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Overview

This document is meant to be used a guide to help life sciences manufacturers to understand
and implement Automated Computer Software Assurance (ACSA).

This guide it NOT a copy-paste reiteration of industry manuals, it has been written from the
perspective of IT leaders and engineers who have experienced the various transformations of
the industry over the last 10 years. It also focuses on the new paradigm of automated testing
solutions including Selenium integrations and ALM solutions.

To give the reader context, sections are included summarizing the principles of computer system
validation (CSV) and GAMP guidance. This book aims to be the go-to resource to senior
leadership, IT Quality & Compliance, system owners, compliance and technical analysts.
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Section 1: Cost and Value - Implementing Testing Automation

e Explores time & cost savings, provides data insights through case study review
Section 2: Automated Computer Software Assurance (ACSA)

e Details modern ACSA implementation with a step-by-step integration guide
Section 3: EXAMPLE - Regulatory Compliance and Case Study for a CMMS System

e Examines 21 CFR Part 11 requirements and maps them to automated test cases
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Case Study 1 Details

INDUSTRY RESULTS
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LeanBiologix has observed the above reductions based off of current client results.

Results - Large (650M+) Medical Device Manufacturer
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Annually there are 8-10 software patches which
require risk-based regression testing. Each change
takes about 40 hours including risk assessment,
testing, document review and approvals.

Annual Cost (USD)
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Initially the annual costs were $40000, after
automated implementation annual cost was reduced
to $16000.

Test Requirement Coverage
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Test coverage went from 20 requirements run every
month to 28 requirement tests run daily.

To illustrate the impact of automated
testing, let’s examine the following
case study:

Large (650M+) Medical Device Manufacturer

Background: Manufacturer faced challenges in
validating routine monthly equipment management
software updates, which was subject to regulatory
requirements.

Challenge: Manual regression testing was labor-
intensive and lacked full coverage due to
personnel availability.

Solution: They adopted an automated testing
approach with Selenium

Outcome: Regression testing time was cut by
90%, and test coverage increased by 40%. The
automation framework ensured that all regulatory
requirements were met consistently.




















































