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� Production documentation (BR) and records (ie differential pressure
sheet, T/RH%, cleanign sheets, etc).
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� Process equipment (computerized system / no computerized): 
logs, calibrations status, qualification status & verification, 
maintenance program & records, etc.

� Computerised Systems: SOPs, challenges, CSV & continuous
verification

� Archiving and archivist role

� Data entry role
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� ERP like SAP: secure meassures

� Job description and induction as well as continuous training 
including GDocP&DI

� Contracts & Quality Agreements
� Clear role of parts

� Cover each step contracted by ALCOA
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� OOS , OOT, deviation management, chanhe control, PPQR 
documents and CAPA follow up

� Inspection/Internal/External audits & CAPA follow up

� Storage documents

� Dispatch and Distribution documents
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New England Compounding:
Meningitis Outbreak 2012

Pharmacy technicians instructed to prioritize production over cleaning
and disinfecting
Pharmacy technicians instructed to falsify cleaning records

Neglected to investigate contamination found in the
clean rooms

64 reported deaths, >800 patients sickened
President sentenced to 9 years in prison

Other employees charged with multiple criminal acts
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Takata: Auto Airbags 2015

• Potential danger of spraying shrapnel caused by defective air bag
inflators when the air bag goes off

Takata engineers removed some test results to artificially reduce•
variability in air-bag inflator performance

"Takata provided inaccurate, incomplete and misleading information 
regulators for nearly a decade," said NHTSA spokesman Bryan 
Thomas. "Had they told the truth, Takata could have prevented this 
from becoming a global crisis.“

• to

15 deaths, 100 injuries
100 million vehicles worldwide, ~33 automotive brands

Defective airbags still in cars

!�����	
�*�����

Peanut Corporation of America:
Salmonella Outbreak 2008-09

• In some cases, company officials falsified lab results, stating peanut products
were safe to eat when tests showed otherwise, or when products had never
been tested at all, according to court papers. - The Wall Street Journal
The company shipped product with falsified Certificates of Analysis (COA),•
which attested to the purity of contaminated lots
CEO wrote in a March 2007 email to a plant manager about contaminated 
products: "Just ship it . I cannot afford to lose another customer."

•

9 reported deaths, >700 consumers sickened
CEO sentenced to 28 years in prison;

others sent to prison including Plant Quality Manager

Plant closed & company liquidated
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What are ‘computer systems’ and “control”
in WHO GDocP&DI?
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What is an ‘audit trail’?

Secure, computer-generated, time-stamped
electronic record that allows for reconstruction of
events relating to the creation, modification, or
deletion of an electronic record
Chronology: who, what, when, and sometimes
why of a record
CGMP-compliant record-keeping practices 
prevent data from being lost or adulterated
/modified
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Audit trails Can find

� Overwriting
� Aborting runs 
� Testing into compliance
� Deleting 
� Backdating 
� Altering data

16
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How often
be

For audit trails

should audit trails
reviewed?

that capture changes to critical
data, recommends review of each record
before final approval of the record.

Audit trails subject to regular
include changes to:

review should

history of finished product

sample run sequences 
sample identification

test results

critical process parameters
Acess protection
Internal audits 20
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How often should audit trails be
reviewed?

• FDA recommends routine scheduled
audit trail review based on the complexity

use.of the system and its intended

21
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Proveedores:
materiales

semielaborados
terminados

Procesos dentro de la Compañía:
recepción

almacenamiento
preparación
producción

control de calidad
aseguramiento de la calidad

transporte
procesamiento de pedidos

ingeniería
PMA/HSI
registros

investigación & desarrollo

Distribución 
y actividades 
relacionadas

Ventas

Marketing

Clientes

Clientes

Clientes

médico

farmacia

paciente

FLUJO DE INSUMOS Y PRODUCTOS PARA EL ABASTECIMIENTO

FLUJO DE INSUMOS Y PRODUCTOS INVOLUCRADOS EN PROCESOS SECUNDARIOS (devoluciones, reprocesos, cambios)

INFORMACION HACIA FUERA DE LA CADENA DE ABASTECIMIE NTO

INFORMACION HACIA ADENTRO DE LA CADENA DE ABASTECIM IENTO
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