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TOGETHER WE MAKE A GREAT TEAM

‘Joanne Kowiatek, R.Ph., MPM

Section Advisory Group Chair

Joanne Grechen Kowiatek currently serves as the Phar  macy Manager
Medication Patient Safety at University of Pitisbur  gh Medical Center
(UPMC) and Adjunct Assistant Professor for Univer ity of Pittsburgh
School of Pharmacy in Pittsburgh, Pennsylvania. Ms . Kowiatek holds a
B.S. in Pharmacy from the Universiy of Pitsburgh , 1977; and, was
awarded her M.P.M. in 1996 from Camegie Mellon  University, H. John
Heinz Ill School of Public Policy and Management

Ms. Kowiatek is a leader and educator in medication  safety. Her years
of hospital experience involve numerous aspects of  pharmacy
operations management including managing centralize  d and
decentralized pharmacy services and operating room _pharmacy
satelltes. Ms Kowiatek is a champion of patient me  dication safety and
has contributed to changes in drug product /practic e issues to improve
safety for health care consumers. As assistant pr  ofessor in the school
of pharmacy, she teaches medication safety and regu latory compliance
while precepting pharmacy students and residents. S he has authored
numerous peer-reviewed journal articles and book ch  apters
contributing to the medication safety literature. ~ As part of
interdisciplinary teams, Ms Kowiatek has received na  tional awards:
Circle of Excellence in Patient Safety Award and th e Institute for Safe
Medication Practices (ISMP) Medication Safety Alert  Cheers Subscriber
Award. She is an individual recipient of the ISMP  Cheers Award, an
inaugural participant of the ISMP's ~ Practitioner in Residence Program
and a member of ISMP Advisory Board for the  Nurse Advise-ERR
newsletter. She serves on ASHP Foundation's  Award for Excellence in
Medication-Use Safety Selection Panel and is currently chair of the
ASHP Section of Inpatient Care Practitioners' Advis  ory Group on
Medication Safety.

Allen J. Vaida, Pharm.D,

Moderator

Allen J. Vaida s the Executive Vice President for t  he Institute for Safe
Medication Practices (ISMP) in Horsham, PA. He prev _iously served as Vice
President of Clinical Operations (Chief Operating O fficer) at Mercy
Suburban Hospital in Norristown,

Dr. Vaida received a Bachelor of Science in Biology  from the University of
Scranton, a Bachelor of Science in Pharmacy from th e Philadelphia
College of Pharmacy and Science, and a Doctor of Ph armacy degree from
the University of Minnesota. He is past president  of the Pennsylvania
Society of Health-System Pharmacists and a recipien  t of the Pharmacist of
the Year Award in Pennsylvania and the Jonathan Rob  erts Award from the
Delaware Valley Society of Health-System Pharmacist s. He was elected as
aFellow of the American Society of Health-System P harmacists in 1995
Dr.Vaida has served on various committees and as boa  rd member for
several healthcare organizations including Trustee for ISMP from its
incorporation in 1994 through his employment as Exe  cutive Director in
2000. Vaida served on the United States Pharmacopeia s Safe Medication
Use Expert Committee from 2000 through 2005 and hol ~ ds numerous
University appointments.

He currently serves on the Advisory Board of the Ma ryland Patient Safety
Center, the Union of Risk Management for Preventive  Medicine, and is a
member of the FDA's Drug Safety and Risk Management  Advisory
Committee. He has given professional presentations  on various hospital
and integrated systems, error prevention strategies , healthcare outcomes,
and interdisciplinary collaboration. Vaida has publi  shed numerous articles
in the pharmacy literature and served as a scripta_ nd production
consultant for the videos,  Reducing Medication Errors through Failure
Mode and Effects Analysis ~ and Pharmaceutical Care in OncologyTherapy:
Caring Enough to Understand. He has made numerous presentations on
medication error reduction strategies and the impor  tance of nonpunitive
reporting programs.




- Presenters:

+ K. Scott Griffith joined Outcome Engineering as Chi  ef Operating Officer in
October of 2006. A long-time colleague and associat e of David Marx, he
assumes responsibility for all aspects of Outcome E  ngineering’s suite of

ducts and impr  ovement across high-

consequence industries worldwide.

+ Captain Griffith wasthe American Airlines Managing  Director of Corporate
Safety and Quality Evaluations from January 2000 un il October of 2006. Prior to
that, he held the position of Managing Director of  Flight Safety from 1995 until
2000. He began his tenure with American Ailines as  a pilot in 1984. During his
career he has flown the B-727 and the MD-80and is _ currently an international
captain on the B-767 and the B-757. Captain Griffit  h previously served on the
National Safety Comittee for the Allied Pilots Ass  ociation from 198810 1994,
and was the APA Safety Committee chairman from 1991 10 1994 where he

i developedthe American Airlines Safety Action Partn  ership (ASAP) program.
Captain Griffith was responsible for ASAP and all A~ A Safety Quality
System (SQMS) pr during his tenure  at American Ailines.

K. Scott Griffith + Captain Griffth received a Master of Science degre e in Physics from Texas
A&M University and a Bachelor of Arts degree in Eng  lish and Physics from
Texas Christian University. Captain Griffith's mast  er's thesis contributed to the

researchand commercial development of the airborne  windshear LIDAR project
under grant from the Federal Aviation Administratio  n (FAA) and the National
Aeronautics and Space Administration (NASA). Captai  n Griffith is the recipient
of the Flight Safety Foundation’s Admiral Luis De F  lorez Air Safety Award for
outstanding individual contribution to aviation saf ety and has receivedthe
FAA's Good Friend Award from Flight Standard Servic e at the CMO, regional
and national levels. He has servedas chairman of t ~ he FAA's ASAP Aviation

Rulemaking Commitiee (ARC) which advised the FAA As  sociate Administrator
for Regulation and Certification on matters pertain  ing to ASAP. He has also
servedas the Vice Chairman of the Air TransportAs  sociation (ATA) Safety
Council

Presenters:

Steven Meisel the Interim Patient Safety Officer for  Fairview Health
Services, an integrated health system based in Minn  eapolis,
Minnesota. In this role he is responsible for all  aspects of patient
safety improvement, as well as related measurement,  reporting,
educational and cultural initiatives. Dr. Meisel ha s served as
faculty for the Institute for Healthcare Improvemen t safety since
1997

Dr. Meisel received his Doctor of Pharmacy degree in 1979 and his
BS in Pharmacy in 1977 from the Philadelphia Colleg e of Pharmacy
and Science. Prior to his affilation with Fairvie  w, he was Clinical
Pharmacy Coordinator at St. Joseph's Hospital in St . Paul and
Chief of Pharmacy, Keams Canyon Indian Hospital in A rizona.

Dr. Meisel is amember of the American Society of He  alth-System
Pharmacists, the Minnesota Society of Health-System  Pharmacists,
and the Rho Chi Society. In 2000 he was named one o f the state’s
top 100 most influential health care leaders by Min  nesota
Physician. Dr. Meisel was the winner of the 2000 In ~ novative

| Steven Meisel, Pharm.D

Solutions Award by the National Patient Safety Foun  dation, the
2002 Best Practices Award from the American Society  of Health-
System Pharmacists, and the 2002 Cheers Award from  the Institute
for Safe Medication Practices. In 2003, the Minnes  ota Society of
Health-System Pharmacists named him the Pharmacist of the Year.
He was a finalist for the 2004 Excellence in Medica _tion Use Safety
Award from the American Society of Health-System Ph  armacists.

In 2005 he was the winner of the University Health-  System

Consortium (UHC) Excellence in Quality and Safety A ward. Meisel
has authored or co-authored 36 publications.
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Patient Safety and

The Just Culture

Presented by K. Scott Griffth
Chief Operating Officer
Outcome Engineering, LLC
Curators of the Just Culture Community

sariffith@outcome-eng.com

e

An Introduction to Just Culture

The single greatest impediment to
error prevention in the medical industry is
“that we punish people for
making mistakes.”

Dr. Lucian Leape
Professor, Harvard School of Public Health
Testimony before Congress on
Health Care Quality Improvement

i

A Healthcare Scenario to Consider

An experienced surgeon sees a new piece of
equipment at a conference. Back at the hospital, a
sales representative persuades him to use the
equipment for a procedure. He has never used the
equipment before and accidentally punctures the
patient's bowel. The surgeon repairs the bowel and
the patient recovers fully. The OR has a policy that
says new equipment will be officially approved and
training will be conducted prior to its use.




Where We're at Today in Healthcare -
Accountability
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Where We’re At Today in Healthcare —
the Learning Culture

» 70-80% of

human errors
go unexplained

risk behaviors
go unexplained

i

An Introduction to Just Culture

“There are activities in which the degree of
professional skill which must be required is so
high, and the potential consequences of the
smallest departure from that high standard are so
serious, that one failure to perform in accordance
with those standards is enough to justify
dismissal.”

Lord Denning
English Judge




An Introduction to Just Culture

“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
The Design of Everyday Things

The Balance of Accountability

What system of
accountability best

supports system
safety?
Support
of .
System As applied to:
Safety *Providers

*Managers
«Institutions
+Regulators

Blame-Free Punitive

Culture Culture

What is a Just Culture?

e Supports a Learning e
Culture

Human
Erors

» Focuses on proactive
management of T

system design and System Lo
man agement Of Design and Staff

Choices
behavioral choices

Learning Culture
Just Culture




Our Values

Overlapping Duties?
Yes

Competing Duties?
Yes Privacy Teamwork

We Must Prioritize and
Balance in Support of Our
Values

Compassion

Safety

What We Must Believe About the
Management of Risk

Our Beliefs About Risk Management

To err is human

To drift is human

Risk is everywhere

We must manage in support of our values

We are all accountable




To Err is Human

To Drift is Human

Managing
System Design




Seven Design Strategies
Important to Managing Risk

» “Make No Mistakes”

» Knowledge and Skill

» Performance Shaping Factors
» Barriers

e Redundancy

» Recovery

» Perception of High Risk

Managing
Behavior

The Behaviors We Can Expect

¢ Human error — an inadvertent action; inadvertently
doing other than what should have been done; a slip,
lapse, or mistake.

¢ At-risk behavior - a behavioral choice that increases
risk where risk is not recognized, or is mistakenly
believed to be justified.

* Reckless behavior —a behavioral choice to consciously
disregard a substantial and unjustifiable risk.




Managing Human Error

e Two Questions :
— Did the employee make the correct behavioral choices in their
task?
— Is the employee effectively managing their own performance
shaping factors?
« If yes, the only answer is to console the employee —
that the error happened to them

« Examine the system for improvement opportunities

Managing Multiple Human Errors

« Whatis the source of a pattern of human errors
— In the system? If yes, address the system.
— If no, can the repetitive errors be addressed through non-
disciplinary means?
— If no, how will disciplinary sanction reduce the rate of human
error?

Managing At-Risk Behavior

* At-Risk Behavior
— A behavioral choice that increases risk without perceiving the
risk (i.e., unintentional risk taking), or is mistakenly believed
to be justified
— Driven by perception of consequences
« Immediate and certain consequences are strong
« Delayed and uncertain consequences are weak
* Rules are generally weak




P —
Managing At-Risk Behaviors

« A behavioral choice

— Managed by adding forcing functions
(barriers to prevent non-compliance)

— Managed by changing perceptions of risk
(Coaching)

— Managed by changing
consequences

— Examine the system for improvement
opportunities

Managing Reckless Behavior

* Reckless Behavior
— Conscious Disregard of Substantial and Unjustifiable Risk

« Manage through:
— Punitive action

The Three Behaviors

Human isk Reckless
Error Behaviol Behaviol

Product of Our Current AChoice: Risk Believed Conscious Disregard of
System Design and Insignificant or Justified Substantial and
Behavioral Choices Unjustifiable Risk

Manage through changes Manage through: Manage through:

in:
* Removing incentives for * Remedial action

* Choices at-risk behaviors * Punitive action

* Processes * Creating incentives for

* Procedures healthy behaviors

* Training * Increasing situational

* Design awareness

* Environment




Example Scenario

A nurse is going to administer a medication to a baby in the
neonatal ICU. The ICU has an automated dispensing system.
The automated dispensing system opens a drawer with four
bins. As he has always done, he reached into the second bin
where the vial of medication is, confirms the blue cap on the
vial, grabs the medication and takes it to deliver the medication.
At no time in the process did the nurse actually confirm the
medication label, instead relying on the medication’s location in
the dispensing system and color of the cap to confirm the
correct medication. In this case, pharmacy had dispensed the
wrong dose in the dispensing system.

The Just Culture Algorithms

It's About a Proactive Learning Culture

* It's seeing events as
opportunities to inform
our risk model

— System risk
— Behavioral risk

 It's not seeing events as
things to be fixed

Where management decisions
are based upon where our limited
resources can be applied to
minimize the risk of harm,

knowing our system is comprised
of sometimes faulty equipment,
imperfect processes, and fallible
human beings




The Just Culture
Journey Continues

Statewide Initiatives

— The hospitals

— The professional boards
— The department of health
— Other stakeholders

practitioner accountability
« Statewide training

Regulatory and legislative support

Statewide collaboratives bringing together:

All agree in principle on one model for system and

Key Healthcare Statewide Initiatives

¢ Minnesota

« North Carolina
¢ Pennsylvania
« Missouri

« California

¢ Indiana

Arizona?
Florida?

New Mexico?
Kentucky?
Kansas?




Just Culture
Implementation

Taking the
Necessary Steps

Words to Describe Implementation

¢ A Journey?

¢ An Intervention?
* A Program?

* A Set of Tools?
¢ A Model?

¢ A Foundation?

¢ A Lifestyle?

Our Experience

In Each Organization...

— There will be a small population of the staff that will be openly
opposed to most management initiatives

— There will be a larger population that believe that Just Culture is
the key to future organizational success

— The remainder will believe the Just Culture will work, but likely
will not buy into the program until they see management start to
adhere to the philosophy




Key Implementation Steps

Educate Senior Leadership
Identify and Mentor Champions
— Initial Classroom Training
— Monthly Webinars: Coaching and Mentoring, Combined with Self-
Assessments
Conduct Gap Analyses
— Policy Alignment, Event and RCA Reviews, and Online Cultural Survey
Educate Managers
— One-Day Just Culture Classroom Instruction plus Onl ine Training
— Event Investigation Online Training
— Coaching and Mentoring Online Training
Train Managers and Staff

— Featuring the Movie, No Small Consequence and the Producer's
Commentary

— Six Video Vignettes
Measure Success

— Benchmarking Surveys
Continue Improvement Cycles

What's It About?

It's About Both Error and Drift

It's About Both Pre- and Post-Event

It's About Executive Commitment

It's About Values and Expectations

It's About System Design and Behavioral Choices
It's For All Employees

It's About Partnership With the Regulator

It's About Doing the Right Thing

It's About Producing Better Outcomes

Epilogue

“Most healthcare providers choose a life of service.

They put themselves in harm’s way to care for others.

They expect a lot of themselves as professionals. Yet,
they remain fallible human beings, regardless of any
oaths to do no harm. They are going to make
mistakes and occasionally drift into risky places (see

hand hygiene). The future of our nation’s health
depends upon our ability to learn from their errors

and at-risk behaviors.”

David Marx, JD
Whack-a-Mole




Thank You!

Please visit us at:

Outcome Engineering, LLC
Curators of the Just Culture Community

www.justculture.org




Considerations

¢ Is this human error?
» Did Steve engage in at-risk behavior?
» Did Steve engage in reckless conduct?




Other considerations

« Dr. Griffith is known to be a “diﬂicult”JJhysician; he is continually
complaining to administration about delays and other issues
with care.

« The hospital and infectious disease staff have had a major focus
on starting antibiotics quickly; this is a result of poor scores from
CMS as well as data showing better outcomes when antibiotics
are started soon.

« Steve knows that the allergy information may reside in the
ambulatory electronic medical record; however, he does not
have a password to access that record.

« Steve has known Joanne for years; he has never known her to
make a medication error or display poor judgment. In fact, if he
were hospitalized her would want Joanne as her nurse.

Does this change your judgment?

¢ Is this human error?
» Did Steve engage in at-risk behavior?
» Did Steve engage in reckless conduct?




Applying Just Culture:
Questions to Ask

* Is this simply human error? If the pharmacist
“followed procedures” but there was a slip,
lapse, or mistake, this is the human condition.
These errors won't change but managers can
design safeguards to trap them in the system.

Applying Just Culture:
Questions to Ask

« Did the pharmacist “break a rule”? If so, was he/she acting in
good faith?

* Whatis the environmental context? What risks/benefits were
being considered by the pharmacist?

« What other priorities did the pharmacist have at the time this
issue was presented?

« Are we as leaders sending mixed messages in terms of
priorities?

« Is the behavior one that other staff would also engage in?

* Would the Director “have Steve’s back” had he refused to
dispense the drug?

* These questions should lead the Director to various actions but
not to discipline.

Applying Just Culture:
Questions to Ask

« Did the pharmacist know Allen was allergic to the
antibiotic?

* Would it have been “easy” to find out the answer to
the question?

* Was this the first time this issue arose? Or has this
been a repeated focus for the department or between
the Director and Steve?

» Depending on the answers to these questions, this
might be considered reckless conduct and
disciplinary action may be appropriate.




Would your response differ if Allen died or
suffered severe disability? What if there
was no adverse event at all?

¢ Is this human error?
» Did Steve engage in at-risk behavior?
 Did Steve engage in reckless conduct?

QUESTIONS




