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The purpose of Quality Assurance

Why do we exist?
Who are we providing assurance to and of what?

What does Quality mean to us?

“Provide UTI Pharma business and external
clients with assurance that they have the tools
and the knowledge required to efficiently and
effectively meet or exceed the quality and
requlatory requirements of our products &

services.”
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Our Vision for the QA Department

What will be the ultimate fulfillment of our
purpose?

“We provide a QA service that is regarded as the
international benchmark in assuring the
consistent delivery of the correct results the 1st
time to companies all over the world on an
outsource model”
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Our Strategy

How will we move from where we are now to
where we want to be?

Effectiveness

Provide assurance that key business processes are
consistently producing quality results l b

/>
Compliance r

Provide assurance that all governance requirements are

being adhered to i
l\ Compliance (\ i

Efficiency \’\\J/\{\ Effectiveness

Provide assurance that all business processes are

continuously improved to achieve maximum efficiency W
i £ »y
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Being consistently effective CSFs

“Provide assurance that key business processes are
consistently producing quality results”

CSF 1:

[] \ o
A shared understanding of how to perform the key l‘./”-’Ml

business processes so that they produce quality
results

CSF 2:
Processes are measured and appropriate corrective action is taken to
address failure to achieve KPI targets

CSF 3:
Effective management of the risks that could prevent us from achieving the
guality results consistently

CSF 4.
Controlled implementation of process improvements (Changes) to prevent

deviation from the quality results
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Strategic objectives to produce the CSFs

o CSF(1.2)

a shared understanding
of how to perform the
key business processes
that need to consistently
produce the correct
results to achieve UTI
Pharma’s Strategic
Objectives

%

~5

O,

Strategic Objective 1.2
100% training records for annual
SOP training

O,

Strategic Objective 1.2
100% of staff trained on using the

muti manual

@®

S
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Strategic Objective 1.2

®

’j Responsibility:
‘ Leon Patras?

KPI:
Number of audit findings?

No findings on internal process
compliance audit

B

©

O

Target:
0 Findings

4

L

Strategic Objective 1.2

[! ! Related process or project:
Internal process compliance audit

2

100% pass rate on self assessments

@
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An intelligent strategy Mind Map in Nimbus
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| UTIPharma OA Strategy

Our Purpose
“Provide UTI Pharma business with assurance that they have
the tools and the knowledge required to efficiently and
effectively meet or exceed the quality and regulatory
reguirements of our products & services.”

Our Vision
“We provide a QA service that is regarded as the international
benchmark in assuring the consistent delivery of the correct
results the Ist time to companies all over the world on an
outsource model”
/ Key Quality Assurance Areas 3
/f
P Bei : i v Efficiency N
: eing Effective Compliance 2
% i g Ry A : P Provide assurance that all
Provide assurance that key - Provide assurance that all ;
o S e s X : business processes are
B business processes are / «A  govemance requirements are continuonslvimprozedts
» consistently producing the 4 being achered to VRS

rerteils achieve maximum efficiency
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An intelligent strategy Mind Map in Nimbus
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An intelligent strategy Mind Map in Nimbus linked to
operational processes
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Goal 1 - Being consistently effective f\ g

CSF1: / e

Compli /
a shared understanding of how to perform the key business . ance & 3 {

\/'\,, L
processes that need to consistently produce the correct results to ﬂ Effective f‘
achieve UTI Pharma’s Strategic Objectives W

6
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Goal 1 - Being consistently effective b S

CSF1: ( \ w\f __

. . | Compli r ' A
a shared understanding of how to perform the key business ' ance 1 % (

processes that need to consistently produce the correct results to V\U/a s,
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Vly Page aligned to job role
New user process T

Toden Fatal Vaat e Bacavests

ssrcsamore ] Samary
Brvwes @] Traning: Aemmiute » v 47 azn SO0
Arbommintrrwmy 6] Trarmg A3 @ et 1y 0 300
s e aaend .:. ._":‘ 1300 Trame Messnduoce bagriee
3 p y Miceaniiee
” & B e bavacnos Terglate 1
1B e i £ 4 Seah %
B e 50 hamgen ¥ ¢ + momere
.lJ’I- Comtbe, G gime & haw b Zpitden A Feetdies A 1w N are vl
B e 29 & Morybesnds
oM 50123 ety helis -..;:"'"'"
i R e L e T B0 & eos bekiie
BB s SA% 1L G 8ad dreaseab v ATGes (CIMN) o
M5 MRS UL 28 Caneetan of LGT MMM e SCK 5 Ll 2es
res L
I LU e mea e radee
Request ogge -- Reme --
D e = paneincelcn o SRR

INSPIRING PERFORMANCE



N B
Goal 1 - Being consistently effective f\ g
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Goal 1 - Being consistently effective f {
CSF1:
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Goal 1 - Being consistently effective f «

‘\k Efficient I“ _
,  CSF1: 1 /4
. . ' Compli { it " |
a shared understanding of how to perform the key business ' ance | %
processes that need to consistently produce the correct results to \"\f(\

) i ] . Effective
achieve UTI Pharma’s Strategic Objectives

. _ o

Accessing the mUTi Manual in
the warehouse
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Goal 1 - Being consistently effective

CSF 2.
@ Processes are measured and appropriate corrective
action is taken to address failure to achieve KPI targets

|

SUCCESS

o
{
|

“If you can’t measure it you }
can’t manage it.”
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Goal 1 - Being consistently effective f\ a t(
'\‘\ icient *
' \/\-\V
CSF 2: | c::;zn {\ N
Processes are measured and appropriate corrective V\flf\ o

N
\
action is taken to address failure to achieve KPI targets f

Count of Number

Category 7| Action / Deviation source: ~ | Action attributed to: ~ |Total Action sources attributed to UTi Pharma:
=/Durban CAPA = Calibration / Verification Customer 1 Durban

Calibration / Verification Total 1

= Client Audits - Local Supplier / Service Provider 1 YTD: Apﬂl 2011

UTi Pharma 10

Client Audits - Local Total ikl

= Daily temperature / RH review [UTi Pharma 1

Daily temperature / RH review Total 1

= Self assesment Supplier / Service Provider 1

UTi Pharma 12 M Durban CAPA Client Audits -

Self assesment Total 13 Local UTi Pharma
Durban CAPA Total 26
Grand Total 26

M Durban CAPA Daily

Count of Mumber temperature / RH review
Category =1 Action / Deviation source: - |Action attributed to: < Total UTi Pharma
=/Durban CAPA = Client Audits - Local UTi Pharma 10 = Durban CAPA Self

Client Audits - Local Total 10 assesment UTi Pharma

= Daily temperature / RH review [UTi Pharma 1

Daily temperature / RH review Total 1

= Self assesment [UTi Pharma 12

Self assesment Total 12
Durban CAPA Total 23
Grand Total 23

2011 YTD Summary (UTi Pharma Durban):
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Goal 1 - Being consistently effective

CSF 3:

@ Controlled implementation of process
iImprovements (Changes) to prevent deviation
from the quality results 2
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Being consistently effective — Controlling
change

CSF 4.
@ Controlled implementation of process improvements (Changes) to prevent
deviation from the quality results

Planning Change Effectively

* Why are we changing?
 What do we expect to gain?
* What needs to change?

* Who will be affected?
 What do they need to do?

) Y b/ .
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Goal 1 - Being consistently effective il

CSF 2: 2 L
@ Processes are measured and appropriate corrective V\U/\’*/\ Effective /"
action is taken to address failure to achieve KPI targets w
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Goal 1 - Being consistently effective
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Goal 1 - Being consistently effective

Our Quality ReViEW mur'. GoTo Edit Diagram Favorites Administration Help Memos (0) s (0) Actions (0] Sub[] Man[] Auth
process inputs: g -

3990

*Customer Quality Complaints
*Risk Analysis

*CAPAs

*Audit & Self Assessment
Findings
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Goal 1 - Being consistently effective

Our BPM process

Quality Review Process

[ Oue S—
Monthly = y—__ - ~
_* ‘- - - -
CAPAs

New CAPAs
logged

identified from
quality review

e o Sapa . S——
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Goal 1 - Being consistently effective

* Identify the quality objectives

*Identify the business processes
that will contribute to the
objectives

* Identify the KPIs & targets

* Identify the risks & process risk
controls

*Deploy the processes to

Review employees
*KPI results *Train employees
*Audit & self assessment Perform the processes
find?ngs *Log CAPAs
*Review CAPAs *Conduct audits &
assessments
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