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from strategy to reality



Agenda

Part 1 — Let’s agree the scope and problem

Break

Part 2 — Be compliant, drive continuous improvement
AND improve the bottom line with an Integrated
approach
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Scope of Compliance Requirements ?

International standards .

USA Code of
Federal Regulations

Sarbanes-Oxley
Data protection

Financial Services

etc etc ...
Its any regulations !

Health, Safety &
Environment
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Challenges of a non-integrated approach ?

Mr Line Manager

Mr Quality

Mr Lean
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Line Manager

Workplace challenges today ?

* Responsibilities and interfaces unclear
* Documents hard to find and understand

e Turnover of staff — hard to educate in
processes and compliance

e Compliance tell us we did it wrong or give
extra work

* Too many audits — distraction from “real” work
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Compliance and Quality Manager

Compliance challenges today ?

-Continuous state of audit, preparation cost high

-One business activity may impact multiple
standards — how do we know ?

-Nightmare of tracking and closing audit gaps

-Compliance seen as additional to the day job
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Lean / Continuous Improvement Manager

Cl challenges ?

* No alignment with audit findings

* We keep improving the same thing over and
over again

* Improvements can break our compliance
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Consequences of non-integrated compliance

Compliance not part of peoples’ day jobs

_ _ Unclear responsibilities
High cost of compliance

Compliance and continuous improvement
are separate initiatives

Lack of process transparency

High cost of audit management

Too many non-conformances

Relationship between processes and
Compliance not understood
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Part 2 — An integrated approach




Consequences of non-integrated compliance approach

Compliance not part of peoples’ day jobs

_ _ Unclear responsibilities
High cost of compliance

Compliance and continuous improvement
are separate initiatives

Lack of process transparency

High cost of audit management

Too many non-conformances

Relationship between processes and
Compliance not understood
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Integrated Compliance approach
Compliance is part of peoples’ day jobs &)

_ Clear responsibilities
Lower cost of compliance

Compliance and continuous improvement
Initiatives are aligned

Process transparency

Lower cost of audit management

Reduced number of non-conformances

Relationship between processes and
Compliance understood
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Turning the negatives into positives ?

Compliance is part of peoples’ day jobs

Clear responsibilities

continuous improvement
ned

0 L

Process tradﬂb@@ﬁted
Managese adst of audit management

Reduced nunﬁi%rggmonformances

Relationship between processes and
Compliance understood
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Integrate the Hats !

Single platform
for process,
performance and

compliance
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Methodology

Start here...

Map or

Manage Cl ﬁ update
initi processes

Initiatives

Track Get ready
action to assess
progress compliance
Integrated
Management

e Platform

corrective
actions

Assess process
compliance

&

Prepare for

Analyse

Record
performance findings and manage
EENVC audits
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From regulation to action...

Sec. 810.13 Mandatory recall order. Samples for off line

quality testing

(a) If the person named in a cease distribution and n
hearing or submit a request for agency review of the
Drugs or the presiding officer denies a request for a
hearing under 810.11 or completing agency review of

link B
1 Raw material 3 Finished product to

_} Released * o} issued to * M appropriate quality lew

under 810.12, FDA determines that the order should production production orders
with respect to which the order was issued, FDA shal orders Manage raw material Execute detailed line
shall amend the order to require such a recall within — inventory schedule

distribution and notification order if a regulatory heari Production data

requested, or within 15 working days of denying a re
of completing a regulatory hearing under 810.11, or
request for review of a cease distribution and notific

Materials Mgr Production Mgr
Raw material
{b) In a mandatory recall order, FDA may:
(1) Specify that the recall is to extend to the wholes
(2) Specify a timetable in accordance with which the

{3) Require the person named in the order to submit
described in 810.14, and periodic reports describing tl
described in 810.16; and

(4} Provide the person named in the order with a mo
key elements of information that FDA has determined
and device user facilities.

the

reality
?

observations actions

Number  Subject Category

n SRRt aroiRsnas NIl neues NCIA Cortert Meragemert
13 Egtal Sove. Coath Banked Retad Store Complance Tas
14 Baad Store: SLa¥ Noty Retad Srere Comphance Tas
% b Canh Cankms Kmtnl Rorw Complance Tas
0
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"

2 Stal e Cash Banked
P2 Extal Satws St Sanked
o 2o Cagh Dankad
2 Botnd Ztoeq: Cagh Banked
o oo Caet Banhsd
% Ram: Coth fanknd
» Agai Soew: Cash Baoked
= EmtalSiaons el Bate
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How does an integrated compliance
management approach help these people ?

Mr Line Manager

Mr Quality

Mr Lean
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Line Manager

“How does the Integrated Management
Platform help you ?”

e Compliance is part of everyone’s day job

 Easier to train people

* Easier to manage change

* Being compliant means being faster
(not being stopped)
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Compliance and Quality Manager

“How does the Integrated Management
Platform help you ?”

-Process is a living asset

-Significant reduction in audit preparation time
-Easier to track and manage gap closure
-More successful audit outcomes

-People more knowledgeable and confident
during audits
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Lean / Continuous Improvement Manager

“How does the Integrated Management
Platform help you ?”

 Easier to assess impact of change —
know where the goalposts are

e Audit findings become an input to Cl initiatives

* Achieve consistency across the business
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Case Study

» ~ S5 billion for world’s most efficient steel mill
* Target: automobile:

* high quality standards

* low tolerance for supply chain disruption

* Thousands of work instructions, reports and
procedures to be captured

* Links to SAP, ISO and other certification
standards

* Foundation for future Lean/Six Sigma
continuous improvement efforts
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Approach

* Executive policy for business process
management

* End to end processes (based on APQC Process
Classification Framework)

* Short timeline plus complexity of requirements

Built on Nimbus Control + APQC accelerator
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Competing on Compliance

* Sales message: uninterrupted supply chain
backed by quality, environmental, health,
safety, IT and BPM standards

* Used their transparent, compliant system as
selling point

* |nvited customers

* Demonstrated transparency of processes and
compliance management

“Most transparent and thorough compliance
processes they have ever seen”
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Summary
Working in a non-integrated way:
e Higher audit costs

* High risk of non-compliance

An integrated approach:

Compliance “part of the day job”

Reduced cost of compliance

Driver for continuous improvement

Improved bottom line
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