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O Lines are Muted
J Recorded Line
O Chat Box

U Questions during the Presentation

U Questions after the Presentation
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Our Mission Is
Driving Industrial Transformation

We are thought leaders and trusted ' R T
advisors for Business, IT, and - =
Automation executives

Our differentiators:
0 Experienced analysts

O Primary social research

0 Deep industry contacts

U Interactive data visualizations
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Matthew Littlefield Dan Miklovic Andrew Hughes
lloT APM MOM

TBA

Jason Kasper Dan Jacob Starting Jan 14, 2016
APM EQMS EHS
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Digital Transformation

_ __ Operational Excellence
Relimagining
Business
Process and Realigning
Service Delivery ' People,
Process, and Managing IT-OT
Technology Convergence
and Next-Gen Defining
lloT Technology ' Immediate and
Long Term ROl | Eliminating Bias
,,,,,, —— OE— and Finding

.....................
stems
e o ot S Long Term
Smart COSTS TOTAL | YEAR1 | YEAR 2 | YEARD | YEAR 4 YEAR §
suty Partners

PLANNING
Project BUSINESS CASE
Charter
DISCOVERY o
@ 0 SELECTION

Enterprise Architecture
Business Case Development

Solution Selection

OPERATIONAL
EXCELLENCE SUPPORT
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* lloT

*Metrics that Matter
‘EQMS

*EHS

*Energy Management
*APM

*‘MOM
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OPERATIONAL
EXCELLENCE SUPPORT

People - Process - Technology
Operational Excellence Platform

Fall short on any pillar and your
OpEx platform becomes tippy

Fall short on two or more pillars and your
OpEx platform becomes totally unstable
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EH&S

* |ncident

Management

* Inspection
Management

« S0Ps

EQMS

Reporting, Analytics, Configurability,
Mobility, Interoperability

CRM

P L M Process Automation Document Management
: * Customer
« APQP/FMEA + NC/CAPA = Control {eSignature, :}un1p|ajl;1t:5

" Design for Qually * Audit Management View, Print, Head & * Sentiment Analysis
: . : Understood) - —
* Inspection Plans # Supplier Quality . Warranty
Management + Collaborate (Search, Management
# Training & Certification Share, Comment)
* Change Management * Regulatory

* Risk Management Submissions

MOM

In-Line and
At-Line Testing

SPC
HACCP
NC Reporting




*Governance and
Planning

* Decisions:
Months/Years

* Business Systems
¢ Decisions:
Days/Weeks

Value Chain

e Operations
Management
=) | e Decisions:
Seconds/Minutes/
Hours

2 B Process Control and
Physical Assets
® Decisions:
) | Sub-Seconds

Enterprise Quality

Quality Management System (ISO compliance: roles, responsibilities, processes)
Risk Management System (ISO compliance: roles, responsibilities, processes)

CAPA, Audit, Supplier Quality, Training and Certification, Inspection Plans, Adverse
Events, Product Quality and Reliability, SOPs/GXPs, Customer Complaints, Quality

Materials Management, Lot Control, Quality Metrics

Document Management System (control, collaboration, regulatory submissions)

o m

Functional Quality

Manufacturing

Electronic Lab Electronic Lab LIS Electronic *  Recall
Notebook Notebook Non- Batch *  Non-
Non- LIMS/LES Conformance Management Conformance
Conformance Non- Serialization In/At Line
Conformance Quality Testing

SPC

PAT

Weigh and

Dispense

Electronic

Work

Instructions

LIMS/LES

Non-

Conformance

Serialization
Instruments Instruments Instruments Instruments ¢ Instruments
Test Test Test Test e Test
Equipment Equipment Equipment Equipment Equipment
Quality Quality Quality Quality *  Quality
Materials Materials Materials Materials Materials
Inventory Inventory Inventory Inventory ¢ Inventory
Tracking Tracking Tracking Tracking Tracking
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Quality Analytics Framework
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» Quality, EHS, Risk,
Reliability Process
Performance

¢ Document
Management
Performance

® Engineering
Performance
e Supplier Performance

* Manufacturing
Performance

® Product Performance
® Customer Complaints
¢ Financials - CoQ

* On Board Diagnostics
* Root Cause Analysis
* FMEA

* Risk/Fault/Safety
modeling

* Reliability Engineering
(Diagnostic/Testability
Analysis)

® Quality Engineering
(SPC)

e Simulation

* Data Mining

* Correlation

* Machine Learning

® Regression analysis

* Social Network
Analysis
* Sentiment Analysis

* Trend Analysis

* Reliability Engineering
(prediction, physics of
failure, reliability
growth)

e Actuarial Statistics
* Residual Life

e Simulation

® Machine Learning
* Regression analysis

* Social Network
Analysis
* Sentiment Analysis

* Mash-Up Analytics
* Financial
e Real-Time Visibility
* Predictive

e Extended data model
* Service Actions
* Logistics
e Suppliers
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Quality Maturity

MARKET LEADER

Top operational and financial performer.
Ability to define markets, tranform business models and
dizrupt incumbents.

AGILE

Strong opterational and financial performer.

Ability to meet and exceed current market demands.
Fast follower as markets transform.

PROACTIVE

Average operational and financial performer.

Ability to meet and exceed current market demands.
Potential to meet future market demands.

CONTROLLED

Moderate operational and financial performer. Ability to
meet curment market demands. Inability to meet future
market demands.

AD HOC

Lapging operational and financial performer.

Inability to meet cumrent or future market demands.
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Leadership: How does quality feature in the
boardroom today?

The Business Case for Quality: the Value of Good
Quality versus the Cost of Quality

Leading Organizational Challenges that prevent
Quality Management success

Creating a Quality Culture: Successful approaches
to moving from policing to a true culture of quality

Breaking down traditional quality silos: How and
why

Is control a good enough reason to not de-
centralize quality management responsibility?

Key characteristics of the next generation Quality
Manager

©LNS Research 2016
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What are opportunities for Digital Transformation in Quality
Management?

Enabling excellent, secure supplier quality management
partnerships

NPI: Best practices in design for quality

Is risk management the best approach to prioritize and
prevent quality issues?

Best practices in upgrading to ISO 9001: 2015

How do organizations deploy risk-based thinking across
functions?

Embedding business /accounting into quality processes
Why aren’t all quality processes created equal?

How do organizations change from audit for compliance to
audit for opportunity?

."”.‘ﬁ
|
L4

What leading indicators should result from process borne
intelligence?

©LNS Research 2016
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* How does IoT impact quality management?
* How to support cross-platform closed loop quality

*  What technology should be deployed to provide
organization wide risk management?

 What is EQMS’ importance and role in the full
technology stack from shop floor to enterprise risk?

*  What opportunities does a Q, EHS&S integrated
technology approach offer?

* What are critical elements and required integration for
effective closed loop quality?

» Challenges and benefits to extending closed loop
quality outside the organization to suppliers and
customers

* Risk-based thinking demands a framework, can
EQMS rise to the challenge?

« What is the importance and role of LIMS in quality
management?

©LNS Research 2016



Quality
Management and
Operational
Excellence

Sound Business =
Quality & Industry
Disruption

EQMS Platforms
and EHS&S
Integration state of
the nation —
roadmap to EQMS
maturity (from ad-
hoc to proactive)
Age of Analytics —
data & tools, now
what?

OPERATIONAL
EXCELLENCE SUPPORT

People - Process - Technology
Operational Excellence Platform

Fall short on any pillar and your
OpEx platform becomes tippy

Fall short on two or more pillars and your
OpEx platform becomes totally unstable
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Reports and blogs concerning: Risk driven analytics, Ad-hoc monitoring O
of quality metrics to proactive indicators, What constitutes good leading
indicators, and Interesting Survey Results

Key Measures of Quality Used

OTHER (PPM/CNCR/RPH)

[ I W oy A
e
S
00
YIELD 54.5
CPK 63.6 ‘
COMPLAINTS / RETURNS 81.8
0.0 10.0 20.0 30.0 40.0 50.0 60.0 70.0 80.0 90.0

% Respondents

m Suppliers ~ OEM

©LNS Research 2016
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Will take a closer look at specific Quality strategies and case
studies in the following industries:

« Food & Beverage
 Medical Devices/ Pharmaceuticals

« Consumer Goods Color by

Industry

B Aerospace and Defense

B Automotive

| |Beverage

. |Bio-Technology

["|Chemicals

|| Consumer Packaged Goods
'Electronics

B Food

["|High Technology

| |Industrial Equipment Manufa

B Medical Devices

[ Metals

7| Mining

B Oil & Gas

B Packaging

B Paper / Lumber / Timber

B Pharmaceutical Manufacturin

« Automotive
* Aerospace & Defense

« Service Industries

©LNS Research 2016




Achieving Boardroom Priority:
The Business Case for Quality and Risk

« The business case for quality:
- Quantifying the Value of Good Quality.

- Going beyond the Cost of Quality to determine the
Impact of proactively managing quality and risk on
business success.

- What language, best practices, indicators and
technology make it viable for quality to be identified
as a core contributor to business value

* Leadership in Quality.

- The role that active board-level Quality
leadership has on brand value and business
success

- Best uses of technology to both elevate quality
leadership and broaden quality participants

©LNS Research 2016



LNS

research

Global State of EQMS

EH&S
* Current state of EQMS across batch i
manufacturing, discrete manufacturing oo

and life sciences industries.

EQMS

Reporting, Analytics, Configurability,
Mobility, Interoperability

» Provides a historical perspective and
trend analysis based on data gathered

from 2012_2016’ used to |dent|fy Shlfts |n PLM Process Automation ~ Document Management 5 CEtEerM
B} . . * APQP/FMEA * NC/CAPA  Control (eSignature, Complaints
quality best practices and adoption of - Ousgnor unity [NERUNCHINSS T XS . . e
e . . * Inspection Plans * Supplier Quality S * Warranty
specific EQMS functionality Marogement * Colaore e, SRR

e Training & Certification
* Change Management * Regulatory
« Risk Management Submissions

 ldentifies impact of adoption to tangible
improvements, as well as selecting the
appropriate KPIs for measuring quality MOM

* In-Line and

At-Line Testing
e SPC
* HACCP
¢ NC Reporting

©LNS Research 2016
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Supplier Quality Management

(SQM)
Material Performance MANUFACTURING
« Differentiating end product Process Performance
quality through supplier @
guality management
 How does a supplier go _ Final Test
beyond compliance and il Traceabilty

excel in the customer’s
(OEM’s) eyes

Field Failures
Voice of Customer

« Technology and the supplier SUPPLIERS
guality management
partnership D %
« What are vendors doing to As-Built ) @
ensure SQM security for i © S
both parties. SERVICE

« Impact of participating in
many and disparate supplier " R&D/
i ork Instructions
guality management portals el prammmn. sl ENGINEERING
and tools.

©LNS Research 2016
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Quality Management and
lloT

 The loT offers the potential

for a vast array of sensor Percentage of Respondants

and other in-field data as | Top Quality Management Objectives
intelligence for

engineering, reliability and Color for Industry

Al .

Electronics

performance purposes.
How does a quality leader

prepare for this in their
organizations.
* More data should mean
better evidence-based
decision making how does
this impact risk
management and help . . ._
drive proactive quality o

a0

behavior? Reduce the Improve Reduce non- Better manage  Preserve Ensure
enavior: total cost of customer conformances in - operational brand equity.  compliance.
quality. experience. manufacturing.  risks.
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