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Between Love and Madness Lies Obsession!
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For the love of Project
Management ...
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Good
Practice
Guide Project Management

5 for the
years of Pharmaceutical
desire —

18 months
of effort ...

Our Questions Started With ...

PROJECT MANAGEMENT,
WHAT IS IT, REALLY?

_@i
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PROJECT MANAGEMENT 101

Project Management (Simple Definition)

The application of modern management
technigues and systems to the execution
of a project from start to finish, to
achieve predetermined objectives of
scope, quality, time and cost, to the
equal satisfaction of those involved.

PROJECT MANAGEMENT 401

Project Management (Expanded Definition)...

Is a critical skill required for execution. It is an
essential organizing and managerial discipline in
getting things done. The art of managing the product
and service development cycle to achieve a balance
of time, cost and quality is project management.
Although project management requires the use of
processes, tools and templates to manage and
control work, its real value is released when a
project manager actively engages stakeholders
to support and sponsor key work.
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SO, WHAT THEN IS A PROJECT
MANAGER?

The classic role of the Project Manager is to
monitor, control and report on Scope,
Schedule, Budget and Safety, or manage
the programs and personnel in place to
accomplish these tasks.

WHAT IS MISSING FROM THIS
DEFINITION?

PROJECT MANAGERS SHOULD BE ABLE
TO WHAT?

THINK

2/8/2012
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THE “REAL WORLD” PROJECT MANAGER

“Leader”
“Firefighter”
“Enforcer”
“Therapist”
“Deal Maker”
“Salesperson”

“Responsible Party”

So we launched an effort ...

To develop a PM GPG as
our “Playbook” for Project
Management within the
Pharmaceutical Industry




“I think you should be more explicit here In
sStep two.”

The Project Management Good
Practice Guide (PM GPG)

WHO?
WHAT? Is it for s

:3:“” bel Do we m_aed
inthe Guide ~ How?  2PMGuide

Does it

deliver

something
of value
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Flow of
information
& decisions

Enables
lean six
sigma

working

The Value of Project Management
PM GPG — what we wanted to deliver! — a hypothesis!

Benears Customer
Focus

Engages
People

Proactive
Manages delivery

Uncertainty

of knowledge

industries

projects

The Value of the Project Management Guide to
ISPE Members

Form a link to general industry project management bodies
» which contain good practices of relevance to a wider variety of

» Contain specific guidance on project management in the
pharmaceutical industry
» Be aresource for Project Managers
» and other professionals working in this industry who are involved in

» Support the development of organizational PM capability:
» reproducible project delivery system
* business executives understand the complexity of running a project
» Knowledge & skill development for those delivering projects @
LTI ISE
|
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ISPE PM Good Practice Guide
Purpose

» To produce a document which enables
sharing of good practices

* To support:
» Development of a common language
* Integration across discipline boundaries

» Development of pharmaceutical Project
Manager capabilities

» To be a link to other generic PM BoK

ISPE PM Good Practice Guide
Key Concepts

Business
Context

Stage Gate Regulatory
Approach 1 Context

Good
Practice

Pharma PM Value
] Management

Integrated

Risk
Management Key
&oncepts

Integrated
Validation
Lifecycle

A

Technology &
Innovation

Collaborative
Working

2/8/2012
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ISPE PM Good Practice Guide
Audience

Our audience is broader than Project Managers

» ALL professionals involved in the
pharmaceutical projects

Connecting a World of § [ *J'F
Pharmaceutical Knowledge | L

ISPE PM Good Practice Guide

Project Types; Project Types;
Laboratories & Pilot Plant Product Launch
Process Development Product Transfers
| IT Support & Tech Transfer (new sites)
SCOPE OF I

1 THIS GUIDE |

Research ——| \ \I i I

Clinical Trial Phase |

Clinical Trial Phase Il ﬁ—‘ \
Clinical Trial Phase IIl ‘

Regulatory Registration I

& Market Launch

Sustainable Production I d

& Supply e

Project Types:

Facility & Laboratories (new, upgrade, demolition), IT support

Process Improvements
Cd-metlin? a World of L‘ ¥
Pharmaceutical Knowledge L]
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ISPE PM Good Practice Guide E |
Project Types i
« Types e Differences
* Facility e Scale
* New & Retrofit o Comp|exity

» Demolition & Estate
* Improvement

» Product & Facility
* Product

* New Product & Product Transfer
» Tech Transfer & Clinical

o IT

* Technical

ISPE PM Good Practice Guide
Business Context

» Managing the development and delivery
of a business case in a dynamic
environment
e The importance of a formal benefits

management process

» The process to react appropriately to
changes in that environment whether
economic, regulatory or technical

2/8/2012
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ISPE PM Good Practice Guide
Regulatory Context

» Regulatory requirements drive almost everything
within the pharmaceutical industry
* specific industry regulations
» compliance with local codes and legislation

 Failure to abide by these regulations can result
in significant financial and operational penalties
for a manufacturer.

» Thus the importance of managing a product’s
compliance to the multitude of regulations is an
essential undertaking to achieve success

Comnectiog e Wortd of LY %
Pharmaceutical Knowledge § 1%

ISPE PM Good Practice Guide
Collaborative Working

» Collaborative working promotes the sharing of
information and exchange of ideas

» Characteristics of a collaborative working environment:
» 2-way respect of each stakeholder's viewpoints and expertise

» Reduced risk of individual stakeholder failure and reward early
and continuous involvement of all stakeholders

« Communal decision making and innovation generation

« Avoidance of the duplication of effort and activities

» Mutual perception of the project parameters and objectives

» Appropriate, timely, informative and accurate communication

Connecting s Werld of I 248
Pharmaceutical Knowledge § %
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ISPE PM Good Practice Guide
Integrated Risk Management

RISK MANAGEMENT PLAN

Select risk
methodology
and tool

i
' ) . .

AR g 5 1+ ldentify all risks and categorize them |

Risk identification ‘ E in terms of causes or consequences |

'

.

| Objectively assess the risk in terms of E
Risk analysis ‘ i impact, probability and also how the !
! i

o

risk would be detected

schedule

- RISK PLAN DELIVERY I

n .
Determine ] Based on the analysis determine !
EVEUEIIE] Risk response ‘ | optimal response to a potential threat !
1 h
resources ' or opportunity !
T e e
1
. . v l'_ - ___ _______________ _ __________ 1
Define risk | Monitor and control the risk response !
review Risk review ‘ i plan, identify new risks or new risk !
|

scenarios H

© 2010 MIME Solutions Ltd

COMMUNICATION

ISPE PM Good Practice Guide
Guide Exclusions

» Generic project management tools and
methodologies
 that are not applied differently or have a
different context within a pharmaceutical
environment.
* The technical challenges within any
part of the project life cycle:
« Only the management of those aspects are
covered NOT the technical solutions.
» Other technical Guides will be referenced
where applicable

2/8/2012

14



2/8/2012

ISPE PM Good Practice Guide
Structure

Good Practice Guide: Project
Management
Il

2. People Management

|3. Risk Management |7

4. Project Initiation

11. Appendices 6. Design Management

L L

5. Project Delivery Planning |

4| 11.1 Supplementary Material

—l 11.2 Case Studies I 4‘7. Procurement ]

Implementation

4| 11.3 References 4|8, Construction
4| 11.4 Glossary 4lg. Testing I

—' 10. Project Close-Out |
Cnlllllc(inlg a World of F‘ ¥
Pharmaceutical Knowledge ' L} I ?

ISPE PM Good Practice Guide
Integrated Validation Lifecycle

» Integration of validation & engineering

* Incorporate the reviews, checks, and decisions which
assure that the project is moving forwards
appropriately

 Validation requirements defined early and managed
throughout the project lifecycle

» A stage gate approach supports this integration:

» The definition of clear go-no go milestones in the
project life cycle which need to be passed in order for
the project to proceed

* The integration, where possible, of validation activities
into normal project activities
Pharmacetoal Knomiodgs ‘ Pii ': ?
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STAGE 3 STAGE 4
Fi;’:i%ﬁii' r*| Project Delivery Project Delivery — CSIZSGSI(E)LGH
Y Planning DESIGN
Design
Good idea? appropriate,
) compliant & .
Robust plan? complete? Project Handover
complete?
Approval to .
STAGE 2 proceed ? STAGE 5 Beneficial Use
N N commenced?
Conceptual Project Delivery .
Development IMPLEMENTATION Business Case
achieved
sustainably?
Implementation
Right option? complete?
Robust business Project outcome
case ? tested and ready
for handover?
e (8

. . i
ISPE PM Good Practice Guide .
Contents......
44— PROJECTMITATION — &  4— PLANNNG — PROJECT DELIVERY
S1AGE 1 STAGE 2 s1aGE 3 S1AGE 4 SI1AGE & SIAGE &
Fossibily Conceptusl Development Projsct Celivery Planning Dasign Implamentation Closa-out
.
: — 1 —
e il Totmeen i
Spansar Manager Definkion R Cualifieatians Owner
Project Team X L 3 L3
=]y [ outling conceprual oeniteavengn | [ | Contractusl Close-
H Plan » £
; [ -
: : 3 : Tanign Risk 3
Projest Pelivary ' Statement of I |
Stiategy Requiremants / URS [ § rrateny H
3 2 H l ¥
ough Ordar af [ options mnaiyes ] STAGE GATE B4 h
Magnitude Estimate H Pejonn:
* H 5 somgletal
. n [T
- I List of deliverables I F [ pre—— T cocgbwat
1 H s noor e echlocad
Ao lea? = H
Otainpardal'ead W Kaview
Fereced
*
stratery
*
Business Benents
Evaluated 517
Months After
Benaficial Use.
KEY CONCEPTS APPLIED
10 ALL STAGES:
Businass Context
Feguistory Cortext
Nelue Menagement
Techrology & Innovation Obtun el A iy
Colataratis Working vl
Integrated Velicatior
Lifecycle STACLCATES S Hua svaryshing b
Robust plan? necting a World of i L'y §
Stage Gate Approach PR ieril il wscarabily & rchily o, Micoutical Knowledge |_

Iitegratod Risk
Nanagement Approsch
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The Value of Good Project Management _@  _g

Hypothesis proved..... m‘
Practicing what we preach....

PM GPG CASE STUDY

« The PM GPG Team used the approaches

and principles to develop the Guide and
deliver it on time...

» Delivered Benefits

» Engaged people

 Managed Uncertainty

» Used a Lean Six Sigma Approach

Connecting a World of § [ *J'F
Pharmaceutical Knowledge | L

The Obsession of Project Management!
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When you suffer from Obsessio

Definition:
the domination of one's
thoughts or feelings by a
persistent idea, image,
desire, etc.

e

ONE THING THAT IS A PERSIS
IDEA FOR ME THIS LAST YEAR:

18



SECTION REMOVED FROM PRINT
VERSION

HOW IS MY PROJECT LIKE
BASEBALL?

Let’s assign the positions. Ask
yourselves, on a typical project
(Design, Construction,
Verification) who would play
what position if it was a
Baseball Team?

Connacting a World o f 14 4
Pharmaceutical Knowledge § L%

2/8/2012
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CE;
CENTERIFIELD

InE; 6 RE;

LEETFIELD RIGHT/FIELD

(9)

s 2B
SHORITSTOPMNSECOND]BASE

P
113:3 g
PITCHER EIRSTBASE

© ©

O A7
(€5

CATICHER

@

How is a Project Like Baseball?

* Game (nine or more innings) — Process (value
chain)

 Game situations — Process and business risk
events

» Changes in game strategy — Risk responses

» Game statistics and inning box score —
Leading metrics

» Final box score — Lagging metric @

Ccnnoclln? a World of
Pharmaceutical Knowledge

2/8/2012
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How is a Project Like Baseball?

Game strategies for negative game situations
(threats) may be to
* Avoid - e.g., walk the next batter to remove the
possibility of a slugger getting an odds-on-hit
» Mitigate — e.g., advise the pitcher how to pitch
to the next batter to lower the probability of a hit

» Transfer — e.g., relieve the pitcher with
someone from the bullpen

Connecting a World of [ | *J
Pharmaceutical Knowledge | L

How is a Project Like Baseball?

Risk responses for negative process
situations (threats) may be to

» Avoid - e.g., stage higher workloads to
maintain a steady work pace

» Mitigate — e.g., add staff to handle
additional workload

» Transfer — e.g., outsource additional

workload
PO Lot ‘ kl= ': ?

2/8/2012

21



How is a Project Like Baseball?

Game strategies for positive game situations
(opportunities) may be to

* Exploit —e.g., give a “steal a base” signal to a
base runner to take advantage of the opposition’s
slow windup delivery of a pitch

* Enhance — e.g., change the batter for a pinch
hitter to increase the probability of a hit or change
a base runner with a pinch runner that is faster to
increase the probability of “stealing a base”

» Share — e.g., show team commitment by
protesting a bad umpire call (perhaps get thrown

out of a game) pn..ﬁ:::;zﬁz?;nr:u:;;@

How is a Project Like Baseball?

Risk responses for positive business
situations (opportunities) may be to
* Exploit — e.g., implement new technology to
eliminate task errors or quicken the process
 Enhance — e.g., certified workers become
available to further ensure compliance to
standards
» Share — e.g., obtain supplier commitment via a

partnership to share success or offer a worker
a bonus for process improvement suggestions

Connecting s Werld of I 248
Pharmaceutical Knowledge § %
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CLOSING OUT THE MONEYBALL
THING ...

| don't need home runs to win if they
come with an equal amount of
strikeouts. | need base hits. A high on
base percentage. A game plan. | DO
NOT NEED HIGH PAID FREE AGENT
PRIMA DONNA'S.

Connecting a World of [ | *J
Pharmaceutical Knowledge | L

And like every project ...

The goal of
baseball is to get
home safe.

Connecting s Werld of I 248
Pharmaceutical Knowledge § [

2/8/2012
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The Madness of having a group of PM’s
writing a guide about PM!

Owverdue

Tardy

Behind
Schedule

The Value of Good Project Management
PM GPG Development Project Case Study

e QOur Approach

* The development of the a A

guide was treated as a 4 ’
PROJECT

* The Team therefore had:
* An approved business case

» A robust project delivery { ]
plan \S{é

» Succinct and appropriate
project progress measures

2/8/2012
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The Value of Good Project Management
PM GPG Development Project Case Study

Challenges

Desire to launch by AM 2011
* Follow GDEC process

 Gain full industry review

Need to focus on Pharma PM
* Not be a generic PM BoK
Ability to get a team of PM’s
together

» Cross industry

* Global

Phari

Comnectiop a World of
maceutical Knowledge

The Value of Good Project Management
PM GPG Development Project Case Study

p Dr Trish Melt
The team.... With clear [ PG Lesd ]

roles & responsibilities
Trish Andrew Roberts James McGlade
Mick GPGPM GPG Deputy Lead
Keith
Jim = - ~
e - ‘\> ~Core Team ISPE Support
A mixture of subject matter experts from across Mentor
Jeff ISPE membership: Tech Doc Advisor (TDA)
Peter Manufacturers, Consultants and Contractors Tech Doc Editor (TDE)
Alf North America, Asia, Europe Y,
|
¢ = y
Chapter Leads & .
C::pgr 'I?:a :15 ] [ Chapter Reviewers
S J

nnecting a World of [ [ §
utical Knowledge || [+

2/8/2012
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The Value of Good Project Management
PM GPG Development Project Case Study

* The Delivery Strategy

* Review how other Guides had been delivered and
learn from them
» Chapter one completed first

* Issued to chapter teams as a set of consistent messages
key to the Guide

» Core team members became chapter leads or liaisons
 All chapter teams writing ‘live’ during meetings:

* GoToMeeting platform

* Eliminate need for minutes

Effective virtual working even though most of us will only meet face to face for the first time at
this AM

The Value of Good Project Management
PM GPG Development Project Case Study

Agreed Schedule
Project approved in March 2010

Kicked Off June 2010
* Core Team formed

—/—
—>
» Chapter One completed within a
month
* 50% of chapter teams started in
August 2010
* Remainder started by October

2010
Launch AM 2011

2/8/2012
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The Value of Good Project Management
PM GPG Development Project Case Study

* The target was to manage the development of chapters
through the following stages with steering team review at
key points to ensure alignment & direction

July & August | Sept to mid Mid Nov to | Mid Dec 2011 | Mid Feb 2011 | April & May
2010 November Mid Dec 2011
Chapter Chapter draft Chapter Chapter ready Chapter ready Chapter edits
Concepts list Writing finalised for Steering for industry based on
(table of (all leads will have team Review review industry
contents) with draft Chapter 1 as comments
writers assigned | guidance)
Stage Gate Steering Steering Steering Stage Gate Stage Gate
review August | progress progress progress review Feb review May
31t 2010 review review review 10 2011 31st

Chapter Development Schedule ...

cting a World of [§ L *
Knowledge § %

» Reqular progress & Risk

The Value of Good Project Management
PM GPG Development Project Case Study

Chapter

Introduction

Reviews

» Chapters reviewed every
2 weeks to give a chapter
rating

» Core Team were able to
focus on chapters needing
mitigating actions

* Risk profile moved in the
‘right’ direction

People Management

Risk Management

Project Initiation

Project Delivery Planning

Design Management

7.1

Procurement

7.2

Construction

73]

Testing

Close Out

Appendix 1 Glossary

Appendix 2 Case Studies

Appendix 3 Project Type Matrix

Guide Map

Meet #8  Meet #9  Meet #10

2/8/2012
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The Value of Good Project Management
PM GPG Development Project Case Study

« PM GPG
* Reviewed by Industry

» Approved by ISPE
GDEC

* Launched at AM
2011 — SCOPE
DELIVERED ON
TIME

Connecting a World of § [ *J'F
Pharmaceutical Knowledge | L

What's next....

.“Q & —y

2/8/2012
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If I had tried to tie Project Management to C

Phari

Any Questions....

Comnectiog e World of
maceutical Knowledge

Ccnntclinlg a World of
Pharmaceutical Knowledge

2/8/2012
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THANK YOQU!
kgibbs@yonkersindustries.com

Comnectiop a World of
nnnnnnnnnnnnnnnnnnn ae
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