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Nuestra experiencia: &

* [nicio en 2005:

« Acreditacion:
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Proceso de auditoria: o

Audit: Documented, systematic evaluation to determine whether approved policies or
procedures have been properly implemented and are being followed.

Quality audit: A documented, independent inspection and review of a facility’'s quality
management activities to verify, by examination and evaluation of objective gvidence,
the degree of compliance with those aspects of the quality program under review.
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Proceso de auditoria: o

B4.8 The Quality Management Plan shall include, or summarize and reference, policies,
procedures, and a schedule for conducting, reviewing, and reporting audits of the
Clinical Program’s activities to verify compliance with elements of the Quality
Management Program and operational policies and procedures.

B4.8.1 Audits shall be conducted on a reqular basis by an individual with sufficient
expertise to identify problems, but who is not solely responsible for the process
being audited.

B482 The results of audits shall be used to recognize problems, detect trends, identify

improvement opportunities, implement corrective and preventive actions when
necessary, and follow up on the effectiveness of these actions in a timely manner.

B4.8.3 Audits shall include, at a minimum:
B4.8.3.1 Periodic audit of the accuracy of data contained in the Transplant Essential
Data Forms of the CIBMTR or the Minimum Essential Data-A Forms of the
EEMT.

B4.8.3.2  Annual audit of donor screening and testing.

B4.8.3.3  Annual audit of verification of chemotherapy drug and dose against the
prescription ordering system and the protocol.

B4834  Annual audit of management of cellular therapy products with positive
microbial culture results.
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Proceso de auditoria: o

B4.8 The Quality Management Plan shall include, or summarize and reference, policies,
procedures, and a schedule for conducting, reviewing, and reporting audits of the
Clinical Program’s activities to verify compliance with elements of the Quality
Management Program and operational policies and procedures.

B4.8.1 Audits shall be conducted on a regular basis by an individual with sufficient
expertise to identify problems, but who is not solely responsible for the process
being audited.

B4.8.2 The results of audits shall be used to recognize problems, detect trends, identify

improvement opportunities, implement corrective and preventive actions when
necessary, and follow up on the effectiveness of these actions in a timely manner.

* Procedimiento de auditorias internas:
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Plan de auditorias anual
Seleccion auditor

Comunicacion auditoria al personal
implicado

Proceso de auditoria

Resolucion de no conformidades e
implantacion de acciones de mejora
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¢; Como seleccionar un auditor? &

« Conocimientos de calidad / proceso del trasplante

 Alternar auditor con conocimientos de calidad con auditor especialista

en trasplante: “escasez” de auditores
 Solicitar el curriculum vitae para la aceptacion del auditor

« Ayudar al auditor Ej check-list de auditorias disponible en la pagina web
JACIE, envio estandares JACIE,.....

« Envio con antelacion de la documentacion requerida por el auditor:

informe de la ultima auditoria, Manual de calidad.,....
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Fases de la auditoria o
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2. Visita a las instalaciones

— Hospitalizacion, unidad de trasplante, hospital de dia, consultas

externas, farmacia, urgencias, UCI..
— ldentificar previamente un intermediario en cada area
— Acompanar al auditor
— Explicar los procedimientos utilizados

— Mostrar documentos / registros
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3. Entrevista con el personal

— Tranquilizar previamente al personal

— Responder a las preguntas del auditor de forma clara
— Contestar unicamente a las preguntas directas

— No llevar la contraria al auditor

— No inventar, ocultar, ni mentir

— Cuidar los detalles: personal identificado, ropa adecuada, limpieza de

las instalaciones, confidencialidad de la documentacion
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4. Revision de la documentacion

— Lugar de trabajo adecuado

— Facilitar la disponibilidad de la documentacion: ejemplo = historias

ordenadas, imprimir MED-A

— Sustentar las acciones con registros = “lo que no esta escrito no

existe”

— Anotar los comentarios del auditor
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; Qué pasa después de una auditoria? ‘=
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B4.8.3 Audits shall include, at a minimum: @]
B4.83.1  Periodic audit of the accuracy of data contained in the Transplant Essential

Data Forms of the CIBMTR or the Minimum Essential Data-A Forms of the
EBMT.

Procedimiento de gestion de datos (PG-009)
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B4.8.3.2  Annual audit of donor screening and testing.

B4.8.3.3  Annual audit of verification of chemotherapy drug and dose against the
prescription ordering system and the protocol.

* Procedimiento de manejo de historias clinicas (PG-014)

 Auditoria historia clinica auto / alo-TPH (I-067)
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| FROCEDIMIENTC cODIB0 | FEGHA REV AFROEADD PROPIETARIO
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AUDITORIA HISTORIA CLINIGA:
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B48.34  Annual audit of management of cellular therapy products with positive §
microbial culture results. 0

* Procedimiento de Biovigilancia (PG-006)
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No conformidades mas frecuentes:

* Documentacion antigua

 Verificacion acondicionamiento por 2 profesionales

* Pruebas pre-trasplante caducadas

* No conformidades en registros de mantenimiento
 Falta de documentacion / procedimientos especificos
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