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THE SYNERGY BEGINS
MEDTRONIC ADOPTS COVIDIEN TOOL

An application lifecycle tool

that manages

software development projects

Two software validation

processes harmonized into one

CSV Achievement
Tool adoption supports a risk based approach whereby

streamlining evidence collection and assurance activities
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QUALITY & EFFICIENCY IMPROVEMENTS
CALL FOR CHANGE

Regulation 
Changes

Time to Market

Reduce Cost of 
Compliance

Changing IT 
Landscape

Culture
Shift

Process

Agility

Compliance

Reduce the # of non –
conformances 
leveraging the 
Polarion ALM system 
automation, estimate 
$425K annually cost 
avoidance (8 CAPA’s)
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CSV RISK MANAGEMENT AUTOMATION    
POLARION

An application lifecycle 
tool that manages 
software development projects

WHAT IS IT
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CONNECTING CSV’S RISK CONCEPTS

Scale the level of vendor audit

to the risk of the application

Leverage vendor’s testing to further

scale validation effort

Vendor

Audits

Unscripted,

Ad hoc Testing

Risk Based 
Approach

Scale validation activities based on risk

Leverage vendor audits

System risk or risk-based functions

All functionality is tested but only

high risk functionality requires

documented testing

Low/medium risk testing only requires

high level summary of testing
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CONNECTING CSV’S RISK CONCEPTS

Risk

Patient/Product Quality System

Assurance 
Approach

From failure, event, or 
consequence with potential 
to cause:

Software that supports the:

Low

• Minor harm to a patient. • Implementation of a quality 
system activity but is not in a 
regulation

Ad-Hoc Testing

Medium
• Significant but temporary 

harm or reversible damage 
to a patient

• Indirect implementation of a 
quality system activity, 
defined in a regulation.

Unscripted 
Testing

High
• Death, life-threatening 

harm, or irreversible 
damage to a patient.

• Direct implementation of a 
quality system activity, 
defined in a regulation.

Scripted Testing

Implementation Definitions

Out of the Box 

Feature works simply by installing 
the software and adding 
necessary master data (e.g. 
products, BOM, routes, etc.).

Configured

Feature is enabled through the 
setting of parameters without 
changing the code of the software

Custom
Feature requires programming or 
change to software code
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PAVING WAY FOR A NEW QUALITY CULTURE
RISK BASED TESTING FOR IT SOFTWARE

A software system is:

Validated – part of the IT quality processes impact per Val plan

Non-Validated – not part of the IT quality process per scope doc
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Change Level  Risk

HIGH

Change Level  Risk

MEDIUM

Change Level  Risk

LOW

• Add traceability from 
Requirements to 
Design to Test case 

• Test all new 
requirements

• Execute formal 
regression testing 

• Standard traceability 
Requirements to Test cases 

• Formal testing of all new 
requirement for IT system 
testing 

• Informal execution of  
regression testing 

• Informal execution of  UAT 

• Standard traceability 
Requirements to Test 
cases 

• Informal testing for IT 
system

• Informal testing for UAT
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EMPOWERING TEAMS TO CONTROL EXECUTION
TESTING ELEMENTS

Requires pre-approved test cases

Requires formal entry into 
testing phase 

Requires Role base tester training

Requires independent review
of executed test results

Requires all requirements are 
traced to test cases

Requires dispositioned defects 
for all failed executions

Requires human readable test cases

Requires formal entry into 
testing phase

Requires Role base tester training

Requires independent review
of executed test results

Requires all requirements are 
traced to test case 

Requires dispositioned defects 
for all failed executions

Formal Testing Informal Testing



10

EMPOWERING TEAMS TO CONTROL EXECUTION
NEW WORKFLOW REQUEST IS AN ITERATIVE CENTRIC 
WORKFLOW

Leverage work items workflow

Process



EMPOWERING TEAMS TO CONTROL EXECUTION
CURRENT CONTAINER EXECUTED IN AN ITERATIVE TEST 
RESULTS
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NEXT STEPS

• Leverage critical thinking for assurance activities

• Increase onboarding of regulated projects whereby reducing 

number of CAPAs and audit findings for non-ALM projects 

• Expand gains into more software teams

 More automated testing

 Develop end to end use cases

 Identify reusable test cases

 Apply risk based testing is align with actual testing effort
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