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Nuala is a 25 year veteran of the pharmaceutical industry. Her work as a consultant,

academic, author and commentator is directed toward the develogment of practical

patient-focused excellence and has included research for FDA(USA), HPRA(Ireland)

gn enhancing patient safety and product quality in the manufacture and distribution of
rugs.

Nuala works with organizations on transforming organizational culture, delivering
more effective end-fo-end risk management, |mplement|n% knowledge excellence
strategies, behavior-based good data governance and enhancing performance
management through people.

Nuala_co-leads the ISPE Quality Culture Team and js a founding member of the ISPE/
PQLI Task Team on Knowledge Management. She is also the Arnold F. Graves
Scholar with the Pharmaceutical Regulatory Science Team at TU Dublin, Ireland,
where she leads a number of patient focused regulatory science research projects at
Masters and PhD level.
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Opening thoughts
on

Learning and

Unlearning!

Preachers, Prosecutors, Politicians &
Scientists!

The Power of Knowing What You Don’t Know

"If you’re a scientist by trade, rethinking is
fundamental to your profession. You’re paid to be
constantly aware of the limits of your
understanding. You're expected to doubt what you
know, be curious about what you don’t know, and
update your views based on new data.”

Grant, Adam. Think Again (pp. 19-20). Ebury Publishing. Kindle Edition. G R A N T

#1 New York Times bestselling author of

ORIGINALS
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Diversity, Equity, Inclusion &
Belonging

Diversity of thought.
Creating a sense of belonging
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What are we talking about
when we talk about a
Culture of Excellence?
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Understanding the Why

Let’s remind ourselves of what Patients Expect...
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The Patient must be at the centre of everything we do.
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It is critical that you maintain a
Clear Line of Sight to the Patient at all times.

‘1

Patient '

Recognising the impact that your actions can have
on the long term outcomes for the patient.

Connecting Pharmaceutical Knowledge

ISPE.org |

10




4/13/2021

Building a Culture of Excellence is about...

B Make Sure You Start With “THE WHY".

Find ways to make
your patient real for
you and your
colleagues
EVERY BATCH,
EVERY DAY.
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Spreading the excellence from the few to the many...

The Power of Many

Mobilise the power of the entire workforce.

Excellence can't be commanded from above. It must be made contagious, individual to
individual. The trick is in knowing how to transfer the right mindsets and best practices
without "voltage loss" as they spread. Dr. Robert I. Sutton, Scaling Excellence
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Let’s get practical/
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ISPE Cultural Excellence Report (2017)

Imbrove Foster &
2 |oorr i Develop oy 4 Empedded
A < 6 Tools
i ; :
ey Studies
&
Monitor &
Measure Benefits for your business

A collection of practical,
powerful tools and cases

Society for Phar

and your patients.

“The Cultural Excellence Report — Six Key
Dimensions”, April 2017, available for download at:

e ISPE. The Six Dimensions of Cultural Excellence

https:/A ispe.
report-six-key-dimensions, © ISPE 2017. All rights
reserved.

& ISPE.
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Effective Management
Oversight and Review
relies on multiple tools
that allows for
performance to be
reviewed through
multiple lenses.

5V’s of Leader Influence on Culture

Informal
employee
nteractions &

Why are GEMBA walks part of cultural excellence?

% Creating visible management commitment
to excellence and employees

< Engaging all employee levels of the
organization !

< Enhancing communication of priorities, Dﬂ \
objectives and desired behaviors v

< Engaging internal customers to facilitate learning about one
another’s processes

Enabling the Development of Quality Culture Capability

Low Capability KBls High Capability KBls

« Top/Down power

+ Employees heavily reliant on Sol-reli

decision-making « Open communication with feedback loops

2 Dnm ey e o) comenuncaton + High Performance is highly rewarded

+ Loyaity in highty rewarded + Employes rights are important and
faimesslequality is valued by all

+ Employee rights are not valued; Inequality is
accepted

* Success of team is valued over individual
~ Individual success is more important than the success
teams

+ Systems thinking and systems improvement are
the norm. Focus on prevention

e ~ “Firefighting” is the norm and is recognized.
" Focus on comection. « The "right” behavior is recognized which
Compliance Nrwnm d may. that behavior t0 continue
Reports ‘aven be pu » Formal employee training and development
» Litthe or no employee training/development systems are in place i
« Blame culture « Poers hold each other accountable

« Lite or no root cause analyses + Sirong oot cause diagnosics & thinking
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Shifting Mindsets, Attitudes & Key Behaviors:

Lower Maturity

Behavior Higher Maturity

é ) (" Quality is bullt in to sverything. | ———
| abide by the rules because | do bacause it is the right S
Quality is a we have to in order to remain Accountabllity thing for our patients, my Quality is a
Guidance in business. colleagues, and the Dewvotion
i —
ke ) \ organization =)
i 5 i, - ™
() | ieiacestin, it % dosnit 1 am remponuichfor quaityin | ;
Observer have anything to do witn me. | Ownarship Owner
' do what's asked and follow the EASTEWAL BRIy :
— simple instructions ) \ RDERGR DR > —
L
- “y =
. | spend most of my time e,
;
| spend most of my time identifying fssues proactively :
Reactive responding to s_nd fixing Action and intervening to minimize .PME-W!
Orientation problems that arise fo keep up Orlentation any potential negative impacts. Orientation
E with production schedulas on ql.lal'riy& compliance e v,
A L : % P
i i) ™
il S
I' ™ When | come across a quality | speak up, bring up quality [
Passive risk, issue or an opporntunity to issues, and regulary Active
- e improve it, | may or may not challenge status guo for Communication
= ) call itout. improved guality . ;
L A L
Ir Society for P \gi ing, “The Cultural Excellence Report — Six Key Dimensions”, April 2017, available for download at: https:// ispe.
report-six-key-dimensions.
e ISPER Connecting Pharmaceutical Knowledge ISPE.org T
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Designing Measures for IMPACT

Table 4-A: An example of the IMPACT Tool for designing behavior-based LQIs

Consistent delivery of high-quality medicinal products.

Increase the number of RFT batches to X%.

ACTIVATE THE
CONSEQUENCES

1. Promote and coach for enhanced attention to detail
through leadership and vision, as well as routine Gerr

2. Encourage a speak-up culture where concerns, issue
manner in a neutral, constructive forum.

3. Begin proactive daily multidisciplinary interim batch it
and resolution.

International Society for Pharmaceutical
Engineering, “The Cultural Excellence Report — Six
Key Dimensions”, April 2017, available for download
at: https://www.ispe.org/products/cultural-excellence-
report-six-key-dimensions.

1. Organize team briefings on the consequences of rejected or delayed batch approvals for
the business and the patient.

2. Review outcomes from recent rejected or delayed batches or relevant customer complaints
with the team.

3. Senior leadership and local ge each RFT batch during
Gemba walks.

4. Use local visual management boards for motivation on progress toward goal.

5. Ack ledge and i P! efforts by team members in team/public
areas/newsletters.

6. Motivate the team through team awards, e.g., movie tickets, team lunches.

1. Learning teams use root cause analysis (RCA) tools to proactively identify and document
solutions to issues raised.

2. Lessons learned are documented and shared with wider workforce.
3. Lunch-and-learn sessions are arranged to facilitate Q&A between different improvement teams.
4. Create improvement case studies in a shared area on intranet.

Leading
1. Measure and report d at the multidisciplinary daily meetings.
2. Number of employ n RFT imp suggestions implemented (by period).
3. Number of good catches identified at interim batch reviews (by batch).

Number of RCA p (by period).
Trended Lagging

1. % RFT batch approvals/investigation free lots.
2. % RFT batch records (paperwork completions).
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Cultural Excellence 2.0

What are Recognition and Reward?

Recognition Rocolfition

Enhanced Job
Satisfaction

Productivity

Reward ’)

Positive Business Results

GEMBA Companion Tool for APQ
Self Assessment Teams

Next Up...
* Additional case studies

» Tiered Accountability Processes /
employee engagement

¢ Human error reduction A3

* Culture building with a virtual team
Building Learning organizations

e ISPE, Connecting Pharmaceutical Knowledge ISPE.org \
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JOSEPH F. PARIS JR.
..where the corporate culture is committed to
the continuous and deliberate improvement of
company performance AND the circumstances
of those who work there—

and is a precursor to becoming a high-
performance organization.

Paris Jr., Joseph F.. State of Readiness: Operational Excellence as Precursor to Becoming a
High-Performance Organization (p. 10). Greenleaf Book Group Press. Kindle Edition.

OPERATIONAL EXCELLENCE
as PRECURSOR fo BECOMING a

HIGH-PERFORMANCE ORGANIZATION

Thank You
for your time
today

Thanks to the Team

ISPE Cultural Excellence 2.0

The Team

Name

Company

Nuala Calnan

BioPharm Excel

Erika Ballman

Perrigo

Harry Jeffreys

Bausch Health

Christine Teipen Smith

Eli Lilly

T. David Hansen

J&J

Jason Schneider

Abbvie

Lorraine Thompson

Novartis

Steve Alcomn

Novartis

Brian Cutler

J&J

Lewis Elliot

Novartis

Matt Pearson

Genentech

10



