number 1234567: 1234567-6/1/97-001-C.  The second correction report number submitted by the same firm on July 1, 1997, would be 1234567-7/1/97-002-C, etc. 


2. Informacion sobre el
fabricante o el importador

m Parte 806.10(C)(2), Titulo 21,
Codigo de los Estados Unidos

m El informe debe contener el nombre, la direccion y el
numero de telefono del fabricante o del importador, y
el nombre, el cargo, la direccion y el numero de
teléfono del representante del fabricante o del
Importador encargado de la correccion o remocion del
dispositivo.

20


Presenter
Presentation Notes
The second required element of your report is the manufacturer or importer information, including the firm’s contact for the correction or removal action.  The report should contain the name, address, and telephone number of the manufacturer or importer, and the name, title, address, and telephone number of the manufacturer or importer representative responsible for conducting the device correction or removal. 


2. Informacion sobre el

fabricante o Importador

m Debe presentarse asi:
Device Manufacturer, Inc.
123 Main St
Anytown, CA 90210
(949) 555-1212

Representante de |la empresa:
Jane Smith, Cargo

123 Main St

Anytown, CA 90210

(949) 555-1212 x 123
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Presenter
Presentation Notes
The address of the manufacturer or importer along with the address of the representative should be listed in this format


3. ldentificacion del dispositivo

m Parte 806.10(C)(3), Titulo 21,
Codigo de Reglamentos Federales

m La marca comercial y la denominacion
comun, el nombre de clasificacion o el
nombre habitual del dispositivo y su uso
previsto.
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Presenter
Presentation Notes
The third required element of your report is the brand name and the common name, classification name, or usual name of the device as well as the intended use of the device. 


3. ldentificacion del dispositivo

m Asignele un nombre muy especifico al
dispositivo.

No se acepta lo siguiente:
Nombre del dispositivo:
Bomba, blanca.

Se acepta lo siguiente:
Nombre del dispositivo: Bomba Dandy XYZ.
Bomba de infusion implantada, programable.
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Presenter
Presentation Notes
Remember to be very specific with the device name.  For example, this is not acceptable, Name of Device: Pump, White.  A description like this would be more acceptable Name of Device: XYZ Dandy Pump; Pump, Infusion, Implanted, Programmable.


3. ldentificacion del dispositivo

m Asignele un uso previsto muy especifico.
Indique el uso previsto autorizado/
aprobado por la FDA.

No se acepta lo siguiente:
Bombea liquido.

Se acepta lo siguiente:

Uso previsto para el tratamiento parenteral,
enteral y epidural y la administracion de
sangre entera y hemoderivados.
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Presenter
Presentation Notes
Please also be very specific with the Intended Use of the device.  Make sure to reflect the FDA cleared/approved Intended Use.  For example, this is not an acceptable intended use for an infusion pump: Pumps fluid.  This would be more acceptable: Intended for use in parenteral, enteral, and epidural therapies and the administration of whole blood and blood products.  A detailed description of the device is essential to your report.


4. Estado de comercializacion
del dispositivo

m Parte 806.10(C)(4), Titulo 21, Codigo

de Reglamentos Federales.

m En el informe se debe indicar el estado de
comercializacion del dispositivo, es decir, cualguier
numero aplicable de notificacion premercado, el
numero de aprobacion premercado o una indicacion
de que el dispositivo se rige por el reglamento
anterior a las enmiendas y el numero de listado del
dispositivo.

Por ejemplo:
510(k) #: K111234.
PMA #: P111234.

25


Presenter
Presentation Notes
The fourth required element of your report is the marketing status.  The report should contain the marketing status of the device, i.e., any applicable premarket notification number, premarket approval number, or indication that the device is a pre-amendments device, and the device listing number.  Please list the full, correct 510(k) or PMA number.


5. Modelo

m Parte 806.10(C)(5), Titulo 21,
Codigo de Reglamentos Federales

m El iInforme debe contener el modelo, el
catalogo o el numero del dispositivo y el
numero de lote o de serie de fabricacion

U otro numero de identificacion del
dispositivo.
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Presenter
Presentation Notes
The fifth required element of your report is the model.  The report should contain the model, catalog, or code number of the device and the manufacturing lot or serial number of the device or other identification number. 


6. Nombre del fabricante

m Parte 806.10(C)(6), Titulo 21,
Codigo de Reglamentos Federales

B El informe debe contener el nombre, la direccion, el
numero de telefono y la persona de contacto del
fabricante, si es diferente del de la persona que
presenta el informe.

Por ejemplo, una empresa puede estar fabricando en
un sitio distinto del que notifica a la FDA. Aclare en el
iInforme quién anuncia el retiro del mercado y quién
es el fabricante.
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Presenter
Presentation Notes
The sixth required element of your report is the manufacturer’s name.  The report should contain the manufacturer's name, address, telephone number, and contact person if different from that of the person submitting the report.  

For example, a firm may be manufacturing at a different site than the site reporting to FDA.  Make it clear in the report who is recalling and who is manufacturing.


6. Nombre del fabricante

Por ejemplo:

Empresa gue anuncia el retiro del mercado
Device Recaller, Inc

123 Main St

Anytown, CA 90210

(949) 555-1212

Fabricante

Device Manufacturer, Inc
123 Stone Ave
Devicetown, FL 33756
(800) 555-1212

28


Presenter
Presentation Notes
If the recalling firm differs from the manufacturer, please list firms in this format.


/. Descripcion del acontecimiento

m Parte 806.10(C)(7), Titulo 21,
Codigo de Reglamentos Federales

m El informe debe contener una descripcion de los
acontecimientos que generaron la informacion
notificada y las medidas de correccion o remocion
gue se han tomado y se espera tomar.

m Incluya tanta informacion pertinente como sea

posible e indique con claridad que se ha hecho y que
se hara.
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Presenter
Presentation Notes
The seventh required element of your report is the event description.  The report should contain a description of the event(s) giving rise to the information reported and the corrective or removal actions that have been, and are expected to be taken.

Please be sure to include as much relevant information as possible, be clear in terms of what has been done as well as what will be done.  Please consult Title 21 of the Code of Federal Regulations, Part 7 for further guidance.


8. Enfermedad o lesion

m Parte 806.10(C)(8), Titulo 21,
Codigo de Reglamentos Federales

m El informe debe contener informacion
sobre cualquier enfermedad o lesion
relacionada con el uso del dispositivo. Si
procede, senale cualquier informe sobre
dispositivos médicos (MDR) presentado a
la FDA con respecto a esas enfermedades
0 lesiones.
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Presenter
Presentation Notes
The eighth required element of your report is regarding any illnesses or injuries associated with the use of the device. If applicable, identify any medical device reports (MDRs) submitted to FDA. 


O. Cantidad de dispositivos

m Parte 806.10(C)(9), Titulo 21,
Codigo de Reglamentos Federales

m El nimero total de dispositivos fabricados
o distribuidos que esta sujeto a
correccion o remocion y_el numero en el
mismo conjunto, lote o unidad de
produccion equivalente sujeto a
correccion o remocion.
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Presenter
Presentation Notes
The ninth required element of your report is concerning the quantity of the devices affected.  Your report should include the total number of devices manufactured or distributed subject to the correction or removal and the number in the same batch, lot, or equivalent unit of production subject to the correction or removal.


O. Cantidad de dispositivos

Por ejemplo:

Cantidad total fabricada: 1.000 bombas.
_ote 1 — 250

_ote 2 — 250

_ote 3 — 250

_ote 4 — 250

Sirvase incluir tambien el numero distribuido:

Cantidad total distribuida: Lotes 1 y 2 = 500
bombas.

32


Presenter
Presentation Notes
For example, let’s say there are 1000 devices affected by the correction or removal.   Please list the quantity of devices manufactured by lot number, as well as the total quantity of devices distributed by lot number.


10. Fecha de fabricacidon o
distribucion
m Parte 806.10(C)(10), Titulo 21, Codigo

de Reglamentos Federales.

m El informe debe contener la fecha de fabricacion o
distribucion y la fecha de vencimiento o el periodo
previsto de duracion del dispositivo.

Por ejemplo:

Fabricado: 01/01/2013 — 01/04/2013

Fecha de vencimiento: 4 anos contados a partir de
la fecha de fabricacion.

Sie)


Presenter
Presentation Notes
The tenth required element of your report is the date of manufacture or distribution.  The report should contain the date of manufacture or distribution and the device's expiration date or expected life.  For example, Manufactured January 1, 2013 through April 4, 2013 with an expiration date of 4 years from the date of manufacture.


11. Consignhatarios

m Parte 806.10(C)(11), Titulo 21,
Codigo de Reglamentos Federales

m Su informe debe contener el nombre, la direccion y el
numero de telefono de todos los consignatarios
nacionales y extranjeros del dispositivo y la fecha y el
numero de dispositivos distribuidos a cada
consignatario.

NOTA: Estos datos deben ser precisos puesto que la FDA puede
comunicarse con esos consignatarios para determinar la eficacia
del retiro del mercado.
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Presentation Notes
The eleventh required element of your report is a listing of consignees.  Your report should contain the names, addresses, and telephone numbers of all domestic and foreign consignees of the device and the dates and number of devices distributed to each such consignee.  Please note, this data should be accurate since FDA may contact these consignees to determine your recall effectiveness. 


12. Comunicaciones

m Parte 806.10(C)(12), Titulo 21, Codigo

de Reglamentos Federales

m Su Informe debe contener una copia de todas las
comunicaciones referentes a correccion o remocion y
el nombre y la direccion de todos los destinatarios de
las comunicaciones gue no se hayan enviado de
conformidad con el parrafo (c)(11) de esta seccion.

NOTA: Si el retiro del mercado puede ser de la Clase I,
comuniquese con el Coordinador Distrital de Retiros del Mercado
de la FDA lo mas pronto posible para presentar su informe y
estrategia o carta de notificacion a los clientes.
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Presentation Notes
The twelfth required element of your report is to include your firm’s communications.  Your report should contain a copy of all communications regarding the correction or removal and the names and addresses of all recipients of the communications not provided in accordance with paragraph (c)(11) of this section of Title 21 of the Code of Federal Regulations, Part 806.10.  Please note that if the recall is potentially a Class I Recall, contact FDA as soon as possible providing your report and customer notification strategy/letter.


13. ¢ Falta informacion?

m Parte 806.10(C)(13), Titulo 21, Codigo

de Reglamentos Federales

m SI no se dispone inmediatamente de alguna parte de
la iInformacion exigida, debe presentar una
declaracion a la FDA en la cual indique la razon por la
cual no esta disponible y cuando la presentara.

NOTA: La FDA toma los retiros del mercado muy en Serio y se
comunicara con las empresas que presenten informacion
Incompleta y puede tomar medidas reglamentarias contra la
empresa si lo estima necesario. Esas medidas pueden incluir
cartas de advertencia, cartas sin titulo, multas monetarias
civiles, etc.
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Presentation Notes
So what if you do not have all required information within 10 working days of initiating the correction or removal?  If any required information is not immediately available, you should provide a statement to FDA as to why it is not available and when it will be submitted. 

 

Please note that FDA takes recalls very seriously and will follow up with firms submitting incomplete information; possibly taking Regulatory Actions against the firm if necessary.  These actions may include Warning Letters, Untitled Letters, Civil Money Penalties, etc.  FDA has issued Warning Letters for failure to submit reports required under 806.10 and keep records required under 806.20 .




Requisitos conforme a la Parte 806,
Titulo 21, Codigo de Reglamentos
Federales

m Parte 806.10(f), Titulo 21, Codigo
de Reglamentos Federales

m NO se exige ningun informe de correccion ni remocion
de conformidad con esta parte, si un informe de la
correccion o remocion se requiere y se ha presentado
en virtud de la Parte 803 (notificacion sobre
dispositivos médicos) o de la Parte 1004 (recompra,
reparaciones o reemplazo de productos electronicos).
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Presenter
Presentation Notes
No report of correction or removal is required under this part, if a report of the correction or removal is required and has been submitted under parts 803 – Medical Device Reporting or 1004 – Repurchase, Repairs, or Replacement of Electronic Products.


¢ Como notificamos una correccion
O remocion a la FDA?

m Parte 7.46, Titulo 21, Codigo de Reglamentos

Federales

m Se le solicita informar cualquier correccion o remocion a su
Coordinador Distrital de Retiros del Mercado de la FDA lo mas
pronto posible.

Parte 806.10(b), Titulo 21, Codigo de

Reglamentos Federales

m Recuerde que debe presentar un informe en un plazo de 10 dias
habiles despues de iniciar dicha correccion o remocion.

m Puede buscar a su coordinador de retiros del
mercado aqui:

www.fda.gov/
Safety/Recalls/ IndustryGuidance/ucm129334.htm
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Presentation Notes
So how do you report a correction or removal to FDA?  You are requested to report correction or removals to your FDA District Recall Coordinator as soon as possible.  And remember, you are required to report within 10 working  days after initiating such correction or removal.  You may navigate to the link here to find your local FDA district recall coordinator.  Changed from business days. 


Incumplimiento

m Seccion 502.(t) (Parte 352, Titulo 21, Codigo de
los Estados Unidos)

m Un dispositivo se considerara mal marcado—

m S| se trata de un dispositivo y hubo:

= Incumplimiento o rechazo del cumplimiento de algun
requisito prescrito en la Seccion 518 — [Notificacion];

m Incumplimiento o rechazo del cumplimiento con el
suministro de algun material o informacion exigidos de
conformidad con la seccion 519 — [Regla general sobre
documentacion e informes sobre dispositivos] — o

m Incumplimiento o rechazo del cumplimiento de algun
requisito establecido en la seccion 522 — [Vigilancia
posmercado].
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Presentation Notes
Also remember that failure to comply could result in your device being considered as misbranded.  Per the Food, Drug & Cosmetic Act, Section 502(t), a device shall be deemed to be misbranded – if it is a device and there was a failure or refusal to comply with any requirement prescribed under section 518 – Notification –, to furnish any material or information required by or under section 519 – General Rule of Records and Reports on Devices –, or to comply with a requirement under section 522 – Postmarket Surveillance.


Otros asuntos

m Ampliacion de la correccion o la
remocion.

m Responsabilidad civil.
m Documentacion.
m Divulgacion al publico.
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Presentation Notes
Now that we have covered the who, what, when, where, and how of reporting corrections and removals to the FDA, let’s discuss some additional concerns you may have… Expansion or correction or removal, Liability, Records, and Public Disclosure of corrections and removal reports.


¢,Que sucede si ampliamos la
correccion o remocion?

m Si despues de presentar un informe de
conformidad con esta parte un fabricante
0 Importador determina que deberia
ampliarse la misma correccion o remocion
para Incluir otros lotes o conjuntos del
MISMO dISPOSITIVO ...........cvvvvnvineirenens.
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Presentation Notes
So what about a case in which you need to report an expansion of an already reported correction or removal?  If, after submitting a report under this part, a manufacturer or importer determines that the same correction or removal should be extended to additional lots or batches of the same device…………………………..


¢,Qué sucede si ampliamos la
correccion o remocion?

.................... el fabricante o importador,
dentro de un plazo de 10 dias habiles de

haber iniciado la extension de la
correccion o remocion, presentara una
enmienda del informe en la que debera
citar el numero del informe original.
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………………..the manufacturer or importer shall within 10-working (business) days of initiating the extension of the correction or removal, amend the report by submitting an amendment citing the original report number. 


=
¢,Qué sucede si ampliamos la

correccion o remocion?

m  Su Informe de la ampliacion del retiro
original del mercado debe contener lo
siguiente:

1. El numero del informe original.

2. Toda la informacion de contacto del fabricante o
Importador, como lo exige la Parte 806.10(c)(2)
del Titulo 21 del Codigo de Reglamentos
Federales.

3. Cualauier otra informacion que difiera del
Informe original.
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Your report for the expansion of the original recall should contain the original report number, all contact information for the manufacturer or importer as required under 21 CFR 806.10(c)(2) and any other information that differs from the original report.


¢, Reconocemos gue existe
responsabilidad civil?

m Un informe presentado por un fabricante o
Importador de conformidad con esta seccion (y
cualquier divulgacion de ese informe o de esa
iInformacion por la FDA) no indica
necesariamente que el fabricante, el importador
o la FDA hayan llegado a la conclusion de que el
iInforme o la informacion constituyen una
declaracion de que el dispositivo causo o
contribuyo a causar una muerte o una lesion
grave.
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So are you admitting liability by submitting a correction or removal report to FDA?  A report submitted by a manufacturer or importer under this section (and any release by FDA of that report or information) does not necessarily reflect a conclusion by the manufacturer, importer, or FDA that the report or information constitutes an admission that the device caused or contributed to a death or serious injury. 


¢, Reconocemos gue existe
responsabilidad civil?

m Un fabricante o importador no necesitan
reconocer (y pueden negar) que el
Informe o la informacion presentados de
conformidad con esta seccion constituyen
una declaracion de gue el dispositivo
causo o contribuyo a causar una muerte o
una lesion grave.
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A manufacturer or importer need not admit, and may deny, that the report or information submitted under this section constitutes an admission that the device caused or contributed to a death or serious injury. 


Exenciones de los requisitos de la
Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m Parte 806.1, Titulo 21, Codigo de
Reglamentos Federales
(continuacion)

m Hay ciertas medidas que estan
exentas de los requisitos de

notificacion de conformidad con la
Parte 8006.
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So are there actions that you don’t have to report to FDA?  Yes, there are certain actions which are exempt from the Reporting requirements under 806.


= : ..
Exenciones de los requisitos de la

Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m Exenciones

1. Cambios que mejoren la calidad pero
gue no reduzcan un riesgo para la salud
ni corrijan una infraccion.

2. Retiros [condicionales] del mercado.
. Mantenimiento ordinario.
4. Recuperacion de existencias.

w
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The exemptions include changes which improve quality but do not reduce a risk to health or remedy a violation, Market Withdrawals, Routine Servicing, and Stock Recoveries.  FDA will be issuing guidance on these types of exemptions shortly.

 


= : ..
Exenciones de los requisitos de la

Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m Exenciones

m Medidas tomadas por los fabricantes o
Importadores de dispositivos para
mejorar el funcionamiento o la calidad de
los mismos, pero que no reducen un
riesgo para la salud acarreado por el
dispositivo ni corrigen una infraccion de
la Ley causada por éste.
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Actions taken by device manufacturers or importers to improve the performance or quality of a device but that do not reduce a risk to health posed by the device or remedy a violation of the act caused by the device are exempted.  An example may be one in which a newer design which increases efficiency of the device was implemented.  However, please be sure to consult with CDRH’s Office of Device Evaluation before making any changes in order to ensure that a new 510(k) premarket notification clearance application of Premarket Approval Application (PMA) is not required as a result of your change.


Exenciones de los requisitos de la
Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m Exenciones
m Retiros del mercado

Un retiro del mercado es una correccion o
remocion de un dispositivo distribuido que
entrana una infraccion menor de la ley que no
estaria sujeta a accion legal por la FDA o que
no entrana ninguna infraccion de la Ley, por
ejemplo, practicas normales de rotacion de
existencias.
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Another exemption is for market withdrawals.  A Market Withdrawal is a correction or removal of a distributed device that involves a violation of the act in which FDA chooses to use enforcement discretion  or that involves no violation of the act, e.g., normal stock rotation practices.  An example of a market withdrawal is a product being removed from the market due to tampering, without evidence of manufacturing or distribution problems.


= : ..
Exenciones de los requisitos de la

Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m Exenciones

s Mantenimiento ordinario

Cualguier mantenimiento regularmente programado
de un dispositivo, incluido el reemplazo de partes al
final del periodo previsto de duracion normal, por
ejemplo, calibracion, reemplazo de pilas y respuesta
al uso y desgaste normales. Las reparaciones de
naturaleza imprevista, el reemplazo de partes antes
del final del periodo previsto de duracion normal o la
reparacion o el reemplazo idénticos de varias
unidades de un dispositivo no constituyen
mantenimiento ordinario.
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Another exemption is for routine servicing of the device.  Routine servicing is defined under this part as any regularly scheduled maintenance of a device, including the replacement of parts at the end of their normal life expectancy, e.g., calibration, replacement of batteries, and responses to normal wear and tear. Repairs of an unexpected nature, replacement of parts earlier than their normal life expectancy, or identical repairs or replacements of multiple units of a device are not routine servicing. 


Exenciones de los requisitos de la
Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m Exenciones
m Recuperacion de existencias

La correccion o remocion de un dispositivo

gue no se ha comercializado o no ha dejado
el control directo del fabricante, por ejemplo,
el dispositivo se encuentra en los locales de

propiedac

se ha autorizado

parte del
unidad re

0 bajo

control del fabricante y no
a venta ni el uso de ninguna

ote, el modelo, el codigo u otra

acionac

a con la medida de

correccion o remocion.
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Another exemption is for stock recoveries.  The correction or removal of a device that has not been marketed or that has not left the direct control of the manufacturer, i.e., the device is located on the premises owned, or under the control of, the manufacturer, and no portion of the lot, model, code, or other relevant unit involved in the corrective or removal action has been released for sale or use. 


Exenciones de los requisitos de la
Parte 806, Titulo 21, Codigo de
Reglamentos Federales

m S| TIENE ALGUNA DUDA

PREGUNTELE A SU
COORDINADOR DISTRITAL
DE RETIROS DEL. MERCADO

DRC


Presenter
Presentation Notes
If you are in doubt of whether or not you are performing a correction or removal which needs to be reported to FDA, ask your district recall coordinator, otherwise known as the DRC.


S1 o necesitamos notificar
nuestra correccion o remocion,
c,gué documentos guardamos?

m Cada fabricante o importador de
dispositivos gue Inicie una correccion o
una remocion de un dispositivo no sujeto
a notificacion a la FDA de conformidad con
la Parte 806.10 debera preparar un
documento sobre esa correccion o
remocion.
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If your action was exempted and you were not required to report it to FDA, what records do you need to keep?  Each device manufacturer or importer who initiates a correction or removal of a device that is not required to be reported to FDA under 806.10 shall keep a record of such correction or removal.


¢, Quée deben contener los
documentos?

m Los documentos de cualquier correccion
y remocion que no deba notificarse a la
FDA de conformidad con la Parte 806.10
deberan contener la siguiente

Informacion:

1. La marca comercial, la denominacion comun o
habitual, la clasificacion y el codigo del producto, si
se sabe cual es, y el uso previsto del dispositivo.
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So what should your records contain?  Records of corrections and removals not required to be reported to FDA under 806.10 shall contain the following information: The brand name, common or usual name, classification, name and product code if known, and the intended use of the device. 


¢, Quée deben contener los
documentos?

2. El numero del modelo, el catalogo o el
codigo del dispositivo y el numero del lote o
de la serie fabricacion u otro numero de
identificacion del dispositivo.

3. Una descripcion de los acontecimientos gue
generaron la informacion notificada y la
medida de correccion o remocion gue se ha
tomado o que se espera tomar.
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The model, catalog, or code number of the device and the manufacturing lot or serial number of the device or other identification number. 

A description of the event or events giving rise to the information reported and the corrective or removal action that has been, and is expected to be taken. 


¢, Quée deben contener los
documentos?

4. Justificacion de la razon por la cual se dejo
de notificar la medida de correccion o
remocion a la FDA, que contendra
conclusiones y medidas de seguimiento y
debera revisar y evaluar una persona
designada.

M [a justificacion puede incluir un analisis de la
causa basica.

5. Una copia de todas las comunicaciones
referentes a la correccion o remocion.
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Your records should also contain the justification for not reporting the correction or removal action to FDA, which shall contain conclusions and any follow-ups, and be reviewed and evaluated by a designated person. The justification may include a root cause analysis.  Your records should also contain a copy of all communications regarding the correction or removal.  Failure to provide an adequate justification may result in Regulatory Action being initiated against your firm.

 


¢,Por cuanto tiempo debo
guardar los documentos?

m E| fabricante o importador debera guardar los
documentos exigidos de conformidad con esta seccion
por un periodo de 2 afnos despues del vencimiento del
periodo previsto de duracion del dispositivo, aun si el
fabricante o importador ha dejado de fabricar o de
Importar el dispositivo.

m Los documentos que deben mantenerse segun las
exigencias del parrafo (b) de esta seccion se deben
trasladar al nuevo fabricante o importador del dispositivo
y mantener durante el periodo exigido.
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So how long are you required to keep the records?  A manufacturer or importer shall retain records required under this section for a period of 2 years beyond the expected life of the device, even if the manufacturer or importer has ceased to manufacture or import the device. Records required to be maintained under paragraph (b) of Title 21 of the Code of Federal Regulations, Part 806.20, must be transferred to the new manufacturer or importer of the device and maintained for the required period of time.


Acceso de la FDA a la
documentacion

m Cada fabricante o importador de dispositivos que, de
conformidad con esta Parte (806, Titulo 21, Codigo de
Reglamentos Federales), deba mantener documentacion
y cada persona gue esté a cargo o tenga la custodia de
tales documentos, por solicitud de un funcionario o
empleado designado por la FDA y conforme a las
disposiciones de la Seccion 704(e) de la Ley, permitira
gue dicho funcionario o empleado, en todo momento
razonable, tenga acceso a esos documentos e informes
y los copie v verifigue.
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You are required to allow FDA access to records under this part of the regulation.  Each device manufacturer or importer required under this part (21 CFR 806) to maintain records and every person who is in charge or custody of such records shall, upon request of an officer or employee designated by FDA and under section 704(e) of the act, permit such officer or employee at all reasonable times to have access to, and to copy and verify, such records and reports.


Acceso de la FDA a la
documentacion

m ES indispensable mantener documentos exactos
de cualquier correccion o remocion efectuada
por su empresa.

m La FDA tiene la facultad y posibilidad de
INspeccionar esos documentos.
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It is imperative that you keep accurate records of any correction or removal undertaken by your firm.  FDA can and may inspect these records.


¢ Publicara la FDA nuestro
INforme?

m Cualquier informe presentado de
conformidad con esta Parte puede
divulgarse al publico segun la Parte 20 del
Capitulo 1 del Titulo 21 del Codigo de
Reglamentos Federales.
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Will FDA make our report public?  Any report submitted under this part is available for public disclosure in accordance with part 20, Chapter 1 of Title 21 of the Code of Federal Regulations. 


¢ Publicara la FDA nuestro
INforme?

m  Antes de la divulgacion de un informe al
publico, la FDA suprimira del mismo:

1. Cualquier informacion que constituya
un secreto comercial o informacion
comercial o financiera de caracter
confidencial, conforme a la Parte 20.61
de este capitulo, y
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There are certain elements of the report that FDA will not make public.  Before public disclosure of a report, FDA will delete from the report any information that constitutes trade secret or confidential commercial or financial information under 20.61 of this chapter; and


¢ Publicara la FDA nuestro
INforme?

Cualquier informacion personal, medica o de indole
similar, incluso los niumeros de serie de los
dispositivos implantados, gue constituya una
Invasion obviamente innecesaria de la privacidad de
una persona, segun la Parte 20.63 del presente
capitulo o la Seccion 552(b)(6) del Titulo 5 del
Codigo de los EE.UU.; con excepcion de la
Informacion contenida en la Parte 20.61 de este
capitulo o la Parte 552(b)(4) del Titulo 5 del Codigo
de los EE.UU., la FDA divulgara a un paciente que
solicite un informe, toda la informacion que

contenga este ultimo con respecto a dicho paciente.
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FDA will not make public any personnel, medical, or similar information, including the serial numbers of implanted devices, which would constitute a clearly unwarranted invasion of personal privacy under 20.63 of this chapter or 5 U.S.C. 552(b)(6); provided, that except for the information under 20.61 of this chapter or 5 U.S.C. 552(b)(4), FDA will disclose to a patient who requests a report all the information in the report concerning that patient. 


¢ Publicara la FDA nuestro
INforme?

m La FDA tiene la obligacion de proteger la
salud publica proporcionando a los
consumidores informacion precisa y
oportuna sobre lo que pueda tener
repercusiones desfavorables para su
salud.
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FDA has an obligation to protect the public health by providing to consumers accurate and timely information which may negatively impact their health.


En resumen

m En resumen, se presentaron los siguientes temas:
m Quien debe notificar una correccion o remocion.

m Los requisitos establecidos en la Parte 806 del Titulo
21 del Codigo de los Reglamentos Federales.

m Informacion referente al contenido de un informe
exigido por la Parte 806.

m Un enlace virtual para buscar al Coordinador Distrital
de Retiros del Mercado de la FDA a quien se deben
presentar los informes exigidos por la Parte 806.
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To summarize our discussion today, this is what we learned.  We discussed who must report corrections and removals, We talked about the requirements under Title 21 of the Code of Federal Regulations, Part 806, We provided information regarding the contents of an 806 Report; and we provided a web link to find your FDA District Recall Coordinator and specified that this is who you should report to.


Graclas

Si tiene alguna otra pregunta sobre los requisitos de
notificacion, puede comunicarse con:

m Coordinador Distrital de Retiros del Mercado de la FDA

www.fda.gov/
Safety/Recalls/ IndustryGuidance/ucm129334.htm

0

Division de Asistencia a Pequenos Fabricantes,

Actividades Internacionales y Consumidores (DSMICA),

Centro de Dispositivos y Salud Radiologica (CDRH)
m 1-800-638-2041
m 301-796-7100

m dsmica@fda.hhs.gov
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If you have further questions regarding reporting requirements, you may contact your FDA District Recall Coordinator or CDRH-Division of Small Manufacturers, International and Consumer Assistance (DSMICA) at 1-800-638-2041 or 301-796-7100.  You may also email DSMICA at dsmica@fda.hhs.gov.   Thank you and have a great day.
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