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In 1972, a failure to sterilise a batch of intravenous fluid led to a public health emergency in the
UK - often referred to as the ‘Devonport Incident’. The defective medicines were linked to
fatalities and the Department of Health initiated what it called a ‘life or death’ search for unused
product in the distribution network.
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Figure 1, Sterilized and contaminated dextrose infusion bottles.
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In the days following the incident the Government commissioned C M Clothier to lead an
inquiry into the circumstances leading to the use of the contaminated fluids. It was a pivotal
investigation in UK medicines history, which continues to influence international GMP
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requirements 47 years later.
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Presented to Parliament by the

“There was no imminent technological advance in the field of production of intravenous
fluids which will eliminate the need for skillful people devoted to their work”
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there was “a belief that sterilisation of fluids is easily achieved with simple plant operated
by people of little skill under a minimum of supervision, a view of the task which is wrong
in every respect”
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“Public safety ..... depends ultimately on untiring vigilance both in industry and by
government”
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The warning was clear: regulations, GMP and inspections alone could not guarantee prevention
of similar disasters. Sadly, there have been other examples globally since the 1970s.
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Despite long-term awareness of its importance, it remains difficult to define and measure
‘quality culture’. MHRA inspectors look for indicators showing that personnel at all levels of
the organisation have appropriate technical knowledge to enable good decision-making and
understand how their actions impact the product and patient.
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A strong quality culture is built upon:
TRV ESIE, ROKH e LItk > TE
S5

knowledge of what is important, and how a

process achieves critical quality attributes
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diligence, by fostering awareness that everyone contributes to product quality, and
understanding that “my actions impact the patient and the company”
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vigilance by individuals who know what ‘right” and ‘wrong’ look like in their process, and a
mechanism for management to be aware of problems
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senior management commitment to being visible and transparent in decision-making so that
positive outcomes can be seen from the diligence and vigilance efforts. This is more than the
company mission statement — it’s ‘walking the talk’.
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Pharmaceuticals utilise an increasingly global manufacturing supply chain. Common
approaches to organisational behaviour may not always be effective due to societal
considerations and there are many
different influences on quality culture.
We should be prepared to accept that
an effective quality culture in one
region may look different to that in
another.
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By being sensitive to the influence of global culture on organisational behaviour, we gain

insight into the effectiveness of the “vigilance’ part of the quality culture, which can

influence the selection of metrics. What matters is that the desired outcomes are achieved.
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Quality culture — facilitating desired behaviours 2% L\ B 2 RS w5

Enabling a good quality culture requires continued effort from leadership and empowerment
at all levels of the organisation It is facilitated by clear communication of priorities:
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to personnel, helping them to understand the importance of their work
BB — AN— AN L Cld, ZOEBOEEMOBMFT L7010, WHEL2 T D,

to shareholders, to avoid unrealistic productivity pressures and explain the business and
reputational benefits that a positive quality culture can realise
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to supply chain partners, making clear the information and resource requirements required
for a consistent supply of high quality product
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Communicating priorities to regulators can also influence the company’s risk profile, and
for organisations who consistently demonstrate good quality-focused decision-making, the
possibility of achieving regulatory relief as a result.
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In today’s computerised, high-tech pharmaceutical environment, it is worth reflecting on the
Clothier report conclusions from 47 years ago.
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Technology in 2019 continues to progress at an incredible pace in new product development
and novel manufacturing, analytical and supply chain practices. Some of these may require
new regulatory approaches, which I will describe in a future blog post.
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Despite significant progress in automation, there is still no replacement for a skilled and
dedicated workforce who understand the importance of their work. Industry and regulators
must maintain the highest levels of quality culture vigilance. | wish you success with these
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efforts as we go forward in 2019.

HBEMLIZOWTIERERESR S STICHED LT, ZOXBOREREMELZIFE L THHETD,
AXNEFRFLNOELOFE T ETTEE D - Tiey, BERER EHHIRY R, SE R
DG F i\ LUV THERE L7220 UE 72 572wy, FAE, 2019 4RICi3 T~ 3RitET 5 2 & T,
TNODENPRINT HZ L 2LEATND,

(End Of File: 2019.03.10)

ROSUIRL A B ENDRFOBE TH, LT IR LY HW L ATEh 2 BV E L £, "« Pharma Solutions Co. Ltd.
Page 7 of 7 pages -

Z7NT « MNa=a XS


https://mhrainspectorate.blog.gov.uk/2019/02/28/quality-culture-learning-from-history/

	Quality Culture: Learning from History 品質文化：歴史から学ぶ
	Indicators　指　標
	Despite long-term awareness of its importance, it remains difficult to define and measure ‘quality culture’. MHRA inspectors look for indicators showing that personnel at all levels of the organisation have appropriate technical knowledge to enable go...
	Global diversity　グローバルな多様性
	Quality culture – facilitating desired behaviours　望ましい動きを促進させる
	Back to 1972 ... 1972に遡って...


