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Testing Challenges for Life-Science Software Product Vendor

— Stringent timeline for compliance to regulatory changes

— Meeting GxP guidelines for Computer System Validation(CSV)
* Installation Qualification
® Operation Qualification
® Performance Qualification

® Up-to-date test documentation for Audit Compliance of Regulatory Authority
— Domain knowledge for testers
— Reuse of test artifacts

— Generation of Automated Test Scripts and maintenance
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Sl G ELE S s a software product from Aris

Global Software that enables pharmaceutical

company in global collection of drug safety data,

assessment and tracking Engineering Metrics

ARISg ™ Total No. of Java Packages 527 162
is a software product from Aris Global
£ g Lines of Code(LOC) 585,036 318,830

Software that enables pharmaceutical company in

No. of Classes 3,789 957
maintaining critical drug safety data and reporting

adverse events periodically to authority as per

regulatory guidelines

= Validate the products in conformance to the “intended use”

= Maintain signed copy of test execution evidences for audit purpose

= Develop and maintain automated test scripts for regression testing
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MBT Approach for Test Harnessing @I'iS global
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e Business Process Model

e UML Model

e Test Generation

e Manual Execution

e Key-word scripting

e Automated Test Execution
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Model Elements No. of Components

BPM diagrams 8
Classes 67
Operations 755
Enumeration 44

Associations 70
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Case Study-Test Case Generation @I‘iS global
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Auto-Generated Test Script

— for Manual Execution
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Auto-generated Key-Word Test Script @I‘iS global

— for Automated Execution | B
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Case Study- Test Metrics & Business Impact @I'iS global
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Planned Actual Test Test
Test Design | Design effort | Effort
effort w/o | w/ MBT saving
MBT
Safety Computer 128 days 55 days 57% The same models is used to generate
Suite of System other test scripts based on customer
product Validation business process
(CSV)
Regulatory New 91 days 48 days 47% In addition to this, the same models
Features & will be used for CSV script generation
Regulatory and key-word based automated test
change script generation

Business Impact

v' Test productivity improvements of nearly 25%( considering the test design effort along with
automation test design effort is approx 50% of the total test effort) where ever MBT approach has
been adopted in test strategy

|dentification of more defects in beta testing due to quick business scenario creation and execution
Meeting the compressed release deadline without compromising on testing

Reusable assets creation for future releases

Quick design of test scripts based on SMEs inputs
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A comprehensive test strategy involving ‘Right” MBT approach
and Automation helps in achieving

— Harnessing test generation and publication of test scripts for functional testing

— Harnessing test generation and publication of test scripts based on business

scenario
— Publishing Key-word based test scripts ready for Automated Test Execution

— Easy maintenance of automated test scripts
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Copyright 2012-2013 by ArisGlobal. All rights reserved. ARISg, agXchange, agSignals, agComposer, agHub,
agConnect, agEncoder, agTrialDisclosure, Register, agClinical, agClinical NW, agCapture and the @ris global®
logo are trademarks or registered trademarks of ArisGlobal in the US Patent and Trademark Office and
other jurisdictions. Other marks may be trademarks or registered trademarks of their respective owners.

The information you see, hear or read on the pages within this presentation, as well as the presentation’s
form and substance, are subject to copyright protection. In no event, may you use, distribute, copy,
reproduce, modify, distort, or transmit the information or any of its elements, such as text, images or
concepts, without the prior written permission of ArisGlobal. Trademarks, service marks, and logos
(collectively the “trademarks”) displayed on the pages within this booklet, are the property of their
respective owner. No license or right pertaining to any of these trademarks shall be granted without

the written permission of Aris Global (and any of its global offices and/or affiliates, including ArisGlobal UK
Ltd., ArisGlobal GmbH, ArisGlobal KK). ArisGlobal reserves the right to legally enforce any infringement of
its intellectual property, copyright and trademark rights.
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