VALIDATION LIFECYCLE ACCELERATION
Get the most out of your validation

and compliance investment!

Validator can maximize the value of every
dollar your company spends on validation.

Contact us and speak to one of our
representatives to discuss your challenges.

.

You can also find more information on our
website, including product details and {
upcoming seminars in your areaq.

www.complianceassociates.ca

Is your validation process keeping
pace with regulatory change?
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KEEPING PACE

The last 20 years in the life sciences
industry have seen the introduction of ever
evolving requirements for validation and
compliance. These requirements have paid
off significantly for the end consumer with
safer drugs. However, from the
manufacturer’s perspective, they
represent an additional manufacturing
cost, one that is escalating to keep up with
increasing regulatory complexity.

As validation requirements have grown,
the process of validating computer
systems has not kept pace. The result is a
validation process that can be
unnecessarily onerous, inconsistent and
error prone.

Life science companies know that a dollar
spent on compliance and validation does
not generate a corresponding dollar in
revenues; nor does that compliance dollar
generate innovative ideas for the pipeline.

This poses a challenge within the industry:
how to meet or exceed compliance
requirements while containing the cost to
the organization.

SOLUTION

Compliance Associates has the
solution: Validator. This is the first
validation software solution, developed
by validation specialists for validation
professionals. It automates and
standardizes the validation process,
and provides numerous benefits.

VALIDATOR: Validation Software Solution that Delivers

Validator enables and automates your
compliance through a strategic framework
for Computer Systems Validation, risk
management and 21 CFR Part 11.

Validator provides an intuitive walkthrough
approach for planning, risk assessment,
validation = methodology, test case
design/development/ execution, and
change control with complete traceability.

Information is collected in a centralized
repository, allowing for quick retrieval and
reuse.

Electronic routing and approval of
documents dramatically shortens
approval time, increasing integrity and
reducing cycle time through use of a
comprehensive, flexible secure
electronic workflow.

Validator allows for “copy project”
capability to reuse past project efforts to
further reduce cycle times on similar
projects and also contains integrated
validation training and certification.

Validator accommodates prospective,
retrospective and revalidation.

IMPRESSIVE RESULTS

= Accelerated validation lifecycle; standardization and
consistency with respect to the validation process.
Pilot installations have shown that using Validator
improves productivity by 50% - 70% compared to
traditional manual validation.

® Increased compliance, reduced errors, redeployment
of validation resources to core competencies of drug
R innovation.
® Management information and compliance

information available “at your fingertips”, increasing
awareness of project status, workload, compliance,
cycle time.

Documentation

. No effort required to ensure you are compliant with
regulatory changes as Compliance Associates
—— provides these updates for Validator.
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It IS possible
to Optimize
Validation
AND
Increase
Compliance!



