


The impact of poor #

quality

* Over a 10-year period poor
quality medical products
have resulted in over 83,000
deaths and potentially over
1.7 million injuries.

* This is despite these
products bein
manufactured under what
would be considered very
stringent regulations and
standards.

International Consortium of Inves\;n(i/gative'Journalists.
‘Medical Devices Harm Patients Worldwide as
Governments Fail on Safety!” icij.org November 25,
2018, http_s://www.|cu.or%/|nvest| ations/implant-
files/medical-devices-harm-patients-worldwide-as-
governments-fail-on-safety/

tine

T-ance after .
“reast There o,
- clinics whiv
- free or at cu
‘the + blame the ma,
b * will go out of bu.
+ do this, while m’
3 + want to return to .
 ried out the oper
St ? plece. Also, with T’
df,','a + surgery clinics o
+ many women simy
+ go back to the
N7 : Implantsin. The o
behind PIP + NHS to pay the b
“othése, was 3 recoup the mone
calwatch- * insurers, However
Hewlthcare + time and i’s not
H * gramme of remos
Viaeato : | : the NHS would be fo.
simplants » + S0 help ease anxiety
itish Asso- ¢ + sands of women with.
Surgcons * .
implants to + * WHAT SHOULD wv o
A :‘“’"‘""'“ H + THE MEANTIME? £ s0es
“ that women ¢ .
4have anultra- + 2 The MHRA still says th
“r flaws and § ? cate routine remo EXCLUSIVE
. ‘tson both * and the clinics “y 4 But messms:n.y Th _d th_
: E France and sa ey sal |S surgery
.

SEN + WHAT IS HAPPENING NOW?
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« We seldom pause to reflect
how the products we
manufacture, especially if
they are in the healthcare
sector, can have a
transformational if not
lifesaving impact on people's
lives.

« Every diagnostic test, every
surgical implant, every
medical procedure has
tangible potential to
enhance, reinvigorate or
even save a life,
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What this course will do..

v" This course will cover quality and why it is
important.

v It will explain how quality management systems
can be transformed to be more balanced,
effective and impactful in how they deliver quality
and also meet a company's regulatory
obligations.

v It will describe a step-wise program that can be
used alongside a transformation map to make

your QMS and Quality organisation more
effective.
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Quality v quality

QUALITY

\ \
\
|

In this session we will cover the many aspects around quality as an
attribute.

These encompass features as wide ranging as whether the product
meets specifications, to how it looks and feels.

» The concept of quality is also relevant to organisational culture. It covers

whether individuals have pride in their work, understand the impact of
their actions and also the ability of them to proactively improve how their
jobs are performed.

To avoid any unnecessary confusion we will use the word quality to
indicate the concept of value, and the word Quality to indicate the
functional organisation tasked with implementing, managing, and
maintaining the quality management system.
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Which organisation is yours ?

X The quality system is focused on
compliance rather than quality.

X Metrics are disconnected from

customer needs.

X Technology is put before process.

X The Quality department is
disconnected from the needs of
the business.

X A culture of quality is absent.

The quality system supports all the
needs of the business.

Metrics measure your ability to meet

customer expectations.

Technology supports effective and
efficient processes.

The Quality organisation is aligned
with the needs of its business

partners.

There is evidence of quality in
everything you do.



So what is *
quality “ ? and
why it matters to
your business.

Dictionary definition of quality is:-

“The totality of features
and characteristics of a
product or service that
bear on its ability to
satisfy stated or implied
need.



Garvin,
1087

Garvin in 1987 in his
Harvard Business
Review article;

Competing on the Eight
Dimensions of Quality

broke down quality
into..

Reliability
Conformance

Perceived
Quality
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Performance

» In modern parlance, products
and services need to do what
they say on the tin.

» How they perform is crucial. In
many ways it is an attribute that
any successful organization
must deliver on. Failure to
deliver on performance
expectations will generally result
in loss of business
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Conformance

» There are expectations that
goods and services conform to
the specifications defining their
manufacture and this has a
direct link with performance.

» This is far easier for goods than
the services, and consequently
there is a strong emphasis within
quality management around
quantitative aspects of quality
that are easy to measure: size,
material, weight, etc
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Features

» Today, businesses must straddle the
line between offering new and shiny
features as not to be left behind, but
not distract themselves from their
core offering, ensuring it is still
relevant and delivering on this.




Reliability

> Reliability is a
measure of the
probability that the
product will perform
as intended.
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Durability

» Durability describes
how long you can use a
product before it needs
replacing.
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» The product just looks very well made from
the packaging to the components to the
marketing literature.




Perceived
quality

Perception is reality




An holistic view of quality ?

» The question for Quality organisations is are you equally focused in
all the dimensions of quality ? Or do you focus on aspects that are
easier to measure or those traditionally viewed as being within the

jurisdiction of the Quality organisation such as specifications and

tolerances ?

» The obvious question is if you aren't considering these less obvious,

though critical aspects of quality, who within your organisation is ?



1ISO 13485

Conformance

Reliability Performance

Features

Perceived
Quality Durability Service



The regulations have not always protected the ¢

'WHAT TRIGGERED THE
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WHAT SHOULD WOMEN DO IN
THE MEANTIME?
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REGULATIONS

RULES

IVDR /7 MDR

In the UK one in five products are expected to be
removed from the market over the next five years
and one in ten companies are halting all innovation
activity.

www.abhi.org.uk
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Does quality really matter anymore to
businesses?

> If you look at the top ten medical device
companies selling products and services
intrinsically connected to patient health and
safety, approximately half have no explicit
mention of the importance of product quality
on their corporate websites . The remaining
have a collection of generic statements buried
in text extolling the virtues and importance of
quality.

> Poor quality costs industry around $5 billion
per year. A significant recall can cost as much
as $600M. It has also been calculated that a
company moving from average to good quality
can increase its revenue by 4 percent .

Buzzwords

" Fuhr, Ted, Katy George, and Janice Pai. “The
Business Case for Medical Device Quality.”
mckinsey.com October 2013.



Have we lost our
focus on quality ?

» Quality has taken a backseat to
the more fashionable aspects
such as sustainability,
protection of the environment,
diversity, and more general
corporate social responsibility?

> If you look at the makeup of ‘ ‘ ‘ ‘

the executive boards of these
top ten companies, half do not
have an Executive Director on
the board specifically called
out being responsible for
quality.
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Control

Change highly
controlled

e Consistency of
manufacture

* Compliance

* Documentation

e Regulatory
control

Lean
Six Sigma

Change within
discrete boundaries

* Variability
reduction

* Waste-removal

* Flow driven by
customer demand

* Cost reduction

Innovation

Breakthrough
thinking

Change without
boundaries

* New markets

* New customers

* Disruptive
technology



Opposing Views on Quality

Negative Positive

* | don’t feel the impact of poor
quality directly. Why does it
matter ?

* As long as customers keep
paying, what’s the problem ?

* Customers are so far away. Why
should | care ?

* Quality is my number one
priority.

* Customers are central to
everything we do.

* Customer feedback is key.

Positive

Extrinsic
(Public facing)
Views

Negative Positive

Intrinsic
(Personal) Views



» Control

» Order

» Regulations
» Compliance

How do you satisfy both extremes ?

» Freedom
» Disorder
» Creativity
» Innovation



