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WHAT IS CS/ PLC VALIDATION ™"

The purposeof the validation processs to provide a high degreeof assuranc¢hata
specificprocesgor in this casecomputersystem)will consistentlyproducea product
(control information or data) which meetspredeterminedspecificationsand quality

attributes
\)\\
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WHYVALIDATION IS NEEDED el

X

AProduct quality
AData integrity

ey

FDA regulations mandate the need to perform Computer System Validation and these
regulations have the impact of law.

S E et aeb——-D-A aUudit can result 1 n 'EDA
letters.
Failure to take corrective action in a timely manner can result in shutting down manufa
facilities, consent decrees, and stiff financial penalties.
The ultimate result could be loss of jobs, indictment of responsible parties (usually the
officers of a company), and companies suffering economic instabilities resulting in
downsizing and possibly eventual bankruptcy.

Key Objectives

APatient safety
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WHY VALIDATION IS NEEDED ~ ~%

Reduces risk and legal liability
Having the evidence that computer systems are correct for their purpose and operati
properly represents a good business practice
Software is constantly evolving to keep up with the increasingly complex needs of the
people that use it; therefore validation is an ongoing necessity
Validation is applied to many aspects of the healthcare and other regulated industries
businesses.
Examples include:

A Services

A Equipment

A Computer Systems

A Processes
In each case, the objective of validation is to produce documented evidence, which p
a high degree of assurance that all parts of the facility will consistently work correctly
brought into use.
Computer systems validation includes validation of both new and existing computer
systems.
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WHO CARES ABOUT CSV? oo

x Systems throughout the organization involved in the development, production, storage
distribution of pharmaceutical products or medical devices have to be considered

X Resources involved in any way with IT, computer or automated systems is affected:
A Developers

A Maintainers
A Users
A Regulatory Authorities
A QA
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WHO GOVERNANCE

Policies and procedures

Roles and responsibilities

Training

Supplier relationships

System inventory

Planning for compliance & validation
Continuous improvement
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c
RESPONSIBILITES & SOPs

AUTOCAL®
Each corporate [business] unit is responsible for establishing a policy on computer
systems validation requirements.

Site or departments are responsible for:
u Computer system validation Standard Operating / \
Procedures (SOPSs) 1
u System inventory and assessment ‘\

u System specific validation protocols
u System specific validation documentation

SOPs must:

- Comply with the Computer Systems
Validation Policy and any Business Unit
policies that may apply

- Be approved by the appropriate
management for that site or department
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HOW DO | COI\/IPL

AUTOCAL

Quality Assurance Systems
Analytical Control
Validation & Calibration

Equipment Control

Process Control

Material Control

Supplier Management
(i)
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SYSTEI\/I AND INVENTORY o
ASSESSMENT

X Site or departmental management is responsible for compiling and maintaining
details about their computer systems.
x This information includes identifying the systems that are being used and for
what purposes those systems are being used.

X The system inventory and assessment information is used to determine which
systems need to be validated.
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