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PURPOSE 

! " Learn how an organization can use an 
integrated electronic system to control its 
quality management system (QMS) 
including: 
! " Customer support 
! " Documents and records 
! " Management planning and review 
! " Resource Management, including training 
! " Change control and management 
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PURPOSE 

! " Purchasing and vendor support 
! " Production and services 
! " Internal audits 
! " Safety 
! " Monitoring and measuring/data analysis 
! " Improvement actions  
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Advantages of an Electronic 
QMS (EQMS) 

! " Integrating Plan-Do-Check-Act (PDCA) 
throughout the QMS 

! " Providing employees with fully 
transparent access to: 
! " Organization objectives and goals 

! " Necessary knowledge and information 
! " Procedures and work instructions at point of 

use 
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Advantages of an Electronic 
QMS 

! " Providing management with easy access 
to quality and safety data and information 
needed for effective strategic planning 
and management review 

! " Improves efficiency 

! " Breaks down work barriers 
! " Enhances training 
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Why Electronic? 

! " Who uses ISO? Baldrige? Lean/Six 
Sigma? Shingo? Anything else? 

! " Do you need an electronic QMS to be 
registered to ISO 9001:2008? 

! " Who doesnÕt use any electronic systems? 
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Why Electronic? 

! " Who uses an electronic system to 
control: 
! " Documents and records 

! " Training 
! " Corrective action/preventive action (CAPA) 

! " Monitoring and measuring/data analysis 
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Why Electronic? 

! " Change control and management 

! " Production and services 
! " Internal audits 

! " Management planning and review 
! " Customer services 

! " Purchasing and vendor control 

! " All QMS functions? 
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Evolution of My Use of QMSs 
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1975 Ð Problems written on blackboards/ 
whiteboards, then erased when 
ÒfixedÓ 

1978 Ð Problems typed into forms, published 
one time after correction (no 
verification), then cut out 

1981 Ð Wang word processing eliminates 
cut-and-paste, easier document and 
records development and version 
control 
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Evolution of My Use of QMSs 

06/23/11 Compass Consulting 

1984 Ð PCs allow word processing, 
spreadsheets, and databases; 
document protection and storage Ð 
also document overload 

1999 Ð Integrated electronic QMS 
established 

2006 Ð EQMS upgraded to web-based  



QUALITY HIERARCHY 
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and 
Efficiency 

Baldrige Criteria 
(Performance Excellence Management) 

Leadership Review 
Strategic Plan 

Customer Care/Complaints 

Information Management 
Employee Productivity 

Process Documentation 
Results 

ISO 9001 
(Quality Management) 

Document Control 
Records Control 

Management Review Records 

Design Documentation 
Procedures and Instructions 

Calibration Records 
Continuous Improvement 

Internal Audits 

Nonconforming Product 
CA/PA and RCCA Data 

Effectiveness 

Customer Requirements, Core Processes 

ELECTRONIC CHANGE MANAGEMENT SYSTEM 
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PDCA Exercise 
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! " Who has used PDCA already today? 

! " PDCA = LEARNING 
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PDCA Exercise 
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! " Exercise: 
•" Can you identify one time this week you 

didnÕt use PDCA? 

•" Identify three times you planned an activity 
(work, home, social), performed an activity, 
reviewed the results, and had to correct 
course. 

•" Can you identify a time your results caused 
you to stay the course? 

•" If it is so fundamental, why do some 
managers think it is so hard?  
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ISO Standard as PDCA 
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Project Process 
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CUSTOMER 
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EQMS Inputs and Outputs 





Electronic Change Management 
System Capabilities 

! " Available to ALL employees 

! " To-Do lists (individual and group/
organizational levels) automatically 
appear at log-in 

! " Generates various standard and 
customized statistical and status reports 

! " Allows sorting on every discrete field 
! " Generates automatic e-mails for 

outstanding or overdue items (escalation) 
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! " Management review 
! " Maintains agendas and minutes 
! " Organizes/attaches data from inputs 

! " Special events (i.e. strategic planning 
workshops, Kaizen events, lean/six sigma 
projects) can be entered and tracked 

! " Actions can be entered directly into 
Management Review module and tracked 
through Continuous Improvement (CI)/CAPA 
module 
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Electronic Change Management 
System Capabilities 



! " Customers 
! " Maintains customer profiles, can be 

organized into market segments for data 
retrieval and analysis 

! " Stores customer satisfaction information for 
management reviews 

! " Maintains key customer documents 
(contracts, specifications, etc.) attached to 
the customer 
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Electronic Change Management 
System Capabilities 



! " Customers 
! " Sends reminders for key requirements such 

as reviews/reports 

! " Customer complaints can be entered directly 
into Customer module and tracked through 
CI/CAPA module 

! " Customer complaints and servicing 
information can be sorted and trended 
(including root cause analysis (RCA)) 
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Electronic Change Management 
System Capabilities 



! " Document and record control 
! " Maintains Quality Manual, procedures, 

forms 

! " Matrices to control Edit, Authorization, 
Notification with options to delegate 

! " Manages forms (templates and completed 
records), drawings, ECRs/ECNs, etc. 

! " Templates to automatically populate/ 
control headers and footers 

! " Options for password control of certain 
features (e.g. authorization) 
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Electronic Change Management 
System Capabilities 



! " Document and record control 
! " Automatically maintains version control, 

archiving 

! " Tracks required review dates, history 

! " Change requests trigger e-mail to 
document owner and require response 

! " Change requests must be implemented (or 
rejected with e-mail to initiator) to be 
closed, status is tracked 
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Electronic Change Management 
System Capabilities 



! " Document and record control 
! " Can trigger automatic read confirmation 

notification upon authorization (e-mail and 
to-do list) 

! " Can trigger automatic training notification 
(e-mail and to training module) 
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Electronic Change Management 
System Capabilities 



! " Training 
! " Tracks individual training plans and 

status 

! " Tracks/stores training evidence 
documents (on-the-job (OJT) training 
checklists, certifications, proficiency 
tests) 

! " Evaluation of training courses can be 
attached as evidence documents, along 
with attendance, to the course file 
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Electronic Change Management 
System Capabilities  



! " Training 
! " Process training needs can be 

populated from document control 
module 

! " Personnel 
! " Tracks required performance reviews 

and schedules 
! " Training or competency gaps noted 

during reviews can be dropped into 
individual training plans 
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Electronic Change Management 
System Capabilities  



! " Equipment validation, maintenance and 
calibration 
! " Maintains validation documents 

! " Provides advance notification of scheduled 
maintenance and calibration 

! " Maintains maintenance and calibration 
history/status 

! " Can also track facility issues 
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Electronic Change Management 
System Capabilities  



! " Equipment validation, maintenance and 
calibration 
! " Actions can be entered directly into 

Equipment module and tracked through CI/
CAPA module 

! " Detailed statistics can be maintained (i.e. 
mean-time-between-failure (MTBF), mean-
time-to-repair (MTTR)) for reporting to QA 
or management review 
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Electronic Change Management 
System Capabilities  



! " Vendor/Supplier/Subcontractor 
! " Maintains vendor profile and history, 

including certifications (e.g. ISO), contracts, 
purchase orders, etc 

! " Manages vendor audits and audit schedules 
! " Actions can be entered directly into Vendor 

module and tracked through CI/CAPA 
module 

! " Detailed statistics can be maintained (i.e. 
returns) for reporting to QA or management 
review 
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Electronic Change Management 
System Capabilities  



! " Internal audits 
! " Tracks audit status and schedule and 

identifies audit team 
! " Maintains audit documentation: 

-" Plan 
-" Checklist 
-" References 
-" Reports, opening/closing meeting 

presentations or minutes 
-" Responses 
-" Evidence documents 
-" AuditorÕs notes 

06/23/11 30 Compass Consulting 

Electronic Change Management 
System Capabilities  



! " Manages both internal and external 
audits 

! " Tracks/stores audit evidence 
documents 

! " Actions can be entered directly into 
Audits module and tracked through CI/
CAPA module 

! " Keeps audit open until all Issues 
resolved 
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Electronic Change Management 
System Capabilities  



! " Safety (ISO 14001) 
! " Tracks audit/inspection status and 

schedule and identifies auditors/inspectors 
! " Interfaces with Training module to identify 

and track safety training needs 
! " Can interface to Equipment and Document 

Control modules to track safety-related 
data, processes, and documents (e.g. 
Material safety data sheets (MSDSs)) 
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Electronic Change Management 
System Capabilities  



! " Safety 
! " Actions can be entered directly into Safety 

module and tracked through CI/CAPA 
module 

! " Maintains safety-related documentation for 
management review, including 
•" Safety investigations 
•" Incident rate data  
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Electronic Change Management 
System Capabilities  



! " CI/CAPA 
! " Issues identified by type 

•" Customer complaint  
•" Equipment  
•" Internal audit  
•" Validation 
•" Vendor 
•" Safety  

•" General 
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Electronic Change Management 
System Capabilities  



! " Issues identified by severity  
•" Nonconformance  (Major, Category 1) 
•" Discrepancy  (Minor, Category 2) 
•" Observation (opportunity for improvement (OFI) 

! " Requires responses for: 
•" Containment 
•" Corrective action 
•" Preventive action  
•" RCA 
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Electronic Change Management 
System Capabilities  



! " Allows multiple actions to correct single 
item (may be a combination of corrective, 
preventive, and improvement) 

! " Identifies  
•" Initiator  
•" Actionee(s)  
•" Verifier 

! " Tracks/stores evidence documents, 
including evidence of verification 

! " Must verify actions must to close item! 
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Electronic Change Management 
System Capabilities  
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Lots of EQMS Options 

! " Lotus Notes ¨ 

! " Microsoft Workspace ¨ 
! " Proquis ¨ 
! " SharePoint ¨ 

! " InProcess ¨ 
! " Locally developed 
! " Any others? Favorites? Why? 
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Developing an Integrated 
EQMS 

! " Considerations for level of sophistication: 
! " Legal and regulatory 
! " Customer requirements 

! " Quality culture and environment 
! " Complexity of processes and products 

! " COST! COST! COST! 

! " Thoroughly identify/document requirements 

! " Get help! 
! " Get demos! 
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Developing an Integrated 
EQMS 

! " Develop in-house expertise before rolling-out 

! " Work on a module at a time (usually document 
control and CI/CAPA, but could be others 
based on unique needs) 

! " Prepare for lots of training and push-back, 
donÕt start training until its ready, tested 
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