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“Why is Quality Data
Important?

Compliance
“FDA 820.100

“1SO 9001 8.5.2
" EPA Standards
* GMP Standards



“Definitions by ASQ

oot Cause: A factor that caused a nonconformance and
d be permanently eliminated through process

ess: A set of interrelated work activities

rized by a set of specific inputs and

d tasks that make up a procedure for
Ic outputs

ect of a process change effort



Key Definitions for Today
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" Data: A set of collected facts

ity: A subjective term for which each

ility to satisty stated or implied

ee of deficiencies
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YTy A
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Backgroutd- Owners, why are you investegting

Pata and Analysis - What do you know and what Root Cause Analysis - RCA Tool

do you think it means

Possible Solutions - All possible
ways to solve the problem and
evaluations

Implementation Plan and
Monitoring — How to put the
solution into place and how will you
know that it fixed the problem

Parking Lot- Ideas not to forget




“Where to Start?

“Hardest part about finding the root
cause??

" Figuring out what the problem is that you
e trying to find the root cause of
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Get below the surface

What Band-Aids have
ou already applied to
issue?

ot a




“How do you define the
problem?




“To Be or Not to Be Data

Number of Successes Number of failures

n for rework
. Statistical Control Charts
Time
Steps Number of errors

ot rework Source of frustration

f defect
Workload
Regulation

omplaints

That s the answer



“How Much Data do you
Need?

" How complex is the Problem?

clear are the symptoms?




“How do you know it’s
a good problem
statement?

1 problem at a time




“Now that you have the
right question

" Data doesn’t have meaning
ntil you interpret it




“ After Further Review...

Does the problem statement still
make sense?
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“When to Stop
Digging

phere of influence

Sphere of influence
(influence or persuasion only)

f

Span of control
(full authority)

i

Outside of influence



“5 Whys

" Purpose: peel away layers of symptoms

% b4 .
When to Use: simple and focused issues, no
numerical analysis

" Data Needed: initial problem statement and the



a uls afs &

Diagram

“Purpose: Sort through large amounts of
information to identify links among related
items

* When to Use: Multifaceted problems
" Data Needed: opinions, process steps, GEMBA

sider for Success: Brainstorm first, equal
ibutions, allow plenty of time

e: the bucket with the most outgoing
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“Fishbone

“Purpose: identify all possible causes in detail

% -
When to Use: when need to focus on causes inside
and outside of companies control

" Data Needed: detailed problem statement,
GEMBA

onsider for Success: greater diversity needs
er time, for each cause ask “why does this

is the “why” answer that occurs the



“Fault Tree

% :
Purpose: evaluate a chain of events

en to Use: know the end but not what can
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AND or OR?



“Check Your Problem
Statement

BECAUSE




%
Resources

My go to resources
THE
QUALITY

Quality Toolbox TOOLBOX

nory Jogger

e to Learn



Questions




Lessons Learned

* Spend the time up front

®* Who you ask is important

* Just because you can’t quantify it doesn’t mean you
don’t have data to work with

* The hardest part of RCA is leading people through it

* MAKE SURE YOU ARE ASKING THE RIGHT
QUESTION



