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Annex 4

WHO guidelines on good manufacturing practices
for blood establishments

* A quality system should cover all aspects of its
activities and ensure traceability, from the recruitment
and selection of blood donors to the transfusion of
blood and blood products to patients.

* |t should also reflect the structure, needs and
capabilities of the blood transfusion service, as well as
the needs of the hospitals and patients that it serves.

Key elements of quality systems include:
* Organizational management;

* Standards;

* Documentation;

* Training;

* Assessment.




ONZBL@ Good Practice Guidelines for blood establishments and
hospital blood banks required to comply with
EU Directive 2005/62/EC

Quality must be recognised as being the responsibility of all persons
involved in the processes of the blood establishment, with management
ensuring a systematic approach towards quality and the implementation and
maintenance of a Quality System (Directive 2005/62/EC/Annex 1.1.1).

Attainment of this quality objective is the responsibility of executive
management. It requires the participation and commitment of staff in many
different departments and at all levels within the organisation by the
organisation’s suppliers and by its distributors.
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He aha te mea nui?
He Tangata. He Tangata. He Tangata

What is the most important thing?
It is people. It is people. It is people.

Old Maori proverb



‘ fe Ratonga Tolo O Aotearoa

o,

What is a Quality Culture?

We define a “true culture of quality” as an
environment in which employees not only follow
qguality guidelines but also consistently see others
taking quality-focused actions, hear others talking

about quality, and feel quality all around them.

Harvard Business Review
April 2014

Quality culture is a set of group values that guide
how improvements are made to everyday working
practices and consequent outputs.

Quality Research
International
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Essentials for a Quality Culture

Culture is a simple way of saying how an Culture must be demonstrated by the
organization expresses itself internally and actions of those in leadership and not
externally. It is driven by values, whether relegated to a few finely framed posters
by purpose or default. It is driven by strategically positioned above work
leadership and determines how the spaces. It must be more than a few
organization responds to all things, both paragraphs in the employee handbook
good and bad. As a matter of fact, there that is briefly mentioned during the on
isn’t a part of an organization that isn’t boarding process, never to again see the
influenced or affected by the type of light of day. The people in your
culture that has either been developed or | | organisation will only take your culture
allowed to exist. as seriously as you do.

http://www.theleadershipadvisor.com
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Five essential ingredients for a quality culture

A mentality of "we're all in this
together" (the company, suppliers,
and customers)

The company not just as the buildings, assets, and employees,
but also customers and suppliers. The goal is consistently win-
win-win for all parties.

Open, honest communication is
vital

An important way to encourage truth-telling is by creating a
culture where people listen to one another.

Information is accessible

Business leaders should be open about sharing information on
the company’s strategic goals because this information
provides direction for what we will do next and - more
importantly - direction for how to improve.

Focused on processes

Everyone should move away from a "blame the person”
mentality to a "blame the process and let's fix it" approach to
problems and improvement.

There are no successes or failures,
just learning experiences

An important insight is that failure and success are always
value judgments we form after the fact

http://www.processexcellencenetwork.com
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Lean Six Sigma is a methodology that relies on a collaborative team effort to
improve performance by systematically removing waste,
combining lean manufacturing/lean enterprise and Six Sigma
to eliminate the eight kinds of waste (muda)

Lean Six Sigma

Key Principles
*Focus on the customer.

*ldentify and understand how the work gets done
(the value stream).

*Manage, improve and smooth the process flow.

Improve

o
*Remove Non-Value-Added steps and waste. ) Y

*Manage by fact and reduce variation. /‘ Eaeare
*Involve and equip the people in the process. : :

*Undertake improvement activity in a systematic way.
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Benefits of an effective Quality Culture

* Employees are more engaged and effective

* Productivity and overall efficiency
Increases

* Reduction in errors

* Improved staff retention

* Reduced sickness absenteeism
 Easier to recruit good employees

* Improved responsiveness to change
* Generally a better place to work

Gallup Q12 survey results

show that organisations in

the top quartile for

employee engagement

have:

* 37% less absenteeism and
employee turnover

* 48% fewer safety
incidents

* 41% fewer product
defects

* 21% higher productivity
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TRANSFUSION PRACTICE

Blood wastage reduction using Lean Sigma methodology

Eugenie S. Hettmiller, Richard B. Hill, Christi E. Marshall, Barbara J. Parsons, Lauren

Christine A. Barrasso, Elizabeth K. Zink, and Paul M. Ness

Berkow,

P Chart for RBC Product Wastage by Lean Sigma Phase
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TRANSFUSION 2010;50:1887-1896

UCL=0.02572
P=0.01885
LCL=0.01197

First steps into lean at the Australian Red Cross Blood
Service

T. R Jones & G. Wilkie

Menufocturing Alstarion Bed Cruss Slood Senvive, Sydney. NSW, Austraiio
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Review of Cryoprecipitate Production

Before

After

Transport
10%

Delay

Searching
8%

Processing
50%
Handling
5%

Equipment
14%

d

7%

Handling
3%

Equipment Delay

0%

(o}

Processing
77%

Took 4 hours with 2 operators

Now takes 1.5 hours with 2 operators
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- Review of Monthly Stock Take Process
mm

End of Month Stock Take: Variances ¢ 5 month sverege] 86% Reduction

End of Month Stock Take:

. 6 hours 30 min 1 hour 50 min 72% Reduction
Labour Time

Fulfilment of Internal Orders 1 Reliable
No Process
Process

DA Pre-Order Inventory Counting: 2.5

0 .
Labour Time Sy O hours/week  100% Reduction

Collections Pre-Order Inventory
Counting: 2 hours/week 0 hours/week 100% Reduction
Labour Time
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Dt System Accountability

“People make errors, which lead to accidents. Accidents lead to deaths.
The standard solution is to blame the people involved. If we find out who
made the errors and punish them, we solve the problem, right? Wrong. The
problem is seldom the fault of an individual; it is the fault of the system.

Change the people without changing the system and the problems will
continue.”

Don Norman

Author, the Design of Everyday Things

“We cannot change the human condition but we can change the
conditions under which people work”

To err is Human, Institute of Medicine 2000
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“To address this mistake we need to utitise our
tharough system of rool cause analvsis 1 will begin,
if 1 may, by pointing out that it's not my fault™

Why do errors occur?

Safety Culture

Reporting
culture

Leamning
culture

J Reason (2009)

Root Cause Analysis
Root Cause Analysis Basics

Symptom of the problem.
“The Weed"

Above the surface
(obvious)

The Underlying Causes
“The Root”
Below the surface
(not obvious)

The word ot in root cause analysis refers
o he undertying causes, not the one cause

Tracing a problem to its origins
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= Accountability for our Behaviours

Human Error

Inadvertent action: slip,
lapse, mistake

Environment
Processes
Procedures
Design
Training

CONSOLE

At-Risk Behaviour

A choice: risk not recognised
or believed to be justified

Removing incentives for
at risk behaviours

Creating incentives for
healthy behaviors

Increasing situational
awareness

Reckless Behaviour

Conscious disregard of
unreasonable risk

Remedial action

Punitive action

PUNISH
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Concluding Comments

* A commitment to Quality is integral component of an effective and
successful Blood Establishment

* Compliance with the principles of Good Manufacturing Practice is an
essential part of the process

e Ultimately success or failure will be determined by our people as well
as our processes

* A quality culture commits a Blood Establishment to a set of
behaviours that will improve overall outcomes and ensure a happy
and engaged workforce




