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LONDON, TUESDAY, MARCH 7, 1972,

Quality Culture: Nothing new.......

FINAL

Printed in LONDON and MANCHESTER

‘Life or death’ Ministry warning

HOSPITAL DRUG
ALERT AS 5 DIE

Race to find 500
drip-feed bottles

DAILY TELEGRAPH REPORTERS
A “LIFE or death™ hunt for 500 bottles of dextrose drip-
feed solution was ordered last night by the Department
of Health as emergency inguiries began into the recent deaths

of five patients at Devonport hospital,

Plymouth.

The patients had all been given the solution manufac-
tured by Evans Medical Lid., of Speke, Liverpool. In a joint
statement the firm and the Department of Health said a batch
of the solution may have been contaminated.

About 660 bottles of the suspect solution were dis-
tributed in May —and only 156 have been traced so far A
Health Department spokesman said: “This is a matter of life

and death.

“Wa have moved as fast as possible
to get the widest possible warnings
out about the danger of this 'bnld'l of
the solution in the national interest ™

It ia wital for everyone stocking this
solution o make sure that not even a
single bottle from the suspect batch is
allowed 0 be used. Every boitle on
the ahalves must be checked.”

The suspect batch is the & per cent.
dextrose solution marked D 1192/C_

It is fed through the wveins of hospi-
tal patients who cannot eat, including
those who have just had major
operations.

Mixed delivery

The Department of Health say
bottles of the solution are normally
distributed in boxes of twelve and it is
rma.lble that a warehouseman mak-

uD deliveries could have mixed
the contaminated batch
wnh b-wttl-es from unaffected batches,

An exparts at the Devonport Hospi-
tal, Plymauth, bégan their inguiry into
the five deatha last night. a South
Western Ragional Hospital Board
spokesman aaid the patients had “one
commaon denominator” Each had been
given an infusion of the 5 per cent.
daxtross solution manufactured by

Evans Medical Led.

But there was nothing to say these
people did not die from other Ghuses,
he added.

Two other patients in Devonport
hospital are belie o be suffering
from the effects of an infusion with
the dextrose. One is understood o be
seriously ill.

ur of the Devonport hospital

'pat).ent: who died were men and their

have not yet bheen e

The F!th wan Mrs an

mother of two children, who lived at
Acre Flace, Stoke, Plymouth.

Death mystery
When the imgusst on Mrs Myatt
opened yesterday at Plymouth, Dr A
. Hunt, consultant pathologist, sald
he could give no cause for her death.
He told the coroner: “Information

Ly oo

‘Asked why Mra Myatt died, Dr
Hunt replied: “It possibly was due as
a result of being given some of that
i ™

He sadded that the fluid was a
proprictary brand supplisd t©o many

hospitals.

The coroner, Mr W. E. J. Major,
was told that Mrs Myatt went into the

hospital on February 25 and died on_

March 1.

Dir Hunit said that death was due o
collapse following an operation for
thrombosis in an artery in the left leg.
The dextrose solution fed w Mrs

Myatt was suspected by one of the
doctors at the hospital and he ashed
for it 1o be examined,

Difficult to recognise
In anawer to questions from the
eorener, Dy Hunt agreed that if any
other patients died as a result of the
contaminated solution, their bodies
waould have been disposed of by now.
The condition would be very diffi-
cult 1o recognise, and death would have
bBeen accounted for by natural causes.
The ingquest on Mrs yalt was

bodies had either been buried or
cremated.

“We must bear in mind — as Dr ot
sald ai the inguest—that it is guite
possible the persons who may have
had an injection of this stuff may have
ill that they would

V-

“As Dr Hunt again told me. they
would not have had this injecti
unless they had beoen sericusly il

Mr Eric Sewell, spokesman for the
South West Regional Hospital Baard,
=aid last night: It is poasible that other
hospitals which have been using this
batch of solution may be alerted
examine necent Gﬁ“ histories of
people whv havwe i

people who had been given
infusions frorrl the suspect salution and
had now left hospital were considered
bo be at any riak, x well said:
“This is what any inquiries are ail
about.

“If the aleri detective work carrie,
out at Devanport hoapital is lnbuwed.

Dr Denis Cahal, senior principal
medical officer at the Department of
Health, said on television last night
that the istribution of the faulty solu-

h -
those accidents which sometimes
occar™ =
Dir Cahal said that it would be about
wo days bafore all the bottles of batch
D 1182/C were located. Most of them

were belisved o
England.
Joint ﬂtnmment
“The joint statement iss last night
by the Deparntment of Hcﬂl}l amd the
dthm manufacturer, Evans Medi-
cal, sald:

A sub-batch of & per cent. dextrose
solution for intravenous feeding.
manufactured by Evans Medical
Ltd., of Speke, Liverpool, is sus-

of being faulty.

The sub-batch number is [ 1192/C
and it was distribited in May, 1971

The manufacturers have taken all

be in south-west

approximately G660 bottles, be
returned to them.

So far 156 bottles have been accounted
for and an unkoown number may
have been used sinee the sub-

weas iasued.
The Department of Health and Social
Security ask all hospital pharma-
& pharmac

return any bear-
ing the number D 1162/C to the
manufacturers.

They should not use any of the prepa-
rations this number in any
ErcumaLAnees.

Flaxo subsidiary

Evans Medical Litd. was foundsd
nearly years ago and is now o
Glaxo subsidiary.

It manufactures several hundred
lines of standard drugs for hospitals
and the pharmaceutical trads. Few of
its ucts can be bought over the
counter at a chemists.

A spokesman said last night that 5
per cent. dextross solution was purely
restricted to hospital uae and could
not be bought st High Sireet
pharmacies.

Guy's Hospital said last night that
it had received the waming from the
Department of Health, but that it did
not hawve any 5 per cent. dextrose in

K A lwk.umn at St. Thomas' said

in the same way, the
take too long to find —one
another™

way or

an imr eheck was bedmz made.
Cyanide Threat—




Report of the Committee appointed to inquire into the
circumstances, including the production, which led
to the use of contaminated infusion fluidsin the
Devonport Section of Plymouth General Hospital

Chairman
C. M. CLOTHIER, ESQ., Q.C., B.C.L., M.A. Oxon.

Presented to Parliament by the
Secretary of Sate for Social Services
by Command of Her Majesty
July 1972



Clothier report 1972:
Principal conclusions

« The Committee heard of no imminent technological advancein the field of
production of intravenous fluids which will eliminate the need for skillful men
devoted to their work.

« The Committee considers that too many people believe that sterilization of
fluidsiseasily achieved with ssmple plant operated by men of little skill under
a minimum of supervision, a view of thetask which iswrong in every respect.

« The Committee considers that the lessons of the past are apt to be forgotten and
that public safety in this asin many other technological fields depends ultimately
on untiring vigilance both in industry and by government. Forthcoming
regulation of theindustry by license and inspection will not of itself guarantee
freedom from similar disasters.



1972: ‘Forthcoming regulation’....... ?




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 mindset:

Excellence-driven:
“I know this is
important to the
patient, because.....”

Compliance-driven:

“I do this because |
have to”




What does a Quality Culture require?

Knowledge
‘!

!i c Vo7
! 4/ Vvisibility to

the patient

Management
commitment

Vigilance

e



Regulatory action: the road to ruin!

Data Integrity (basic ALCOA)

Serious PQS failure
Reg.

A Quality defects with public health impact

Mgmt oversight and resourcing — ICH Q10

Inspection Failing PQS
Action Group J
Quality defect investigations and actions

: Failing PQS
Compliance _ _ o |
Management Risk based investigations and actions

Common themes; increasing severity.

Personnel knowledge / experience




Quality Culture: does “one size fit all”?




Measuring Quality Culture




Metrics: careful assessment

* The need for context is paramount when interpreting metrics

Deviations per batch

™~
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* Understanding the context is as important as the metrics
themselves



AMetrics: careful selection

» Careful selection of metrics is required
 What behaviours do the metrics demonstrate?
 What behaviours do the metrics influence?

« What is the relevance of each metric to product quality or
patient safety?

“The only true measures of quality are the outcomes
that matter to patients”

Michael E. Porter and Thomas H. Lee, MD
Harvard Business review October 2013.



The importance of context

“Investigations closed
within 30 days”

On time

Poor Poor decision Good Good decision
investigations? making? investigations? making?

Supply Improved Consistent Patient
disruption? quality? supply? benefits?




Metrics: careful selection

The lceberg Of I[gnorance
* |s the company Lk

monitoring the A

. . - 4% K_‘/\I\’roblems known to Executives
right things? \
9% Prc\dPlems known to Team Managers
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N OW senl 74% Problems known to Tejm Leaders
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100% Problems known fo siulrt
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Alagtad from
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Hallmarks of a Quality Culture

Values clear from the top —CEO and Board
Leadership by example — walking the talk

True priorities understood and owned — patient first
Openness and transparency — processes in place
Responsibilities defined and understood — training

Doing what is right is more important than looking good

1.
2.
3.
4.
5.
6.
7.

Learning from mistakes is our most valuable investment

— continuous improvement



= Aspiring to Measure Quality Culture

Assessment tool Survey tool

(online)

(performed on-site)

Correlation? =

POA Qualty Culturs Survey Qusstions

Communication
& Collaboration 1 i Enoning G i)
2 Dopuiesa? sl

i, \nadership Commitmant to Cuality 3. Quality Cammunieatians §, Undurstanding Quality Gaals
Acecuntability and Quality Planning Buality Cammunicatians fyes/ ro)
4. Collaboration with Auditon P s v the st o
G . Safety Cutture
et drdgn
¢ TR T 7T T
o | i | sontos | Ot | Moo | oot
S |
11 Wiilization of new proven technologies

Manufacturing Teshnalogies

New Technalegy
12 Maturity of Systems
OMs P o

Westurity Mads!

Comtiny
10, Intemalsta

IntéenlStakebeldie Feacbark

Qualty Cultrw vy ]

Raspansihilit)

Objective & verifiable Behaviors and feelings

(Mature Quality Attributes)

(leadership & self)

For details contact Denyse Baker (baker@pda.org)
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Survey developed to measure quality culture behaviours

PDA Quality Culture Survey Questions

What function do you work in? (options include Quality, Manufacturing, Engineering, Other function)

30 questions for staff at sites

»How often have you observed site leadership S e |
»Assess your own behaviours

Please answer the following questions for what you have observed of your site leadership’s behavior over the past year.

W

You are asked to rate using a five point scale based on the frequency of oceurrence of that behavior:

» Qverall assessment of the site i

How often have you abserved site leadership: Never | seldom | Sometmes | Often | Amost | Comof
ahways 035855

=

. Driving and recognizing staff on continuous
improvement activities at your plant?

. Encouraging staff to share knowledge and expertise
to solve plant problems?

. Making it easy to promate fast escalate of quality
issues?

o

o

~

. Communicating a vision, set of values driving the
culture, and hold staff accountable on work conduct?

. Providing technologies that are needed for current
requirements?

. Ensuring continuous learning is available at all levels?

. Proactively consider quality and embed quality into
their work and decision?

. Provides support and resources for staff to deliver
quality results?

. Ensuring staff understands their individual impact on

quality and safety?
Never Seldom Sometl mes Often AI mOSt Establishing and reviewing cross functional quality
always

o

w

s

B

=

o

goals and metrics?

Sharing information on product quality performance
with employees and key partners (i.e. suppliers)?

. Encouraging “speaking up” (raising) quality issues?
Promoting staff based on results and appropriate
behaviors?

-
=

=

=

1%



Survey developed to measure quality culture behaviours

PDA Quality Culture Survey Questions

1. What function do you work in? (options include Quality, Manufacturing, Engineering, Other function)

N

Do you manage staff? (yes / no)
3. Are you in a site leadership role, i.e. do you have authority and responsibility to mobilize resources at your site?

(yes / no)

Please answer the following questions for what you have observed of your site leadership’s behavior over the past year.

You are asked to rate using a five point scale based on the frequency of occurrence of that behavior:

3
QUESTIONS: 1. 2. 3. 4. S. N/A
How often have you observed site leadership: Never Seldom Sometimes Often Almost €annot

always assess

4. Driving and recognizing staff on continuous
improvement activities at your plant?

5. Encouraging staff to share knowledge and expertise
to solve plant problems?

6. Making it easy to promote fast escalate of quality
issues?

7. Communicating a vision, set of values driving the
culture, and hold staff accountable on work conduct?

8. Providing technologies that are needed for current
requirements?

9. Ensuring continuous learning is available at all levels?

10. Proactively consider quality and embed quality into
their work and decision?

11. Provides support and resources for staff to deliver
quality results?

12. Ensuring staff understands their individual impact on
quality and safety?

13. Establishing and reviewing cross functional quality
goals and metrics?

14. Sharing information on product quality performance
with employees and key partners (i.e. suppliers)?

15. Encouraging “speaking up” (raising) quality issues?

16. Promoting staff based on results and appropriate
behaviors?

20



On-site Assessment - 5 categories

Communication
& Collaboration



On-site Assessment -12 attributes

Communication

& Collaboration

1. Leadership Commitment to Quality 3. Quality Communications 5. Understanding Quality Goals

2 . Enabling Capable Resources 4. Collaboration with Auditors 6. Safety Culture

8. Management Review and metrics 11. Utilization of new proven technologies

12. Maturity of Systems
9. Clear Quality Objectives

10.Internal Stakeholder Feedback



Back to 1972........

« Clothier report’s principal conclusions of 45 years ago are
still relevant today

* No technological advances which eliminate the need for
skillful personnel devoted to their work

« Commitment. - from senior management
 Knowledge. - through development of staff

» Diligence. - from all involved

* Vigilance. - relevant metrics to inform good decisions
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Material from other organisations
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