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é\ﬂh Zenith Technologies:
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Enterprise Performance Delivered

* Founded 1998 by Brendan O’Regan
e Automation/Enterprise Systems Projects main
business activity

* 650+ employees worldwide. Offices at Cork (HQ),
Dublin, UK, Belgium, Germany, USA, Singapore, India

* First certified to ISO9001:2000 by NSAI in 2004 ===
e Passed reassessment audit to ISO9001:2015 on 12 13

July 2016 -
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QUALITY
1ISO 9001:2015
NSAI Certified
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Customers:
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* Customer base is Pharmaceutical / Biotech re_gulated
manufacturing €. ... obbvie Jjanssen J e

e QOur customers expect a conservative approach to
Quallty @ I NOVARTIS GEI"IBI"IIECh SANOFI Y

A Member of the Roche Group

e Zenith QMS structure is traditional 1S09001 pyramid
(Quality Policy, Quality Manual, Policies, Procedures,
Work Instructions)

* 61 SOPs for Lifecycle and Support activities (Project
Llfecycle Vv model) in accordance with the GAMP

N -~
" QUALITY
1.S. EN IS0 9001:2008
NSAI Certified
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é\ﬂh Key challenges for us:
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Enterprise Performance Delivered

* New concepts in Section 4 of the standard
* The 1ISO9001:2015 QMS questionnaire

— What is the “context of the organisation”?
— What are “Issues”? (Are all issues “risks”?)
— Who are the “Interested Parties”?

e The Process Vs Clauses matrix

— More detail needed in identification of processes

(all processes need to be considered, even those which do not
have an SOP)

— Assigning objectives and risks to processes
— Determine the scope of applicability of the QMS

Copyright © 2014 Zenith Technologies Enterprise Performance Delivered



é{\ﬂh How to migrate from the current system:
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Enterprise Performance Delivered

* How much of the old structure to retain?
* Do we need a Quality Manual?
* |s the Quality Policy still suitable?

 How to satisfy requirements of the standard,
while still meeting customer (audit)
expectations regarding the QMS?
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é\ﬂh Strategy adopted:
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 New Quality Policy to better address an objectives
framework and Plan-Do-Check-Act methodology

 New Quality Manual following the structure of the new
standard, as per previous QMS structure. However,
Section 4 has short explanatory paragraphs only, which
refer heavily to the new “Context” and “Processes” and
Risk Register documents.

e QMS “pyramid” structure to be retained.

* New documents for ISO9001:2015: Context of the
Organisation, Risk Register, Process Analysis.

* Adoption of a presentation format for use at strategic
management meetings by Zenith top management. It
includes columns for “Issues”, potential impact,
response strategy, and budget impact.

Regional Strategy 2015-18

Business Implications

Ability to satisfy demand Missed targets. Imvest ment costs.

Disappointing Client expectatians

Marmar o roreratinn

Acceleratedevelopment programmes for
new hires.
Draactivehs rurlo onolnoces hoturoon ot oo
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Z\Hﬁ Structure:
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 New/modified in red
* Context, Risks and Processes documents sit next to

QM

* KPI's and metrics to be integrated into 2 eson sttemen
business/finance systems as “documented

information” Tier 4 Qualty
Qur commitment to Quality Policy
Staternent
. . Context ofithe Org
Tier 2 _ _ uality | Risk Register
How we fulfill this commitment. Manual | processes
{Company Policies)
- S0P°s
Tier 3
. Project Quality Planning
H do thejob.
awwe do Theo Work Instructions
Tier 4 KPI's and Metrics
What we have done. Quality System Records

Project Quality Records
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Quality Policy:

* New Quality Policy to better address an objectives
framework and Plan-Do-Check-Act methodology

Copyright © 2014 Zenith Technologies

Quality Pelicy

Ow Leadership Teamis committed to achieving excellence in Enterprise Systems by
maintaining & Guality Management System in accordance with [S09001:2015. we will
base this approach on our systems, our people, our customer focus and continual
improvement of our processes in order to attain our strategic objectives.

Our Systel

We understand our business
environment  and  we  are
proastive - in - defining  our
Processes in the coantext of our
Glabal arganis ation.

We o identity ks and
opporunities and - adapt our
stiategies accordingly. We do
ths both to increase our
effisiency and to maintain the
flexibilty to adapt 1o our
customers’ needs.

Wre  are  commited to  total
Customer S atisfaction. e engage
with our sustomers worldwide in
order to fully undestand their
current and future needs. We are
dedicated to providing solutiors that
will meet of exczed expectations for
function ality, quality and value.

Operation

and jmpraving
Support
Plan Do
Planning Review
and U = Leadership [ 7 and
Objectives Evaluation
' Act Cl\eck'
Improvement

Lo aally

Our People

Zenith's mostimportant
resource i its People. ie are
committedto creating an
organisational cutture that is
inclusive, walues leadeship and
teammnrk and eontiibutes to
individuzl dewelapment. Al
team members are encouraged
and empuotered to engage with
ourquality processes and
contribute meaningfull to

Con

us

nprovement

esstgoak and objectives and
establch  metiics  of  our
pertormance  against these in
arder to Continuously Improwe
ourseice to the customer. Key
deckions are based on data
gathere d at audits, manage ment
reviews and feedbadk from our
customers.
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é\nh Updated Quality Manual:
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Enterprise Performance Delivered

e Same structure as the standard

e Section 4 explains approach and references new
documents

Croc |0 204001

Revision: ¥

Quiality Manual

Effective date: 2850716

Last review: 260916
Contents:

THTRODUTC TIOHE o e oo et e e e e et e e e e e e e e e e e eeeeeenenas 7
- 1. - RPN Y
. RERE RE L E B e e e e e e e e e eaaaas ]
3. TERMS AND DEFIHL TS e e L]
4 CONTEXT OF THE DRGANISATION ... e e e e e aaes 10
4.1 VUROTFESTANDINGTHE ORGARBATION ANDIITE ORI T ... i ee e ee e e e e eenas 10
4.1} VURDIESTANDIAGTHE AFFDS ARD FXFECTATIONS OF INTIRXE TED EARTIES ....oooovvinieeeeneeeeenes 10
4.3 DIITEMIRINGTHE §G0FE OF THE QTALITY BIARACTRITHT EYETIRL . ... eee e 10
4.4 [JTALITY MIARA AT BT AT TTE FROCTEE T e e e e e 11
B LEADERSHEE. ... e e ettt e e e e e e e eet bt e e e e e e e e e eeeaent et e e aaeeaaaaes 11
51 LEADFRSHIE AL L T T . . ..ottt ie it et eeee e et e et e e e et e se e e e ean et e e ene st aeeneenessaennns 11
31z L PP 11
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Z\nﬁ Context of the Organisation:
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 Context —who are we, what are our main objectives,
what products and services do we supply, what
environment(s) do we operate in

* “Considerations” identified from various sources
related to our context and include all issues to be
considered. A subset of these are risks.

Considerations/fIssues
j_\ Risk Register -
51, MES, Site Services, eLearning Management Review -Risk Management )
- : -Risk responses
IE -Company experience Evaluate issues.
UK ~Financial results TRk ihy? Strategy -Define Objectives {PMDS)
EU -Market Intelligence :IO pppppppp t""t? Peonle 2 e b ; hedul
USA | -Stakeholders mprovements ﬂmpar ::> » -Assign budget, schedule,
Asia -Environmental scanning Plan Besponses perations 1| || resources
_Consultants ! P - -Infrastructure
Review OMS Processes.
-News and Joumnals Sales Focus
-Escalations from Projects j/ (CRM/Prophet) |
. o V4
* |nterested parties ( Stakeholders” as per PMBoK

include Zenith departments, Zenith staff as
individuals, customers, suppliers, regulatory
bodies/auditors, financial institutions.
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'/zzwh_ Issues, risks and opportunities:

Enterprise Performance Delivered

e Differentiation between Project-level risks, and QMS
risks for the purpose of the risks and issues analysis

* Project risks continue to be handled via existing
Project Risk Management SOP based on GAMP /
PMBoK
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él\ﬂh KPIs and metrics as Documented Information:
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Enterprise Performance Delivered

* Alignment of effort between Zenith Quality, PMO
and Business Systems departments.

— Documented information as an output from PMO

* Key metrics and KPIs to be pulled from business
systems wherever possible including HR personal
performance data, project progress Vs targets,
enterprise performance Vs targets
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é\ﬂh Result:
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« Audit on 12-13 July was a pass
* New certification from 28 Aug 16

* Next steps:

— Continue with monthly/quarterly Quality tracking
via Dashboard

— Management Review of Issues, Risk Register, QMS
effectiveness
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