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Foreword

« a business process is

A repeatable series of activities that produces
value for one or more stakeholders (BPTrends)

e Riskis

The effect of uncertainty on objectives (1SO 31000)

e Fact

Risks screw up good processes (me)
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Managing Risk Through Process

e Process-centric organisations are realising significant
benefits by leveraging their process maps, particularly
through tight integration of quality, risk and compliance
activities. These benefits are available to everyone...

e In this talk I will discuss three key trends:

- A common process framework for Quality, Compliance and
Operational Risk

— Standardisation/ reduction in variation in common
processes

— Outsource Contract Governance Management using
process frameworks
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Understanding processes ... Offshore.

Outsource
Shared

Services

... iIs essential for most of T Lean/
. ey as . | Six Sigma
the initiatives in your Processes

organisation. %

But how many of these Performance
initiatives are running in — L
silo’s and isolation?

ERP/CRM
Implementation

Risk &

Compliance

Business

Continuity

Organisational Business ' ’—/

Restructing Processes

-/ 7
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Wouldn’t it be good if ... Offshore.

Outsource

Shared
. Services
... you could connect your enterprise _ Lean/
around your processes ... Business Six Sigma
Processes
giving employees a personalised, j‘/
consistent place to look to understand : T
the processes relevant to Processes |
their role ... j‘/
Performance .

one consistent easy to understand
language ...

Management

Intelligent

the ability for readers to collaborate Operations

with process owners and aut’ Manual ERP/CRM
to enhance the knowledge I’Brl;?:sifs Implementation
keep it up to date ...

PItUp j/ Risk &

' Compliance

C - of dat \)ance, Risk,
Business d Ct SEEHIERS Business
Processes Continuity Processes

. _;/l Organisational Business : 3‘/

Restructing Processes

o :
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An Integrated Process Framework: The challenge

High level Process I g 2

No horizontal integrity

—

Therapeutic Blockbuster
Neod — — _ —
Research Clinical Production and Sales &
Development Manufacturing Marketing

Regulatory Affairs, Risk Management, Compliance Management, Quality Management
Internal Audit, External Audit, Customers, Suppliers, Operational Management
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A Common Process Framework
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The requirements...

e One, integrated set of managed data for Operations, Quality,
Compliance and Risk:

— Quality and Compliance Statements (multiple if required)
— Linked to control points on process maps

— Process artefacts (Policies, Guidelines, Standards, Docs, SOPs,
Storyboards for training, etc)

— RACI

— Measures, Control Points

— Enterprise-wide CAPA

— Integration with other systems e.g. Intranet, SharePoint etc.

— Capable of compliance to security standards e.g. FDA 21 CFR
part 11

— Audit/Assurance schedules and outcomes
— Personalised view of process maps, actions, measures, risks
— Full change control, version management and workflow

T8rquemanagement
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Example: Integrated Management System

4] #]«] John Quality Manual Same format as 1SO 9001:2000 std
£\
$@a0 ! $@8 2 $M0 3 4
Scope Normative Reference Terms and Definitions GQusiity Managemant
System
$M o 5 Yo o Yo 7 Y0 3
Manage_m .E n ; Resource hManagement Operational Control Meas.urement,
Responsibility Analysis and CAPA
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Compliance Statement section 4.0 Gen Reqmnts

Return to the Previous Page

Statement Link Details

Statement Link

Statement Set Name: IS0 9001
Title: 4. 1. General requirements

Deseription: The erganization shall astablish, document, implement and maintain 3 quality management system and continually improve
its effectiveness in accordance with the requirements of this International Standard,

The organization shal

a) identify the processes needed for the quality management system and ther application throughout the crganization (see
1- Z:I.

b) determing the sequence and interaction of these processes,

¢) determing criteria and methods needed 1o ensure that both the operabon and control of these processes are effective,
d) ensure the avaiabiity of rasources and information necessary to support the operation and monitoring of these
processes,

&) monitor, measure and analyse thece processes, and

f} mplement actions necessary to achieve planned results and continual imorovement of these processes.

These processes shall be managed by the organization in accordance with the regurements of this Intermnational Standard,
Whare an organization choosss 1o outsource any process that affects product conformity with requirsments, the
organization shall ensure control over such processes. Control of such outsourced processes shall be identified vathin the
quality management system,

NOTE Processes neaded for the quality management system referred to above should mchude processes for management
activities, provision of resources, product raalization and maasurement,

Linked Activity

e M afh s ssssssr sk Poske s

AN -
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Copyright © 2010 Torque Management Ltd. All Rights Reserved.



Company Response to ISO requirement

COMPANY NAME

QOuality Manual 40 GEWERAL REQUIREMENTS

4.0 QUALITY MANAGEMENT SYSTEM

The quality assurance system operated by the company is based upon the
requirements of IS0 9001:2000. This addresses the following aspects: pre-
qualification, Tendenng, Purchasing, Operations Health and Safety, Cuality

Management, Finance and Management Control, Client Management.

4.1 GENERAL REQUIREMENTS

Frocesses are in place that

Company response to ISO requirement

Note — same numbering system as ISO
standard for ease of navigation

- |dentify the quality management processes and their application throughout

the organization




Organisation Chart, Training plan(s),Training
Materials

@@ QMS Overview

e 1
tanagement
Responsibility
@ Organisation Chart
Management @ = 2 Training
Responsibility @ !l Q Training Plan Records
© o | = @

| QMS_QT1
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Individual Job Spec and Job Scorecard

4] #]/«]| organisation Chart

@

1
-E.l! MD Scoracard

Job Spec & scorecard per role

h@ Managing Director (Doc No: 40) /

(o @
Environmental Health .
uality Ma
and Safety Quasiy Maneger
- -
v v

a

Contracts Manager

Site Agent

T@'P IE|LI sman Ei_Ej__E.' m e FI1_]

Copyright © 2010 Torque Management Ltd. All Rights Reserved.

@

Senior Quantity
Surveyor

@

Finance,IT and HR




Example: Q, C, and Risk Measures

Scorecard: Health&Safety

Owner: Dee Carri(Deleted)
Description:
Sample Quality and Compliance measures (fictitious)
HSA June 2008 Mﬂ‘r/w{
20

Quantity
'
Eu -
ik

# injury # 3-day #HSA visits # prohibition / #dangerous
accidents reportable improvement occurances
accidents notices
Category

« < > » [ Sheet! | Sheet2 | Sheet3 |

T@PE]_UE!’T‘IEFIE_Q_EH’IEHE
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Personalised View

“MyPage/ ,
MyRoles” /M

Docs

l Actions

Metrics & Scorecards M
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Initiation and Training

4
4 A}
4 N
7

"Storyboards” -
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Key Benefits

e One System, one set of data
e Easy to assess and integrate new requirements

e Easy to identify and manage risks

° “"Don’t mess with me button” protects
\/ control points / compliance steps from
enthusiastic improvement specialists

e The Quality Management System documentation becomes
dynamic - no longer “shelf ware”

e Removal of waste - parallel management systems eliminated
e Personalised view improves performance

e Storyboards greatly improves speed and adoption of new
processes

T8rquemanagement
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Case Study: Lockheed Martin

LOCKHEED MARTIN

We never forget who we re working for™ -

Revenue $31.9 Billion

Backlog $76.9 Billion

R&D $1 Billion

125,000 employees world-wide

T@'P E|LI sman E_E]__E.' m e FI1_]
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Lockheed Martin : Issues

Core process defined by US in 200
page MSWord document

Called IEP (Integrated Engineering
Process)

Stored on intranet with supporting
documents

Measures

T@'P E|LI sman E_E]__E.' m e FI1_]
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Lockheed Martin: results

$21M in operational savings registered year to date
Average days to close corrective actions reduced by 75%
Operational metrics tied directly to process

Greatly improved employee ownership of processes

T8rquemanagement
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The Network effect

“Standards are characterized by a snowball
effect: the greater the number of people using
them, the more valuable they become, and
therefore the greater the number of people

motivated to use them.”

Blown to Bit — The Economics of Information

By Philip Evans, Thomas S. Wurster

T8rquemanagement
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Standardised Processes
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— New business start up can identify and adopt best available practice - lower risk

— Easy to identify deviation from the standard
— Enables early detection and notification of new risks

— Easy to identify biggest overall risk
— Easy to identify share best practices

HQ
Region
Country

Function /

()]
(7))
(1}
=
0=
s £
=)

Copyright © 2010 Torque Management Ltd. All Rights Reserved.

anagement

T8rquem



Case Studies

N

AVAYA

TOYOTA

MyToyota

T8rquemanagement

Strategy to reduce
complexity, lower risk

and increase efficiency -
standardising a number of
process in >30,000 business
in a five year journey

SAP & Siebel rollout 36 -
>18months

Quote process 14 days ->10 mins
... And SOX as a by product

Lean Operations Strategic
Programme across Europe
....And White Collar productivity
savings

Copyright © 2010 Torque Management Ltd. All Rights Reserved.
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Outsource Reality: Most Organisations Outsource

e Qutsourcing is inherently risky and can result in a loss
of Intellectual capital, skill and know-how, and cause
compliance exposures

e Documented processes provide a degree of protection
against risks, ambiguity, gaps, overlaps

e Capture your processes prior to, and during,
outsourcing, to protect your position

e Embed processes in contract to manage risks associated
with change and service levels

T8rquemanagement
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Standards

e Many SPs (Service Providers), many standards. All know that
theirs is best!

e Adherence to industry standards will provide a common
vocabulary and reference point

e Embed your standards, your processes, your GQRC
requirements and measures in the contract

e Document the process steps where standards apply

e Share the information with the SPs and collaborate for
improvement

T8rquemanagement
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Life Sciences: Special considerations

e GxP training record required for all associated with service
delivery

e SOP training required for GxP services

e Challenges:
— Initial training
- On-going management as personnel changes
- Management and custodianship of training records

— SOP change control management - “read, understood,
accepted”

T8rquemanagement
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Critical Success Factors for Relationship Management

e Strategic Control

e End-to-end visibility

e Transparency and Accountability

e Governance, Risk, Quality and Compliance

e Customer Satisfaction / Performance Management

T@F C|LI sman E_Q_E m e I'I1_]
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Example: Outsource Relationship Governance

Service Quality &

Change

Contract &

Financial

Relationship

Performance Compliance
e P— Management Management Management Management
+ + 0 +
Service Jervice Change Contract Invoice Werificatior]  Stakeholder
Performance Management Management and Payments Cormrmunications
Management Management Management
N — /
* * v 5 ice Cost Stakehold
Service Level . L SrVICE 0 Jrenoider
Management Project Initiation | Contract Change Allocation Relationship
and Authaorisation Management Management Management
o - R
Stakeholder Program Evternal Financial Benefits Canfinuous
Satisfaction . and Fealisation I Fa
i i Management Management Compliance Management e et
All our suppliers are reguired to o Management Y Innov ation
comply with clearly defined caontrol Management
processes and procedures. Here you _ _ _ _ _
will find process descriptions and Service Cemand and Internal Financial Service Provider
supnart inforrmation that describe Krnowledge Consumption Compliance Performance Felationship
FH Management Management Management Feporting Management
aspects of our governance maodel for
our suppliers.
+
Governance Model by lecle General Risk Market ﬂnaIyS!S bz cet
. Management and Benchmarking Management
Supplier Management
- L bt
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Service Performance Management

o On or before target date
| Reports
Latest ;
. received b
Ongo_mg performance @ relevanty Regional /
service : : IAuthorised SLA Update data in ; functional Prepare
Maintain/Update p B directors and Conduct SP :
: repositories dat: assessment of
¥—> scrvice levels and boc pe rformancet . Distribute service || Managers | performance data [ © < “°° performance
service metrics managemen reports review
metrics P report
repositories
Responsible Exec

SP Manager SP Manager Director
SP Manager

SP Manager

Senice Provider

Manager

@ |z, ) & Draft Link 'to: )
By ?s Consolidate and | stakeholders Release C(I)\/lngnmaugne:fna:r?tns
Conduct prepare report stakeholder H— &
Provide monthly governance board stakeholder reports
performance meeting reports Performance report
reports
S — SP Manager

Senice Provider

assessment document

SP Manager

SP Manager

Director
Senice Provider

Manager
Link to: Contract

Issue
Management and
Contract Change

Management

Service level
credit info

Service level
credits

— | Calculate service

level credit g

Link to: Contract
Change

Management Finance Manager

T8rquemanagement
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Governance

Contract &
Compliance
Management

Service Quality &
Performance
Management

Relationship
Management

Financial
Management

Change

Management

+ + 0 +
Service Service Change Contract Invoice Werificatior]  Stakeholder
Performance Management Management and Payments Cormrmunications
Management Management Management
* * v 5 ice Cost Stakehold
Service Level . L SrVICE 0 Jrenoider
Management Project Initiation | Contract Change Allocation Relationship
and Authaorisation Management Management Management
=
kehold ial fi ¥
Stakeholder Program Evternal ancial Benefits Canfinuous
Satisfaction . rd Realisation I Fa
; ; Management Managems Compliance Management e
All our suppliers are reguired to o Management Y Innov ation
comply with clearly defined control \/ Management
processes and procedures. Here you _ _ _ _ _
will find process descriptions and Service Cemand and Internal Financial Service Provider
supnart inforrmation that describe Krnowledge Consumption Compliance Performance Felationship
FH Management Management Management Feporting Management
aspects of our governance maodel for
our suppliers.
+
Governance Model by lecle General Risk Market ﬂnaIyS!S bz cet
. Management and Benchmarking Management
Supplier Management
- L bt
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Drill Down to Attachments

; Link To: Supply Chain Management

= | Vendor Assessment

Vendor Audit

= | Supplier Training Records

Vendor Performance Meazures

T@'F‘ C|LI sman E_Q___E.' m e I'I1_]
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Conclusions

e It is possible to outsource, maintain control and minimise risk,
even in a multi-source environment

— Map processes, performance criteria, Business Rules,
Standards, Targets and Performance

— Link processes to overall contract governance & document
(SOPs) repository

— Share process maps with SPs - only what they need to see
- Rigidly manage the change control process

T8rquemanagement
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Case Study

L - == o Unilever 360 is a repository
Managing our service providers fo ra I I d ocumenta t| on
= associated with outsource
Our Supplers . Dt Controks ContraCtS.
ol :..;24?';_?;'-_."_'."-.:..-'.:'.J.-”lié-'-T-.‘.' — Processes and Work
instructions
- Training Material
Our Processes _ Metrlcs
— Audit Plans
g — Compliance Materials
e Global Implementations
) i ﬁ;‘ﬁ ¥
- Finance - 3 regional deals wor =2y
| Wile st
~ NPI - 3 regional deals %ﬁ@%#
- IT - 3 major global deals =

Unillearer
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Summary

Process maps are an important business asset that can be leveraged in many
novel ways

Leading organisations ‘get this’ and they use their process maps as enhanced
integrated process management tools to integrate the critical functions of
operational management, Risk Management and Quality / Compliance
management. They also have better business outcomes

There is no need for separate quality, compliance, risk and operational
management systems,

Scalable approach - from discreet project to enterprise level

Benefits:

- Transparency and accountability are enhanced
- Risk are managed and reduced
- Waste of duplicate systems is removed

T8rquemanagement
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About Dee Carri

e Founder and Director, Torque Management Ltd

- MSC Strategic Quality Systems: Lean/Sigma; Six Sigma MBB; Lean BB; Cert. In
training and continuing education. BPTrends Associates accredited trainer

- Founded TM to pursue interest in quality and performance

e Positions Held

- CIO Elan Corporation plc. Member of Board Elan Pharma
— Consulting Director, Gartner UK
- eBusiness Director, PA Consulting Group

e Strong Industry and policy links

- Irish and European Telecommunications

- Irish Government Information Society Commission
- Women in Science and Technology

- Drug Information Association
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Further information and contact details

Dee Carri

Founder and Director

Torque Management
www.torquemanagement.com

E: dee.carri@torquemanagement.com
T: +353 45 901 620 (office)

M: +353 86 810 6111 (mobile)



