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Introduction

Objective

Webinar Series Topics

* Problem Identification

» Data and Metrics

* Implementation and Execution
* Change Management

* Results




The Power of a Problem

“If | were given one hour to save the
planet, | would spend 59 minutes
defining the problem and one
minute resolving it.”




Learning
Objectives

Problem ldentification
Potential Sources

Define the Problem

Prioritization-
Frequency/Risk

Problem Buy-in



Potential Sources for Problem ldentification

PROACTI VE vs REACTIVE

2 T3S




Proactive Approaches-Choose to Address

PDSA/PDCA
KPI's
Surveys

|dentify waste with
Lean/Kaizen concepts

- Value Stream Map
- Spaghetti Diagram
- Process Flow Map

— Process Flow Chart




Reactive Approaches-Have to Address

m \Variances/deviations/
Non-
conformances (regulat
ory-driven)

m Audit (regulatory-
driven)

m Complaints-internal
and external

m CAPA & RCA




Define the Problem

m What exactly is the problem?

— The root cause is the core issue setting into motion the
entire cause-effect reaction that ultimately leads to the
problem

m Where and when is the problem occurring?
m What are the underlying causes?




Tools to
|dentify

m RCA
m 5 Why's
m Fishbone Diagram

m Process Mapping/Causal
Factor Diagrams

i

Visible problem

‘ First-level cause

T

‘ Higher-level cause

Root
jcauses

}— | Symptom I




Problem Statement

m Current State, Gap, Future State

m Understand impact or effect on
the customer

m Data to understand size and
scope of the problem, with
magnitude of the problem

m Know where you are at before
you decide where you are going




Problem Prioritization

m After a problem is defined, a risk
assessment should occur. HOW BIG IS
YOUR PROBLEM?

— Probability-What is the likelihood of
the problem reoccurring?

- Severity-What is the effect the
problem has to your organization's
mission?

— Detection-What controls does your
organization have in place to detect
the problem?




Risk Assessment Tools

m Risk Assessment Matrix
— List potential risks
- Rate the risk severity
— Rate the probability
— Focus on risks that have higher impact and probability




Risk Priority

le‘end for RPN Values

Probability Value

Probability Value Descriptions

Risk Priority Number (RPN) Breakdown

Occasionally occurs In the Donation outcome

Regualrily occurs in the Donation outcome

Clinical Process Probablity

Expected to occur in the donation outcome

Severity Value Description

"Physical Assessment Process” ] ]

)

No potential to directly impact the Doantion outcome

Potentially impact the Doantion outcome

"Infectious Disease Process” ] |

18

Directly impacts the doantion outcome

Detection Value Description

Required Validated (Automated) System Check

"Medical Examiner [ Coroner
Communication Process" 1 1

12

Dual "real-time" (Manual) Verfication Step(s)

1
2
3
1
2
|
1
2
3

No required/prompted system or process verification step(s)

"Referral Traige Process” 3 3




Risk Assessment Matrix

Risk Assessment Matrix




Risk Matrix

Risk Rating Matrix

5 10 15 20 25 -
5 Lxl Index
ACTIONABLE HIGH ROI HIGH ROI TAKE ACTION TAKE ACTION
4 4 8 12 16 20 TAKE ACTION: 20-
ACCEPTABLE | ACTIONABLE HIGH ROI HIGH ROI TAKE ACTION 25
; 3 6 9 12 15 HIGH ROI: 10-16
ACCEPTABLE | ACCEPTABLE | ACTIONABLE HIGH ROI HIGH ROl  |OVER INVESTED: 1
5 2 4 6 8 10 ACTIONABLE: 5, 7-9
REVIEW ACCEPTABLE | ACCEPTABLE | ACTIONABLE HIGH ROl  |REVIEW: 2
] 1 2 3 4 5 ACCEPTABLE:
OVER INVESTED| REVIEW ACCEPTABLE | ACCEPTABLE | ACTIONABLE |3;4,&6
Likelihood A 1 2 3 4 o « |mpact




Fun Fact: The Bird Cage Theatre in Arizona once hosted a poker game that lasted 8 years




Buy In-Sponsors

m Gain sponsor in upper
leadership

-  Monetary
investments

- Other resources

(time)
W Your Company
Logo and

Fun Fact: Little League Softball® was officially launched in 1974 with the first Little League Softball World Series also
being held that year.




Buy In-Gain Cheerleaders and Champions
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Fun fact: Cheerleading dates back to 1860 in Great Brittain and was started by men.



Buy In

Positive Outcome

More is better

Y

External Stakeholders

Internal departments

)

Determine who?

A
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