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Agenda

 What is quality culture?
 What is cultural excellence?
 Why is it important?

e Can culture be measured?
e How can we transform?

e How do we sustain the
change?
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Follow quality
guidelines

See others
taking quality
focused
actions

What Is quality
culture?

Hear others
talking about
guality

Feel quality all
around them

Adapted from: “Creating a Culture of Quality” by Ashwin Srinivasan & Bryan Kurey.

- April 2014 Harvard Business review



Quality Culture: what MHRA looks for

Confidence that the company is (and will remain) in control
Understanding of how quality attributes impact the patient
Confidence in quality-related decision making

Maturity of organisational mind set:

Excellence-driven:

Compliance-driven:

- i : “l know this is
| do this because | important to the

patient, because._._.”

have to”




What Do We Mean by Cultural Excellence?

Culture determines quality
outcomes, because it affects the
organization's ability to identify
and act upon near-miss shortages,
assure transparent problem |
escalation, and strive for X“ |

operational excellence. ‘-
ISPE Cultural Excellence Report, April 2017

https://www.ispe.org/products/cultural-excellence-report-six-key-dimensions
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Can Quality Culture be measured?

Linear Fit of Aggregates
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There are several existing quality maturity models

FOUNDATIONAL ELEMENT | SUB-ELEMENT
1. Employee 1.1 Enabling Performance
Empowerment

1.2 Knowledge, Skills and A

2. Teamwork and

2.1 Team Performance

Leadership

o ted leaders

a visible

embrace clear, meaningful policies and

principles, chalienge all goals and plans from a safety perspective; and demand high standards of

performance  The survey’s Leadership questions relate to

the priority individuals give to safety

the priority respondents think others give to safety

the extent that safety is built in

the presence and influence of safety values

the extent line management is held accountable for safety
involvement in safety actvites

the extent safety niles &

recognition for safety acl

Structure

DuPont

| Pationt Capabilities
| focus .
Motivation M Training
\
Integrity )
Ethics . 99 / -~
\
08
\
Openess i
f 0.5\

Responsibility I S P E b
Mindset  /warenoss 8
P, \
N Continual
g
L \
Dialogue c.mminp‘\
Leadership

Leadership Emphasis

] that

quality a

Collaboration -+ The structure element accountable, a
Communities supportive safety staff, an int nd progressive
motivation. The survey’s St
3 Le
I e the bebef that injunes can be prevented
NACCHO S, - e i
o the level of safety where the cost-benefit break-pont occurs
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5. Quality Improvement 5.1 Strategic Planning TESE e
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+evaluation, effective Communication processes, and safety management
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Level 1

Level 2
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l.m.‘.v.m n & learning

Governance
Stage 1: Stage 2:
Substantial Compliance
Compliance Leader
Score’

1. Vision, Strategy & Objectives

2. CxO Engagement & Behaviors

3. Govemance & Capabilities

Credibility of Communicalions

dersr

® Manager

p priority
“walks the tz

on qual

- mfortable raising 8 Manager emphasiz:
CONCerns ov mportance
olation
® Comfortat CEB
airectives 1c

4. Transparency of Communications
5. Collaboration with Suppliers & Agencies

Stage 3:
Product
Quality

12 Quality Culture Attributes (& Maturity Matrix)

Stage 4:
Competitive
Advantage

Employee Ownership
6. Speak up for Quality

7. Empowerment

8. Knowiedge Management

performance

Crosby Maturity Gri

Crosby

While going [Participating, |Consider quality
land Attitude lcomprehension [quality through quality [understand management as an
lof quaity asa pany
management  [be of value but not t [system
ltool. Tend o [willingto provide | more about quality [Recognize their
|department for |make ithappen |becoming lemphasis.
“quality supportive and
[Quatity orf ger onboard|
lan officer of Jof directors. Prevention
Quality

Jand preventive
Jaction. Involved
with customer
affairs and special
jassignments

land accusations

|definition; yelling|

resolved inan
orderly way

Sorting.

[Problem Handiing Problemsare | Teams are set up to| Corrective action _|Problems are Exceptin the most
[foughtasthey  attack major bl
loccur, no problems. long  [established. their development. are prevented
resolution, i
inadequate ot solicited openly and lopen to suggestion

land improvement

[Quality Improvement
lactions

No organized
lactivities. No
understanding of
such actvities

[Trying obvious
"motivational”
short-range efforts

[mplementation of

[Continuing the
Imuti-step program
Jand starting other

Quality improvement s a
normal and continued
activity

[why we have

lquality problems" [have problems

with quality"

necessary toalways|management

Jeachstep initiatives
& [“Through [*Defect prevention |"We know why we do not

is aroutine part of

quality.
mprovement we.
are identifying and
resolving our

P
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Analysis outcomes — what Is required?

Knowledge
& priorities

i
H Diligence
@ Vigilance

x Management
commitment

TTransparency

Visibility to patient
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Transformation

Transformation
requirements

< & & O

Vision Training Quick wins Long term Metrics
goals
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Sustainabllity

Develop a learning
organisation

®
[\ i
Develop a road map/ p Clear Leadership
deployment plan LY < »\?‘
\h\ '/A

[ )
0] p s
Encoura_lge Set goals — KPIs
accountability and KBIs



and when it goes wrong....

ﬁwwmmqe US ( year 2000)
A star has fallen

revenues clos Enron share price, §

101 billion in (year 2

100

a0

&0

P
‘ &0
2l |“America’s Most
0 Innovative Company”
 December 21, 2001.] 1988 97 98 48 2000 01 02 for six successive

Source: Thamsan Financial Datastream yearS (by Fortu ne
magazine)




Toxic culture

Quality
Culture
requirements

Kn dge &  Noshared vision with
: its employees that go
pri S beyond making profits

i
(e

) Failed to sustain an
Dili ce & open relationship and

acc tabil ity trust with its
employees

Employees who
ce guestioned practices or
decisions of leaders were

either ignored or fired

Ma ment Top executives at
com ent Enron used

corruption, greed
and deception

(@)

[ ]
'E]'

D v

[ )
T TranXﬁency Leaders cared more
about enriching
themselves than the
demands of its

followers — structured
finance techniques



Summary

Clear vision and priorities

Engage employees

e B O

Strong processes

[m,
e
°

Continuous improvement
& reflection

=

Sustainable growth



I\/I'edicines & Healthcare products °: :.:.:.: MHR A

REQU Iato ry Agency ® ®® 9 Requiat ing Med icines and Medical Devices

THANK YOU FOR YOUR ATTENTION

Gerald W Heddell
Director

+44 (0) 203 080 6500
gerald.heddell@mhra.gov.uk



N

Medicines & Healthcare products
Regulatory Agency

© Crown Copyright 2018

About copyright

All material created by the Medicines and Healthcare products Regulatory Agency, including materials

featured within these MHRA presentation notes and delegate pack, is subject to Crown copyright
protection. We control the copyright to our work (which includes all information, database rights, logos and

\(/isual ir?ages), under a delegation of authority from the Controller of Her Majesty’s Stationery Office
HMSO).

The MHRA authorises you to make one free copy, by downloading to printer or to electronic, magnetic or
optical storage media, of these presentations for the purposes of private research, study and reference.
Any other copy or use of Crown copyright materials featured on this site, in any form or medium is subject
to the prior approval of the MHRA.

Further information, including an application form for requests to reproduce our material can be found at
www.mhra.gov.uk/crowncopyright

Material from other organisations

The permission to reproduce Crown copyright protected material does not extend to any material in this
pack which is subject to a separate licence or is the copyright of a third party. Authorisation to reproduce
such material must be obtained from the copyright holders concerned.



