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Success = Ownership + Systems
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=Cost: S500K+/mo

=Service: 5% Missed

= Moral: ?







Human Alerts and OOS
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Quality Metrics

Business Continuity

Enhanced Pharmaceutical Quality System

Communication and Collaboration

_ Sustainable Compliance
Quality Culture

Leadership Commitment to Quality Customer Experience

Manufacturing Strategy and Operations
Employee Ownership and Engagement

Advanced Analytics Risk Management Productivity Optimization (5S)

Continual Improvement



Quality Culture

Leadership Commitment to Quality

Employee Ownership and Engagement















Quality Our Consumers,
Customers, Regulators
and Employees frust
everywhere, every time.

P&G Quality Promise



Effective Leadership
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Success = Ownership + Systems
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To make a mistake is
human, but to blame it on
someone else, that's even
more human.



Factory Mix-Up Ruins Up to 15 Million

Vaccine Doses From Johnson & Johnson

A manufacturing subcontractor in Baltimore mixed ingredients
from the coronavirus vaccines of Johnson & Johnson and
AstraZeneca, delaying U.S. shipments of the “one-and-done”

shot, Ehe New ﬁﬂl‘k Times

“In late February, one or more somehow confused
the two during the production process, raising questions
about training and supervision.”

Observation 7 FDA 483 4/20/2021

Employees were not trained in the particular operation that they performed and/or in CGMPs related to
their job function.

Specifically,

The firm has failed to adequately train personnel involved in manufacturing operations, quality control
sampling, weigh and dispense, and engineering operations to prevent cross contamination of bulk drug
substances created for client ®® and clien{® ).




Blame Cycle

Human
r’ Error '\
More flawed defenses Individual counseled
and error precursors and/or disciplined

The
Blame
Cycle

(

Latent organizational
weaknesses persist

{ /

Management less Less Communication
aware of jobsite
conditions g

Source: Ginette Collazo

Reduced trust










Change Our Questions to Change Our Destiny

Whose Fault is it¢



Change Our Questions to Change Our Destiny

What Can |l do
Differentlye



Success = Ownership + Systems






“A bad system will beat a
good person every time”

W. Edwards Deming



Human Error Rate

= Read a single number wrong
= Read a clear 5 letter word wrong

Read a checklist wrong
Perform the wrong visual inspection

Record information wrong

* Read an unclear 5 letter word wrong
= Fail to notice wrong position of valves
= Fail to act after 1 min in emergency

Dr. David J. Smith, “Reliability and Maintainability and Risk”
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" Procedures are the
- single leading cause
-.of confusion




Are Your SOPs “Complete” or Easy to Apply?
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SOPs Reinvented

Seeing a video demonstration o _
real-time will: - e grgoer o0

Insiruciions

v Reduce Training Time R, .
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User focuses on flawless execution instead of SOP interpretation

Martin VanTrieste — PDA/FDA 2016



Checklists

The NEW ENGLAND JOURNAL of MEDICINE

H SPECIAL ARTICLE H

A Surgical Safety Checklist to Reduce Morbidity
and Mortality in a Global Population




Leaders on the Floor

GEMBA




Solving the Wrong Problem




Investigate Human Performance Differently

Investigate

technical problem Real Root Cause is IA/CA/PA
not HP not identified Ineffective
' N’ N’ N’ L
Human Wrong problemis
Performance as a addressed
"Root Cause”

Root cause analysis for
human error events rarely
gets to the real issues.

Ginette Collazo



Root Cause

The most basic cause (or causes)
that can reasonably be identified
that leadership has control to fix
and, when fixed, will prevent
(or significantly reduce the likelihood of)

the problem’s recurrence.



Root Cause Determination Tool~
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Procedure

Procedure Not Misleading or Wrang ar
Used Confusing Incomplete
* Not Available * Format + Typographical Error
* Inconvenient = Multiple * Sequence Wrong
to Obtain Actions per * Facts Wrong or
= Difficult to Use Step Incorrect
« Use Neads to * Needs Check Requirements
be Required Off Space * Incorrect Revision
* Mo Task = Inadequate * Requirements
Procedure Checklist Inconsistency
* Gmp_hics * Incomplete or
* Ambiguous Situation Not

Instructions or
Requirements
Level of Detail
Excessive
References
Insufficient
Resources

Covered

+ Data/Computations
Wrong or
Incomplete

* QOverlap or Gaps
Between Procedures

Engineering

Human Performance

Event

Training

Training Records

No Training System
* Decision Not * Training
to train Records
* Training Incorrect
Requirements * Training
Mot Identified Records Not
Up-to-Date

Training

+ lob/Task Analysis

* Program Design

* Training Objectives

* Lesson Content

+ On the lob Training

+ Qualification Testing

* Continuing Training

* Training Support

* Equipment

* Instructor
CQualifications

+ Training Methods

+ Abnormal Events or
Emergency Training

+ Qualifications
Standard

Communication

I[Ja;::.:;??r Misunderstood
* Method Not = Standard
Availakle Terminclogy
+ Communication Not Used
Between Work * Unused

Eroups
= Communication
Between Shift

Workers and
Management
* Communication
with Contractors
= Communication
with Customers

Workplace Layout

Work Environment

Waorkload

Intolerant System

Controls or
Displays
Control or
Display Location
Control or
Display
Integration
Conflicting
Layouts

Reach or Visual
Envelope
Labeling

Housekeeping
Climate
Lighting
Excessive Moise
Clothing/PPE

* Knowledge-based
Decision Required

* Excessive Control
Action Required

* Unrealistic

* Other Maonitoring
Environmental Required
Stressors * Excessive Mental

* Tools Math, Memary,

Logic Required

* Errors Not
Detectable

* Errors Not
Recoverable

Ginette Collazo

Immediate
Supervision
Preparation Work Supervision
= Mo * Mo Supervision
Preparation * Supervision
* lob Plan * Improper
* Instruction Performance
to Workers Mot Corrected
= Walkthrough = Teamwork
* Scheduling
* Worker
Selection or
Assignment

Verification or
Repeat-back
Long Message
Speech
Interference
Wrong
Instructions

Work Shift
Turnover

= Communication
Within Shifts

* Communication
Between Shifts

Individual
Performance

*

Ll

-

slip Lapse
(unintentional
action; memory
and attention
failures)

Mistake
(intentional; failure
in judgment or
interferential
process). No harm
intended

Violation (repeated
event or known
COMNsequences |



Human Memory Considerations

NOT A MOVIE

Pas

HIGHLY COMPLEX,
INTERCONNECTED

Adapted from Ginette Collazo

TEND TO ORDER AND
STRUCTURE EVENTS



l‘ &G Personnel Human Performance Model Questionnaire Tool

([ )
n e rv I e ws [The following questions are a guide te be used during the interview with the personnel involed
in an ewent where the root cause is identfied to be related to a human factor. The answers

Interviews are not about

° °
Question Answer
O S kl n g q U e S -l-I O n S What document was usedireference What type of document was?
e o0 1 | at the time the event occurred?
Version: OBatch Record O50P
Step
Page# OChecklist CIForm
Effective date:
OMone OOther:
-l- e y O re O O U -l- Do you feel the document (21) was OYes O N/&
@2 | chear, specific and in the proper
Y ® ® order? 1Mo
stimulating memories
@3 | How often do you perform this task?
ISemi-weekly O Quarterly/Annualy
0ther:
Did you perform the steps from dYes CINA
24 | memory?
Mo
Is this your first time performing the OYes Ty
. = - ned?
Mark Paradies, System Improvements Qg | tssk smer beng ramec? e
On which shift the event occumed? a1~ 3rd
26
i OwWeskend
Did you expensnce any problems I¥es COIN/A
@7 | during youwr last performance of this
task? Mo

shoubd be as accurate as possible. Use one Formn for each person intensewed.

Alert #

Employse Name/T#

Interview Date:

Page lofd




Success = Ownership + Systems
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