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INTRODUCTION

DEFINING CHANGE CONTROL.:

Change control is a process that is applied to make certain that changes in a system
or product are controlled, coordinated and approved before their implementation.

The change control process includes the following steps:

RECORD AND CLASSIFY

ASSESS

PLAN

BUILD AND TEST

IMPLEMENT

ACCEPT AND CLOSE
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WHY IS CHANGE CONTROL IMPORTANT?

Every modification to a process,
material or equipment needs to be
properly recorded and authorized

Ensures proper coordination across
stakeholders through automated
workflows and alerts

Ensures compliance with industry
and government regulations and
standards

Changes that occur in these systems
involve many areas of a company
because a change can be made

by practically anyone which can
consequently impact any department
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THE LIVES OF CONSUMERS AND
THE MANUFACTURER’S
REPUTATION CAN BE AT STAKE,
AND PRODUCT IRREGULARITIES
SIMPLY CANNOT OCCUR.

In order to stave off any issues associated with changes to production and processes and

procedures, systematic controls must be put in place.

- For any company with a complex manufacturing process, systems must be in place to
evaluate changes and to track them, to ensure adequate control.

- Change control ensures the safety, quality, purity and potency of medicines are not
compromised by production and process changes.

ACCORDING TO THE FDA INADEQUATE CHANGE CONTROL EXPOSES A COMPANY TO PRODUCT LIABILITY
ACTIONS, RESULTS IN PRODUCT RECALLS, CAUSES INTERNAL CONFUSION, AND IS

m a A SERIOUS VIOLATION OF THE QUALITY SYSTEM (QS) REGULATION.
r [ 4
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TYPES OF CHANGES THAT CAN
TRIGGER A CHANGE CONTROL

CHANGE
-2 CONTROL (@&-""

HARDWARE/
NETWORK/
APPLICATIONS

PACKAGING
LABELS

The vast and complex nature of change
control procedures has caused many
companies to struggle with implementing a
global change management system.

) 4

As a result, many of these manufacturers
instead utilize a collection of disparate
manual systems, spreadsheets and
databases. These manual, disconnected
mechanisms can lead to:

---------------------

---------------------
---------------------

---------------------
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CURRENT STATE:
PREVALENT ISSUES

DECENTRALIZATION OF CHANGE CONTROL DATA

- Little or no sharing of information
- Redundant change controls
- Difficult to assess risk

CUMBERSOME PROCESSES THAT DISRUPT PRODUCTION
AND DELAY CHANGE CONTROL RESOLUTION

INCONSISTENT CHANGE CONTROL SOLUTIONS WHICH
RESULT IN COMPLIANCE RISKS

INEFFECTIVE UTILIZATION OF DATA FOR TRENDING
AND REPORTING

INEFFICIENT AND INEFFECTIVE MECHANISMS FOR
MANAGING ACTION ITEMS ASSOCIATED WITH
CHANGE CONTROL
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DESIRED STATE:
ENTERPRISE CHANGE CONTROL

O KK) KKK

HIERARCHICAL RELATIONSHIP OF ONE CHANGE
REQUEST AND ITS ASSOCIATED ACTIVITIES

ELECTRONIC ATTACHMENT AND ORGANIZATION OF
SUPPORTING DOCUMENTATION

LOGICAL ASSOCIATION OF SUPPORTING INFORMATION
DIRECTLY TO CHANGE REQUEST

AUTOMATED, CONSISTENT, AND EFFICIENT CHANGE
CONTROL PROCESS

CLEAR VISIBILITY TO ALL LEVELS OF THE
ORGANIZATION THROUGH CENTRALIZATION OF
INFORMATION AND DASHBOARDS

ACCOMMODATION OF BOTH PROACTIVE AND REACTIVE
CHANGE ACTIVITY

ELECTRONIC
ATTACHMENT

SR _—ll
_|
{—

IMPACT |
ASSESSMENT

REGULATORY |
ASSESSMENT

IMPLEMENTATION
ACTIVITIES T —
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THREE
BEST PRACTICES

CENTRALIZATION
AUTOMATION

INTEGRATION

’ EFFECTIVE CHANGE CONTROL SYSTEM
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CENTRALIZATION

Electronically and securely manage all information in a centralized,
scalable, and reliable system to eliminate the potential of lost

information.

Centralize management of all change control items onto an
enterprise quality management software platform to eliminate

redundant systems and decrease production costs.

Enforce consistent and harmonized processes and procedures

across the organization to reduce liability and patient risk.

Automatically assign investigations to responsible parties across

the organization.

TrackWise Digital
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AUTOMATION

Automate required impact assessments based on the change
type, impact, and other criteria to advance the impact

assessment process.

Automatically notify other departments and sites when problems

occur to increase visibility and reduce productimpact.

Automate workflow and implement fully electronic parallel review
and approval processes to improve efficiency and reduce change

control closure time.

Automate and enforce specific actions to comply with ISO and other

industry regulations.
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INTEGRATION

m  Link change controls to CAPAs to ensure an effective and

closed-loop CAPA process.

B |ntegrate reporting and escalation to accelerate cycle time and

batch release.

m [ntegrate change control workflow with document management

systems for enhanced collaboration and productivity.
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RESULT:

EFFECTIVE CHANGE CONTROL SYSTEM

FULL LIFECYCLE INCLUDING SEAMLESS INTEGRATION TO OTHER QUALITY SYSTEMS PROCESSES.

REGISTRATION
TRACKING

REACTIVE
CHANGE DRIVERS

PROACTIVE
CHANGE DRIVERS

EMERGENCY
CHANGE
REGULATORY
UPDATE ACTIONS
IMPACT DEVELOP PRE-
ANALYSIS CHANGE PLAN APPROVAL

.} IMPLEMENTATION
ACTIONS

POST-
APPROVAL

TRIGGER CHANGE CLOSED LOOP
TRAINING IMPLEMENTED TRACEABILITY TO
CHANGE DRIVER
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BENEFITS OF AN
EFFECTIVE CHANGE CONTROL SYSTEM

MANAGE ALL ACTION ITEMS IMPROVE EFFICIENCY

Manages all action items associated with a Improves efficiency and reduces change control
change including impact assessments, closure time by automating workflows and
implementation items, regulatory notifications, implementing an electronic parallel review
approvals and effectiveness checks. and approval process.

COMPLIANT WITH INDUSTRY REDUCE RISK
REGULATIONS

Reduces risk of lost or duplicated data by
Reduces risk by enforcing a consistent and enforcing a consistent and harmonized
harmonized change control process thatis change control process.
compliant with industry regulations.

www.spartasystems.com | 14


https://www.spartasystems.com/

CONCLUSION

Change control in life sciences organizations is a critical business issue in terms of risk,

safety and business performance, and it cannot be short-changed.

CHANGE CONTROL SYSTEMS THAT ARE NOT
MANAGED CORRECTLY CAN:

» Severely damage your bottom line
* Put customers at risk
* Damage brand reputation

SUCCESSFUL IMPLEMENTATION OF AN ENTERPRISE-WIDE
GLOBAL CHANGE CONTROL PROGRAM CAN:

* Improve cycle time and time to market
* Enhance production
* Increase product quality

* Increase flexibility to adapt to changing regulations
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OF EFFECTIVE CHANGE CONTROL
WITH AN EQMS

To learn more, please visit or check out the

following resources:

https://go.spartasystems.com/Arbor-Case-Study.html
https://go.spartasystems.com/LP-ChangeControlDemoRecording.html
https://go.spartasystems.com/Building_Business_Case_Whitepaper.html

Sparta Systems, a Honeywell Company, is the world’s premier provider of cloud and on-premises quality management software. For nearly three decades,

Honeywe“ companies in the life sciences have relied on Sparta for the innovative tools, analytics and expertise that speed up quality and compliance.
w'Sparta
Systems Sparta Systems | 2000 Water View Drive | Suite 300 | Hamilton, NJ 08691 | USA | www.spartasystems.com
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