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Editorial

Ten Years After
James Greene about the early days of the PMI Switzerland Chapter

T

he PMI Switzerland Chapter
reached a historic milestone last
month: On October 18, 2011, the
PMI Switzerland Chapter celebrated its 10th
birthday. In early 2001, a small group of dedicated project managers, including Dr. Andrea
Behrends, Dr. Karl-Friedrich Franz, Erhard
Zingg and Jan Hornwall, came together with
the idea to establish a PMI presence in Switzerland. The application forms were submitted to PMI and the “potential Chapter Switzerland” began to take shape.

First Steps
A first meeting of potential Chapter members
took place on June 8, 2001 in Basel. I was one
of the roughly 30 people who attended this
meeting. Immediately following the presentation, I approached Andrea Behrends and volunteered to support the establishment of the
Chapter.
The summer of 2001 was eventful – we had
several meetings to formulate the Chapter bylaws and procedures, plan the first events and
give some thought as to how we were going to
finance the whole initiative.
One of the first events was a “lunch club”
meeting in the Basel area, held on September
12, 2001. To be honest, with the events that
had unfolded the previous day, I don’t have
any real memory of this lunch club event.
By late summer 2001, we had been informed
that the Switzerland Chapter would be granted its Charter at the PMI Global Congress in
Nashville, TN, USA in October. Karl-Friedrich
Franz was present and received the Charter
certificate on October 18, 2001.

First Events
Our first official Chapter event was also held in
October 2001 in Zürich – a wine tasting event,
and the selection of a “Chapter Wine.” The
2000 Ticinello (a Merlot from Tessin) was selected as our Chapter wine. During October,
two additional lunch club events were held –
one in Zurich (October 16, 2001) and one in
Lausanne (October 24, 2001). A final lunch
event was held in Zurich in December.
The first Annual Member’s meeting took place
on Monday, January 28, 2002 in Berne. At the
end of 2001, the PMI Switzerland Chapter had
already grown to a total of 71 members, including 28 PMP®s.
When we started the Chapter ten years ago,
we dreamed of the day when we would welcome the 1000th member. Today, the Chapter
has grown to become the second largest PMI
Chapter in Europe, with almost 1350 members and more than 870 certified PMP®s.

James Greene, PMP
Chapter Officer PMI Switzerland Chapter,
james.greene@pmi-switzerland.ch

A Model for other PMI Chapters
As one of the “founding fathers” of the Chapter, I couldn’t be prouder! Happy Birthday, PMI
Switzerland Chapter! And congratulations to
the Chapter Board, Chapter Officers and all of
the volunteers who have contributed to help
make the PMI Switzerland Chapter a model
for PMI Chapters all over the world!
P.S. If you would like to take a look back at our humble
beginnings, pictures from the wine tasting event (pmiswitzerland.ch/fall01) and the first Annual Members Meeting (pmi-switzerland.ch/amm02) still available on the
Chapter web site.
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Across

Down

7 A goal to be achieved
8 The amount by which something falls below is corresponding
estimate
10 Passage from one state, stage, subject, or place to another
11 Conformants to requirements
13 To modify a process, standard, or procedure to better match
the requirements
14 A subdivision of an activity
18 Costs which could not be avoided even if the project were to
be terminated
21 The management person who has oversight for the project
23 Two or more people working interdependently toward a
common goal
24 A provision in the project plan to mitigate cost and/or
schedule risk
25 The personnel, equipment, materials, and services needed to
complete tasks in a project

1 Anyone who has a vested interest in the project
2 A group of related projects that is managed together
3 A procedure designed to verify or evaluate a system, service, or
product
4 To prove to be true by demonstration, evidence, or testimony
5 A general tendency
6 One of a kind
9 Benefit devided by cost
12 Collecting actual time, cost and resource information and
feeding them back into the project plan
15 An unanticipated opportunity or risk event
16 Anyone who makes goods and/or services available for use on
a project, usually at a price
17 A discrepancy between the actual and planned performance
19 The measure of value received for the resources expended
20 The correction of defective work
22 The effort spent on an activity or task
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Social Media

Social Media in Project Management
Social Medial in PM should only be used with a clear mission in mind. By Dominique C. Brack
You do not have to be a technology wizard to utilize
the many social media tools that are available today
for project management. In fact, you can take advantage of some of the most commonly used tools to

T

here are a few things to consider
before implementing social media in
your project:
Is it appropriate for your role?
Which platforms are available?
Who are your stakeholders?
Does your company have guidelines for the
usage of social media?
Should information be moderated?
Most of these questions will be answered by
your particular circumstances, but let us first
have a look at some of the most widely used
tools.

XING
XING (more popular in Europe) is a social
network that powers business professionals
by giving them the tools to tap into the vast
resources of their own personal network to
open doors to thousands of companies, find
jobs and search for employees. XING is
perfect for business professionals wanting a
better way of keeping track of their contacts
or looking for the ability to tap into their own
personal network of business connections. It
is also a good social network for job seekers
or for those needing to fill vacant job positions.

LinkedIn - Twitter - Facebook
Internationally LinkedIn is most likely used by
a majority of your co-workers and provides an
excellent platform for recruiting people internally for your project. Many of us think of
LinkedIn as an external networking tool used
by HR to hire new workers, but it is equally
useful in evaluating the strength of the team
you are assembling. By connecting with
people in your company you not only enhance your bond with them; you can also get a
great feel for the interests and most current
qualifications of potential collaborators.
As an extension to this, Twitter will let you
know which articles (and yes, in some cases
also which cereals) your team is reading.
Together LinkedIn and Twitter provide a quick
and accurate overview of your team.

6

focus on what is really important - creating and
executing strategies for project success - rather
than sitting on the phone and in meetings all day
long.

However, be careful with taking this any
further through more personal tools like
Facebook, there are limits to how deeply
projects should penetrate into employees’
personal life - and always make sure that
your social media tools are in line with
company policies.

Ning - create your own network
When the team is assembled, there are inexpensive tools - apart from your company’s
Enterprise solutions - that can be utilized.
Setting up a Ning network (an online platform
for people to create their own social network)
is inexpensive, relatively fast, when you have
invested a bit of time getting to know the
interface, and private if you want it to be. As a
moderator you can control who joins the
network, allowing you to apply flexibility to
your project. You can even set up subgroups
within the network, so that team members
and other more external stakeholders can be
part of separate conversations within the
same network. Ning also allows you set up
blogs, wikis and discussions, so that many of
the questions that might otherwise be posed
only to you can now be answered by the
group - and everyone can follow the project
progress if you feel that is appropriate for the
particular task. Again, Twitter, but also other
microblogging sites and IM, can provide an
extra level of support when it comes to team
interaction.

Google
As many enterprises are currently allowing
and enabling Google Docs and other Google
services among their employees, it is also
worth looking into how these services can
provide inexpensive collaborative project
team tools. Online services, such as Smartsheet, are currently integrating Google Apps
into their other offerings centred on project
management using Gantt charts, online collaboration and even crowdsourcing. Again,
Smartsheet allows for separations between
core team members and other stakeholders.
Winter 2011 / 2012
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Social Media as a Team Motivator
As with all other project management tools,
social media should be used with a clear
mission in mind. First, these are tools to keep
projects on track and make sure everyone
knows what they are supposed to do, why
they are supposed to do the tasks and when
milestones and deliverables are expected.
But social media does offer an extra dimension for the project manager to influence and
oversee the project and to constantly create
and optimise a climate that enhances performance. It is okay to have some casual
interaction online, as it is in the office, but you
want to keep the team and yourself focused
on the job at hand. For managers and
leaders, social media offers a chance to
communicate the business case for projects
and their priority. For teams that are centres
of excellence within the larger organization,
social media offers a way to broadcast best
practices and case studies to the rest of the
organization in real time, which can be a very
powerful team motivator.

up in the chain of accountability and not
directly involved. Whether or not all the
people falling within the characterizations
above should be included in status reports,
etc., depends on the project, but social media
undeniably allows such stakeholders to
regularly “check in” on the project if they wish
to. This can prevent conflicts down the
pipeline and would be difficult to do without
the use of blogs, wikis and discussion forums
- unless you actually enjoy spending all day in
status report meetings.
Anzeige

All Stakeholders should be included
This brings us to the key point of external
stakeholders, whose needs are too often
neglected in project management - often
simply due to the traditional time constraints
of reporting progress. The term Stakeholder
is of course a commonly used term in project
management, but who are they actually?
Again, this will depend on your specific situation, but some common traits are worth
keeping in mind. “Stakeholders (per PMBOK
p.23 Chapter 2.3) are persons and organizations such as customers, sponsors, performing organization and the public, who are
actively involved in the project, or those
whose interests may be positively or negatively affected by the execution, completion,
or cancellation of the project. They may also
exert influence over the project and its
deliverables.” People who have worked in
some capacity on the project should be
counted among the stakeholders as well as
the people affected by the output and outcomes of the project, even if they are higher

PM@CH
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Social Media

continued Social Media
The Long-Term Benefits
As with any good project management, it is
important to acknowledge the capabilities
and resources available before embarking on
a social media mission. Instead of throwing
your team right into new social media platforms, it is important that you first become
comfortable with the tools and talk to other
project managers about their experiences.
But once you get started, your team will be
able to perform better and have more accurate and relevant information available. You
might also begin to see some long-term
benefits, apart from higher customer and
stakeholder satisfaction. You might get a
better feel for how various team members
feel about your project management, who the
real decision makers are, what kind of results

8

tend to get recognition, which team members
are actually delivering and supporting their
colleagues and the types of behaviours and
attitudes that are valued by the team.

A Revolution that
resets the Way People interact
We have gone through some of the most
common tools here, but whether you use
blogs, micro-blogging tools, wikis, multimedia sharing platforms, podcasts or other
social media, make sure you have the right
strategy in place up front.
There is definitely a revolution taking place at
the moment which is resetting the way people
interact, share and collaborate - you should
be part of that. Although the age of team
members can be an issue
Anzeige
when bringing in new tools,
since the older generations
can be more insistent on
privacy and “ownership” of
projects, that should not
stop you from finding the
best solutions for your
team.
Management might also
have qualms about openness, but might be convinced by examples of
productivity increases. Not
long ago, Amazon and
eBay got people used to
the (at the time foreign)
idea of paying for products
online, Facebook is today
pushing the boundaries for
what people are willing to
share openly and you could
be the force enabling new
types of open collaboration
within your teams. Remember that the tools
mentioned here allow you,
as the moderator, to set
levels of privacy in each
project.
However, once you open
the floodgates of social
media project collaboration
and sharing, they might be
difficult to close.

Winter 2011 / 2012

Dominique C. Brack, PMP
United Security Providers AG, Bern
dbrack@pmextreme.com
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Project Risk Management and
A Risk-Based Approach to Testing
By James Greene, PMP, Arcondis AG, Reinach, Switzerland and Stefan Adamovsky, Arcondis GmbH, Eschborn, Germany

Risk Management is a critical success factor in every project. This article describes how to identify, evaluate, mitigate and communicate risks effectively.
Further, this article describes how the Life Science industry uses risk management to focus the test efforts when developing critical applications.

W

hat is risk? A risk is defined as a
probable future event which, if it
should occur, will impact your
enterprise, project or a product which your
project will deliver.
The discussions about this definition begin
with the word probable. In the English
language, the word probable often implies
highly likely. In the definition above, probable
simply means that there is some level of
probability that this event could occur. If a
given event is possible can be answered with
either yes or no, whereas the probability of an
event can be given a likelihood between one
percent (highly unlikely but still possible) and
99% (highly likely but not certain).
This event, should it occur, will impact your
project or a product. If this event has no
impact, it does not pose a risk.
The word impact (and, equally, the word risk)
is often interpreted as a negative effect. In
Risk Management, the words impact and risk
must be seen as having either a negative or a
positive potential: For example, imagine the
situation: You hear that your company
management is reviewing its project portfolio
in order to focus its resources on the most
important initiatives. There is, therefore, a risk
that your project may be stopped (a negative
impact). On the other hand, if your project is
allowed to continue, you will likely have
access to additional resources which are
freed when other projects have been stopped
(a positive impact for your project).

Risk Management
How does one go about managing uncertainty? If it were possible to manage or
control the event itself, it wouldn't be a risk.
Risk management, therefore, is the systematic identification, assessment, prioritization
and documentation of risks; the planning of
an appropriate response to each risk; the
monitoring and reviewing of the environment
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to determine if a risk has occurred; and, as
appropriate, acting to reduce any negative
impacts or maximize any positive impacts on
your project or enterprise.
In most risk analysis methodologies (several
are discussed later in this article), risks are
evaluated in three dimensions. Two of these
were mentioned above: Impact and
Probability. The third dimension is equally
important: Detectability. If it is difficult or impossible to detect if a given event has
occurred, this kind of risk should be given a
higher priority than a similar risk (in terms of
impact and probability) which can
immediately be detected.
For example, a construction project manager
may have identified three risks related to the
delivery of concrete to be used as a
foundation for a new building. In all three
cases, the impact of using this (faulty)
concrete and the probability of receiving a
"bad" batch are rated the same.
In the first risk, the construction supervisor
can immediately spot a "bad batch" before it
is poured. In the second case, the fault only
becomes apparent once the concrete has
dried, and in the third case, it is impossible to
detect the fault until the concrete fails
(possibly months or years later).
In this example, the third case would be given
the highest risk priority, because it is virtually
impossible to detect. Controls (preventive
measures) would have to be implemented to
ensure that this event cannot occur. The
second case would also require planning and
implementing of preventive measures, as
any corrective measure would have a major
impact on the project plans (higher costs, lost
time, higher effort, etc.). The first risk, which
is immediately detectable, could be handled
easily by instructing the construction
supervisor to inspect every cement delivery.
Since the faulty mixture can be immediately
recognized, the chance that it will be used
(and can impact the stability of the building
Winter 2011 / 2012
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continued Risk Management

later) is very low, so this risk would have the
lowest priority of the three.

Project, Product and
Enterprise Risk Management
As a project manager, I have to manage the
risks which could impact my project lifecycle,
including the project scope, timeline, budget,
human resources, quality requirements,
contracts and purchasing, communications
and the integration of all these factors.
At the same time, my project team has to
regularly analyze their project deliverables
(project work results) looking for risks which
could impact the quality of the product or
harm the consumer who uses the product.
Finally, there are risks which can impact my
company. These enterprise risks are the
subject of the ISO 31000:2009, an international standard entitled Risk management:
Guidelines on principles and implementation
of risk management, which states that,
"organizations face a range of risks that can
affect the achievement of their objectives. …
All activities of an organization involve risks.
Risk management aids decision making by
taking account of uncertainty and its effect on
achieving objectives and assessing the need
for any actions." (1)
ISO 31000:2009 describes a generic model
for an enterprise risk management system.

Risk Management
in the Life Science Industry
Life science companies (including food
processing and additives as well as
pharmaceutical products) face unique
challenges to manage product risks.
In the healthcare and life science industries,
an unexpected event can result in the injury
or death of a customer or patient. This could
also be said of other major industries, for
example the aerospace or automobile
industries. The unique challenge in the
healthcare and life science industries lies in
the nature of their products: Whereas an
aircraft or automobile is tested before it is
delivered to the customer (each component
is manufactured according to a strictly
defined quality system and can be tested or
reworked), it is impossible to test if a specific
tablet or injection contains exactly the right
amount of active ingredients, is free from
impurities and is sterile when it is delivered to
the customer.
The healthcare and life
science industries in Europe
are required to follow The
Rules Governing Medicinal
Products in the European
Union. Volume 4 Good
Manufacturing Practice
Medicinal Products for
Human and Veterinary Use
( 3 ) . A n n e x 1 1 :
Computerized Systems
defines the regulations for
computerized systems which
are used in the manufacturing
process for medicines, and
begins with the following
paragraph:
1. Risk Management
Risk management should be
applied throughout the

Figure 1 - ISO 31000 Risk Management Framework
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Like many other ISO management systems,
ISO 31000 is based on the PDCA (Plan-DoCheck-Act) (2) cycle made popular by Dr. W.
Edwards Deming. Both the implementation
of the Risk Management System (Clause 5 of
the ISO standard) and the implementation of
risk management within the system (Clause
6) are represented as Deming PDCA cycles.
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lifecycle of the computerized system taking
into account patient safety, data integrity and
product quality. As part of a risk management
system, decisions on the extent of validation
and data integrity controls should be based
on a justified and documented risk assessment of the computerized system.
A computerized system includes any
combination of hardware, firmware, software
and network components, together with the
controlled function and associated
documentation (4).
Annex 11, as well as the ISPE's GAMP 5
Guide (GAMP 5: A Risk-Based Approach to
Compliant GxP Computerized Systems) both
promote using a risk-based approach to
determine the amount of effort which must be
invested in ensuring the "fitness for use" of
any computerized system which supports the
clinical, laboratory, manufacturing and
distribution of foods, medicines or medical
devices.
Obviously, this puts a huge burden on any
project manager working in these industries.
Good project risk management (regardless of
which industry) includes the following
activities:
Ÿ Planning how risk will be managed in the
particular project. Plans should include risk
management tasks, responsibilities, activities and budget.
Ÿ Assigning a project risk officer - a team
member who is responsible for managing
the project risks, creating and maintaining
the project risk register and the associated
communications channels, so that any
team member has the possibility to report
risks that he/she foresees in the project.
Ÿ Preparing mitigation plans that describe
how each risk will be handled (proactively
or reactively mitigated or simply accepted).
Ÿ Reporting on planned and faced risks,
effectiveness of mitigation and reaction
activities, and effort spent for the risk
management.

Normally, project risks are those events
which will impact the project plans an event
which will impact the project scope, timeline,
budget, quality, etc. Even when a catastrophic event occurs, resulting in the termination
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of the project, it may "hurt" the company
bottom line, but this is not a case of life-ordeath.
In many industries, the project manager must
also ensure that a product risk analysis is
delivered as part of the development of a new
product. A product risk analysis, often in the
form of a FMEA (Failure Mode and Error
Analysis, described below) evaluation, is
used to determine which risks a new product
could pose to the customer or consumer. For
traditional manufacturing industries, e.g.
aerospace, automotive, etc., the product risk
analysis may include hundreds or thousands
of potential events. Each one of these events
is described, along with an analysis of the
impact on the consumer, the probability of the
event occurring and the detectability that the
event has occurred. The analysis of these
design and manufacturing risks is a key project deliverable and must be included in the
project plans.
In the example discussed above, the three
different "faulty concrete mixture" risks would
each be evaluated in terms of impact, probability and detectability. As mentioned in the
example, all three events have the same
impact and same probability, but vary in the
level of detectability. The second and third
cases (at a minimum), would require that
preventive actions be implemented (e.g.
adding checks to the cement manufacturing
process) to ensure that these faulty mixtures
are never delivered to the construction site.
A detailed FMEA analysis would also analyze
the cost of each potential event and the cost
of each mitigation activity, to help select on
the most cost-effective corrective or preventive action or mitigation approach.

Sources of Risk
How can a project risk manager identify all of
the potential risks to his or her project and the
product?
First off, there is no magic bullet which will
make all of the risks visible. The challenge of
identifying the risks associated with a given
project and/or product becomes easier with
experience, so one of the best ways to learn
is to have an experienced project manager
involved in your project, either as a consultant
or a mentor.
In the same vein, the PMI PMBOK® Guide (5)
suggests using stakeholder interviews and

Winter 2011 / 2012

11

Risk Management

continued Risk Management

the Delphi technique (a consensus of experts) to identify important project risks.
For projects, it is common practices to try and
learn from the past. In an organization with a
high level of project management maturity,
there should be a huge store of documentation from past projects, including project risk
management plans, risk registers, lessons
learned and project summary documents.
In the case of product risk analysis, it is
common practice to analyze customer
support records from similar (or predecessor)
products, in addition to performing common
industry safety tests (e.g. crash tests for
vehicles, or certification tests for toys or
safety equipment, etc.).
Even in the absence of a source for historic
information, when the project is in an entirely
new environment or the product is not subject
to certification, there are methods available to
help the risk manager and project team to
identify potential risks. One popular method
was described by Edward De Bono in his
1985 book Six Thinking Hats (6), where
participants play a role based upon the color
of a hat that they are given:
A role-playing approach to address the topic
from several different perspectives:

Figure 2 - ZHA Risk Profile
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Ÿ White hat (Facts & Information)
The project or product is evaluated from an
objective, fact-based perspective.
Ÿ Red hat (Feelings & Emotions)
The project or product is evaluated from an
emotional perspective, trying to identify
risks by "gut feel".
Ÿ Black hat (Critical Judgment)
The black hat is the "devil's advocate",
evaluating the situation under the
assumption that anything and everything
that can go wrong will go wrong.
Ÿ Yellow hat (Positive Judgment)
The yellow hat views the entire situation
with "rose colored glasses", looking for the
potential events which could benefit the
project or product.
Ÿ Green hat (Alternatives and creativity)
The green hat looks "out of the box" for
creative, alternative approaches. This hat
is particularly useful when developing
mitigation approaches to minimize a risk
impact and/or probability.
Ÿ Blue hat (The Big Picture)
The blue hat has the high-level "35000
foot" view of the project or product.
The Six Thinking Hats method often provides
additional perspectives through "structured
brainstorming". Of course,
other methods (e.g. a
traditional team brainstorming
session or "mind mapping" for
individual brain-storming) can
also be used to identify and
analyze project and product
risks.
Finally, the PMBOK® Guide
suggests performing a root
cause analysis, but this is
often difficult when developing
an entirely new product (many
risks won't become apparent
until the product and the
associated production processes have been developed,
much later in the project
lifecycle).
When identifying possible
sources of risks, the PMBOK®
Guide recommends creating a
Risk Breakdown Structure to
help categorize the potential
sources risks.
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Risk Analysis Methods
Identifying and recording the events which
can impact your endeavor is certainly the
most important step in risk management. Any
risk which hasn't been identified can't be
managed. Simply knowing the risks isn't
enough once they have been identified, the
risks must be analyzed and a plan developed
to manage these risks.
The PMBOK® Guide recommends a twostaged approach for analyzing project risks.
First, a Qualitative Risk Analysis provides a
quick way to prioritize risks, so that the project
team can focus their efforts on detailed
(Quantitative Risk Analysis) of the high
priority risks.
When estimating the impact of a risk, the risk

manager should consider several different
dimensions, including the impact on the
project objectives, costs, time, scope and
quality. By viewing each risk from each of
these different perspectives, the project
manager gains a holistic picture of the
potential impact(s) on the project.

Zurich Hazard Analysis
The Zürich Insurance Company developed a
risk analysis method called Zürich Hazard
Analysis (ZHA) (7). In ZHA, each risk (or
"potential hazard") is listed in the "Hazard
Catalog" along with the events which could
trigger the event and the effect that would
result if it were to occur. The probability and
severity of each hazard is then estimated and
Anzeige
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continued Risk Management

GAMP Risk Analysis

Figure 3 - GAMP Risk Analysis

graphed as shown in Figure 2. A "Risk
Tolerance Boundary" is defined and drawn on
the chart, representing the level of "risk
adversity" of the individual organization. All of
the hazards which appear above this
boundary must be mitigated. Each of these
"intolerable" hazards are listed on a "Risk
Improvement Catalog" along with the
corrective actions to be taken to lower the
probability of the hazard occurring.
In a project environment, the project sponsor
and project manager have normally defined
two risk thresholds as part of the risk
management plan: Those risks below a first
threshold value ("low risks") are simply
accepted as is, with no further mitigation
planning. Risks above this first threshold, but
below a second threshold ("medium risks")
require monitoring and a corrective action
plan to be implemented if the event occurs.
Risks above this second threshold ("high
risks") may, for example, require a proactive
corrective actions to be executed before
moving on to monitoring and reporting.

As discussed above, this twodimensional approach is
adequate for an insurance
company, where the occurrence of an event can be
easily identified. In the Life
Science industries, this is
rarely the case. It is impossible to tell if a given tablet
contains the correct amount
of active ingredient without
destroying the tablet.
For this reason, the ISPE1 recommends a
three-dimensional risk analysis in the GAMP
Guide (4). The GAMP Guide risk analysis is
clearly focused on the "impact on Patient
Safety, Product Quality, and Data Integrity."
The GAMP risk analysis method uses a
simple "low", "medium" or "high" value for
estimating the impact and probability. These
two factors define a risk category value of
"low", "medium" or "high". This category is
then combined with the detectability factor to
define the final risk priority, as shown in
Figure 3.
The GAMP method is often used in software
development projects in the Life Sciences
industries to estimate the risk of an individual
function in a computer system. The risk
priority value defines the amount of testing
and verification which should be invested in
the specific function.
For a complex product which contains
hundreds or thousands of components, e.g.
an automobile or aircraft, this GAMP method
soon proves to be too general. With this
model, there are only three possible Risk
Priority values: High, Medium or Low.

Figure 4 - FMEA Worksheet
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FMEA

Risk Treatment

According to ISO 31000:2009, "Risk treatManufacturers of complex systems need
ment involves selecting one or more options
more granularity to determine the priorities
for modifying risks, and implementing those
for a set of risks and to determine the
options. Risk treatment involves a cyclical
effectiveness of their mitigation plans.
process of assessing a risk treatment;
In these industries, the FMEA (Failure Mode
deciding whether residual risk levels are
and Effects Analysis) (8) is commonly used.
tolerable or not; if not tolerable generating a
In the FMEA methodology, the probability is
new risk treatment; and assessing the effect
estimated on a scale of 1 (very unlikely) to 10
of that treatment until the residual risk
(highly likely), as well as the impact (from the
reached complies with the organization's risk
perspective of the consumer). The detectcriteria." (1)
ability of the occurrence of the event is rated
As discussed above, many organizations
from highly detectable (1) to almost imposdefine two thresholds for risks and define the
sible to detect (10). These three values are
risk responses accordingly low-priority risks
multiplied together to give a risk priority value
are simply accepted as is, medium-priority
(RPV) between 1 (barely likely, minimal
risks may be monitored (with a mitigation plan
impact and immediately detectable) and
to be implemented if the event occurs) while
1000 (highly likely and barely detectable, with
high-priority risks are proactively mitigated.
a catastrophic impact).
Some possible mitigation approaches
However, the FMEA analysis does not stop
include,
there. The next step is to define the CAPA
(corrective action or preventive action) to
Ÿ Avoiding the risk
mitigate the risk.
A decision not to start or continue with an
activity which could trigger the event;
When the mitigation activities have been
defined, the risk is re-analyzed once again to
Ÿ Seeking an opportunity
record how the mitigation actions change the
Deciding to start or continue with an activity
RPV. This is done because many mitigation
which is likely to create or enhance the risk;
activities only affect one or two of the
Ÿ Removing the source of the risk
dimensions.
Taking action to eliminate the trigger so that
A sample FMEA worksheet is shown in Figure
the risk cannot occur;
4 - FMEA Worksheet. An Excel 2010 version
Ÿ Changing the nature and magnitude of
of this worksheet is available to download on
the likelihood
the PM@CH page of the PMI Switzerland
Taking action to raise or lower the likelihood
Chapter website.
of the risk occurring;
Again referring to the example from above, all
Ÿ Changing the consequences
of the mitigation activities described would
Taking action so that the impact of the
only affect the likelihood of the faulty concrete
event is magnified or limited;
from being used (lowering the
probability). They would not,
however, change the impact if
a faulty batch were to make it
onto the construction site, or
make it any easier to detect
that a particular batch is faulty. The mitigation activities
would only affect one of these
three dimensions. In a reallife project, additional mitigation actions would certainly
be planned and implemented
to reduce the impact of a bad
batch as long as there is a
residual risk that one may be
delivered.
Figure 5 - Structure of a Bowtie Diagram
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continued Risk Management

Figure 6 - Bowtie Diagram - Coffee Machine Failure

Ÿ Sharing the risk with other parties
Outsourcing the high-risk activity to
another organization or buying an insurance policy to limit the impact if the event
occurs; and/or
Ÿ Retaining the risk by choice
accepting that the activity involves some
risk.
These mitigation approaches are not
mutually exclusive it is quite common to take
several actions to mitigate a risk, and even
then, some residual risk often remains.

Risk Communications
An important (and often over-looked) aspect
of risk management is communications.
The most difficult part of communicating risks
is making each risk comprehensible for the
intended audience, as well clearly showing
the relationship between different risks.
When discussing risks within a project team,
where everyone has a common understanding of the project or product features,
risks are normally recorded in a risk register.
This can be maintained in a spreadsheet or
simple database on a team collaboration
website.

Bowtie diagrams
When risks must be communicated to a wider
audience who may have a limited understanding of the project goals or product
features, a so-called "bowtie" diagram can be
used to illustrate a risk, together with the
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possible causes and impacts of the event.
A bowtie diagram is created by defining the:
1. Event to be prevented or to be pursued
2. Threats or actions that could cause the
event to occur
3. Consequences or benefits of the event
occurring
4. Controls to change the likelihood of the
event occurring or the ability to detect
that the event has occurred.
5. Controls to mitigate or intensify the
effects of the event
For example, a small business owner may
recognize the risk that the failure of a critical
business machine could have a serious
impact on his employee productivity. This risk
could be illustrated as shown below:

Risk-Based Approach to Testing
To conclude this discussion of risk management, we would like to show how risk
management is used to focus and reduce the
effort needed to test computer software.
In the life science industry, any computerized
system which is used in the collection,
processing or storage of clinical, laboratory,
manufacturing or safety data must be
validated to show that they are fit for their
intended use and meet the current regulatory
requirements. This validation requirement is
often (wrongly) interpreted as a demand for
100% testing.
With the publication of the GAMP 5 Guide (4)

PM@CH

Figure 7 - V Model

in 2008, the ISPE has shown that risk
management is the key to defining the testing
effort for computer systems and applications.
When a life science company implements a
new computer system, one of the first project
activities is to perform a high-level risk
analysis (HLRA). The HLRA determines if the
computer system is subject to regulatory
compliance or not. If the system is declared
as "not relevant", no further validation or
compliance steps are necessary (from a
regulatory standpoint).
If the computer system is determined to be
"GxP relevant" (where GxP is a general term
for "Good Practice" quality guidelines and
regulations), the project manager must plan
to deliver several additional documents
during the project lifecycle. These documents
include the Validation Plan (created at the
outset of the project, describing the product
specification and verification activities) and a
Validation Report (created at the end of the
project, describing the product testing and
any deviations encountered, to provide
documented evidence that the product is
suitable for use and satisfies the specified
requirements).
Although the use of agile development
methods is beginning to gain popularity in the
life science fields, most systems delivery
projects continue to follow the "V" model
which has been used for more than 20 years.

PM@CH

A typical GxP-relevant system delivery model
is shown in Figure 7 - V Model.
The key factor in this model is the block "Risk
Analysis & Traceability" in the center of this
figure.
On the specification side, the project begins
by collecting user and business requirements for the new computer system. These
high-level requirements are then analyzed
and translated into functional specifications
which should be implemented in the system.
These, in turn, are specified in more detail in
the technical or design configuration document, which serves as a guide for the
development team who is tasked to create
the actual program code and modules.
In an ideal world, each block of code created
by the programmer would be tested and
integrated together with other blocks of code,
where the entire application is tested. The
finished application is then installed in a
"production-like" environment and undergoes a series of functional tests to verify that
each function described in the specification
has been implemented as described. Finally,
some key users are brought in to test that the
application satisfies the requirements which
were described at the beginning of the project. If all of these tests have been successfully completed, the test results and any
deviations are recorded in the Validation
Report, which formally releases the application for use.
Winter 2011 / 2012
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In reality, a moderately complex application
may contain hundreds of modules, as well as
hundreds of functions which are delivered as
part of the basic system but not needed to
perform the GxP-relevant functions or
processing. Testing all of these functions
would be prohibitively expensive and would
not improve the quality of the software (from a
GxP-compliance perspective).
This is where the risk assessments come into
play. Each documented user or business
requirement is evaluated in terms of GxP
relevance and potential impact on the correct
operation of the application (e.g. ability of the
application to correctly process data) if the
requirement is not properly implemented
or were to fail. Any requirement which is seen
as having a little or no impact does not need
to be tested intensively.
This process is repeated for the functions
listed in the Functional Specification and the
modules described in the Design or
Configuration Specification document. Only
those functions which could have an impact
on the application's ability to satisfy the GxPrelevant requirements are subject to
intensive testing. Other functions may be
tested (many are tested implicitly in the test
procedure), but the testing requirements are
much lower.
At the same time, these detailed risk analysis
sheets serve as a documented form of
traceability, mapping the relationship from a
given requirement to the specific function
which corresponds to this requirement, and
on to a specific configuration item or code
module which implements this function. At
the same time, the horizontal relationships
between the given requirement and the test
case or test procedure which verifies that it is
implemented correctly is also documented.
This traceability matrix is invaluable later in
the product lifecycle when analyzing the risk
and impact of a requested change. If, for
example, a customer requirement has
changed and this must be implemented in a
new version of the application, the traceability
matrix will show which functions and code
modules are affected by this change, and
which test cases or test procedures may
need to be updated and/or re-executed.
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Conclusion
In this article, we have shown that risk
management is a critical activity at every
level of an enterprise.
Project risks, those events which can impact
a project's ability to deliver its results in time,
on budget and with the required level of
quality, are just one aspect of enterprise risk
management. Product risks, those which can
impact the ability to manufacture and deliver
a product, as well as risks which can impact
the consumer must also be analyzed and
managed a product risk analysis should always be a key deliverable in any development project. Finally, there are business risks
those which can affect a company's ability to
continue doing business.
All of these risks must be identified, recorded
and analyzed, appropriate mitigation plans
developed and implemented, while the entire
process is monitored and communicated in a
continuous cycle. We have presented
methods for each of these steps.
In the Life Science industries, risk management is an integral part of the latest Good
Automated Manufacturing Practices Guide
(GAMP 5), where a detailed analysis of each
requirement and function of a computerized
system helps to focus the testing and
verification efforts on the most critical parts of
the system.
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Mein Leben als Projekt
Mit Projektmanagement zu persönlicher Entwicklung und Lebensqualität. Von Uwe Seeske
Zeit für sich, die Familie, Freunde und Hobbys haben.
Die schönen Seiten des Lebens geniessen. Energie
gewinnen, statt zu verlieren. Das gute Gefühl spüren,
berufliche und private Erfolge zu erzielen. Mehr Entscheidungssicherheit haben, weil man klare Ziele hat

H

aben Sie schon einmal daran gedacht, Projektmanagement-Techniken für Ihr Leben anzuwenden? Ihr
Leben weist alle Charakteristiken eines
Projektes auf: einen Beginn, ein Ende und ein
einmaliges Vorhaben so sollte es jedenfalls
sein ;-). Sicher passt nicht alles zu 100 Prozent, aber ich bin davon überzeugt, dass Sie
mit dieser Übung Sie sind der Projektleiter Ihres Lebens gute Gedankenimpulse erhalten werden.

Der Projektauftrag
Zentrales Element für ein Projekt ist der Projektauftrag. Was sollte in Ihrem Projektauftrag stehen? Wieso bin ich hier, worin sehe
ich den Sinn meines Lebens, was möchte ich
bewirken und hinterlassen, was möchte ich
sein und haben? Eigentlich legt der Projektsponsor den Auftrag fest, der Projektleiter
setzt ihn um. Sind Sie auch Ihr eigener Sponsor? Wer hat den Auftrag für Ihr Leben festgelegt Ihre Eltern, Ihr Chef, Ihre Frau/Ihr Mann
oder Sie selber? Sind Sie da sicher? Denken
Sie darüber nach, um was es sich bei Ihrem
Auftrag handelt und wie dieser zustande gekommen ist.
Ich empfehle als Basis für Ihren Projektauftrag Ihre Lebensvision. Meine Lebensvision
basiert auf vier Säulen: Sinn, Körper, Beziehungen, Leistung. Sie enthält z.B. folgende
Aussagen:
Ÿ Vision: Die Menschheit nutzt ihr Potenzial
und jeder freut sich des Lebens auf seine
Art.
Ÿ Meine Mission: Entwicklung und Lebensqualität fördern
Ÿ Sinn, Körper, Beziehungen und Leistung
sind im Gleichgewicht.
Ÿ Ich handle im Einklang meiner Werte. Ich
entwickle eine Methode, die die Menschheit über Generationen nutzen wird. Ich
nehme meine Umwelt bewusst wahr, freue
mich über die täglichen Dinge des Lebens.
Ich erzeuge einen Groove, der mitreisst.
Ÿ Ich bin gesund, beweglich, kräftig, energiegeladen und anziehend.
Ÿ Als Unternehmer schaffe ich ein System,
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und auch den Weg dahin sieht. Mehr Ordnung
und Struktur erleben – und alles ohne Hektik.
Selbstbestimmt statt fremdbestimmt handeln.
Das ist möglich – und gerade auch für Projektmanager.

das sich erfolgreich weiterentwickelt und
für alle Stakeholder einen Nutzen schafft.
&&
Wie beim Projektauftrag üblich, sollten die
Ziele high-level beschrieben werden. Die
Detaillierung erfolgt dann später im Rahmen
von Collect Requirements.

Die Stakeholder-Analyse
Basierend auf Ihrem Projektauftrag können
Sie eine Stakeholder-Analyse durchführen.
Eine Stakeholder-Analyse hilft Ihnen, zu bestimmen, wer Ihr Leben positiv bzw. negativ
beeinflussen kann. Managen Sie aktiv die
Erwartungen der Stakeholder? Wie stehen
die Stakeholder (Lebenspartner, Familie,
Chef, Kollegen &) zu dem Auftrag? Wer wird
ihn unterstützen, wer nicht? Wo wären ggf.
Änderungen notwendig? Leiten Sie Massnahmen ein, um Einfluss auf Stakeholder zu
nehmen, die eine Umsetzung erschweren
oder verhindern könnten. Oder überdenken
Sie noch einmal gewisse Vorhaben.

Die Collect Requirements
Nun kommen wir zu Collect Requirements.
Was möchten Sie bis Projektende sein und
haben? Die Welt erkundet, viele Kinder, ein
Firmenimperium, künstlerische Werke, Berühmtheit erlangt, Erkenntnisse/Erleuchtung
haben...Wenn es Ihnen schwerfällt, etwas
auf das Papier zu bekommen, dann empfehle ich Ihnen folgende Übung. Stellen Sie
sich Ihren 100sten Geburtstag vor. Welche
Menschen sind Ihnen so wichtig, dass Sie sie
zu Ihrer Geburtstagsfeier einladen? Was
sollen diese Menschen über Ihr Leben bei
der Geburtstagslaudatio sagen?
Wenn Sie Ihre Anforderungen an Ihr Leben
niederschreiben (Schriftliches erzeugt mehr
Verbindlichkeit), beachten Sie Folgendes:
Ÿ Stellen Sie sich genau vor, wie es aussieht,
sich anhört und -fühlt, ggf. wie es schmeckt
und riecht, wenn Sie das jeweilige Ziel erreicht haben erzeugt diese Vorstellung
ein Glücksgefühl? Wenn nicht, überdenken Sie es noch einmal.
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Schreiben Sie in der Gegenwart, als ob Sie
diese Ziele bereits erreicht hätten.
Die Ziele sollten SMART und POSITIV
sein. SMART = spezifisch, messbar, aktionsorientiert, realistisch, terminierbar.
POSITIV = positiv, ökologisch (kompatibel
mit den eigenen Werten, zu ihrem sozialen
Umfeld und zu ihren anderen Lebensbereichen, Kosten/Nutzen sind im vernünftigen Verhältnis), sensitiv, individuell erreichbar, terminierbar, interessant, visionär. Vermeiden Sie Beschreibungen wie
'Ich will nicht' oder 'Ich will kein …’
Sie sind davon überzeugt, dass Sie es wert
sind, das jeweilige Ziel zu erreichen, und
dass Sie über die entsprechenden Fähigkeiten verfügen. Falls das nicht der Fall ist,
suchen Sie sich Unterstützung.
Think Big – sehen Sie das grosse Ganze
und trauen Sie sich.

Jahresziele
20 PDUs für die Rezertifizierung als PMP
PMI erhalten
10 neue Coaching-Kunden gewonnen
4 Vater-Kind-Tage verbracht
Öffentlicher Auftritt mit Band
Salsa-Tanzkurs mit meiner Frau absolviert
Ziele für die nächsten zwei bis drei Jahre
30 Mitarbeiter im Unternehmen
Finanzielle Unabhängigkeit erreicht
Saxofon gelernt – zehn Songs spielbar
Habe einen zweiten Wohnsitz auf einem
Anwesen mit Seminarhaus am Meer
Mein erstes Buch veröffentlicht
Halbmarathon gelaufen
Ziele bis zur nächsten Lebensphase (z. B.
Rente): …
Anzeige

Die Scopes
Nachdem Sie sich im Rahmen von Collect
Requirements bewusst gemacht haben, was
die konkreten Anforderungen sind, sollten
Sie dann bei der Definition des Scopes pro
Anforderung sich die Frage stellen, wie viel
Sie von Ihrer Lebenszeit und Energie für die
Umsetzung einsetzen müssen? Wie alt sind
Sie und wie viel Zeit schätzen Sie bleibt Ihnen
noch, das Projekt erfolgreich abzuschliessen? Von einem Freund habe ich den Projektleiter-Spruch „Failing to plan means planning to fail“. Haben Sie einen Plan, der Ihnen
aufzeigt, wie Sie das erreichen können und
welche Ressourcen Sie dafür benötigen? Ist
der Einsatz es wirklich wert? Wie reagiert ihr
Umfeld, wenn das Requirement umgesetzt
wird? Lohnt es sich noch immer? Apropos
Ressourcen, was sind das für Ressourcen,
die zum Einsatz kommen? Ihr Körper, Ihr
Geist, Ihre Gefühle, ihre Beziehungen, Ihr
Vermögen?

Die Zielfestlegung
Nachdem Sie den Scope festgelegt haben,
können Sie die Umsetzung in Form einer
Work-Breakdown-Structure planen. Ich teile
meine WBS in Lebensphasen ein, das
nächste Jahr, die nächsten zwei bis drei
Jahre,… Innerhalb der Phasen finden sich
meine vier Lebensbereiche – Leistung, Sinn,
Körper, Beziehungen wieder.
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continued Mein Leben als Projekt
Ich habe pro Lebensbereich jeweils ein bis
drei Ziele. Meine Erfahrung geht dahin, dass
es für mich besser ist, mich auf wenige Ziele
zu konzentrieren. Die Wahrscheinlichkeit
steigt, dass ich sie erreiche, und ich habe weniger Stress.

Verbesserung der Lebensqualität
Jeweils Sonntagabend lege ich meine Wochenziele fest. Ich frage mich, was möchte
ich diese Woche erreichen, um meinen Jahreszielen näher zu kommen. Der Planungshorizont von einer Woche hat den Vorteil,
dass ich meine beruflichen und privaten Ziele
besser berücksichtigen kann. Beachten Sie
bitte, dass Sie in den beruflichen Lebensphasen noch Zeit für die anderen Aspekte
des Lebens einplanen. Ich habe leider im Kollegenkreis miterleben müssen, dass einige
Anzeige

von ihnen das Rentenalter nicht erreicht haben. Ich hatte Glück, mein Körper hatte mir
ein Warnsignal gesendet, das ich klar verstand, so dass ich daraufhin mein Leben geändert habe. Seitdem habe ich mehr Energie
und Lebensfreude. Ausserdem haben diese
Massnahmen auch einen sehr positiven Einfluss auf meine Karriere ausgeübt.
Ein gutes Scope-Management hilft sicher
auch, die Lebensqualität deutlich zu verbessern. Wer sich zu viel auflädt und nicht mit
entsprechenden Change Requests darauf
reagiert, wird voraussichtlich Ressourcenund Qualitätsprobleme bekommen. Sollten
sich unerwartete Chancen ergeben, sind
auch diese zu bewerten und ggf. ist der
Scope anzupassen.

Risiko-Management
Bei der Umsetzung hilft Ihnen ein gutes Risiko-Management, kritische Risiken aktiv zu
managen. Typische Risiken Ihres Lebens
sind: Krankheit, Unfall, Arbeitslosigkeit, Umstrukturierungen, Scheidung. Apropos Risiken: Wie gehen Sie mit Ihren Projektressourcen um? Fahren Sie immer im obersten
Drehzahlbereich und gibt es keine Zeit für Erholung? Risiken gefährden das ursprüngliche Ziel. Aber manchmal kann man in gewissen Ereignissen auch Chancen sehen,
etwas mal ganz anders zu machen und damit
auch erfolgreich zu sein. Die Entscheidung,
am Plan festzuhalten oder nicht, ist in einem
Umfeld mit viel Ungewissheit nicht so einfach. Gehirnforscher sagen, dass man sich in
komplexen Entscheidungssituationen auf
sein Bauchgefühl verlassen kann.

Jahresresümee
Im Laufe des Jahres und am Jahresende
(Review) bereitet es mir grosse Freude,
wenn ich die Ziele abhaken kann. Wenn ich
Ziele nicht erreicht habe, hinterfrage ich mich
kritisch (und wertschätzend – also nicht: „Du
Depp, wieso hast du das nicht geschafft?“),
wieso das passiert ist und was ich in Zukunft
ändern sollte, z. B. weniger Ziele, mehr Disziplin, geänderte Rahmenbedingungen. Bei
mir hat sich Dankbarkeit gegenüber meinen
Mitmenschen entwickelt, da ich weiss, dass
ich ohne ihre Unterstützung meine Ziele nicht
erreicht hätte. Und auch hier schadet es
nichts, diesen Dank seinen Mitmenschen
auch auszudrücken.
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Tue Gutes und rede darüber
„If you don’t say what you want you won’t get
it.“ Seine Ziele sollte man nicht nur formulieren, sondern auch verkünden, sonst wird
man sie ggf. nicht erreichen. Meine Erfahrung besagt, dass eine aktive Kommunikation sehr hilfreich ist, seine Ziele zu erreichen. Wenn Sie mit dem Rauchen aufhören
möchten (Ziel z.B. gesünder leben) und es
vielen Freunden und Bekannten erzählen,
dann gibt das eine zusätzliche Motivation
(sozialer Druck), das Vorhaben erfolgreich zu
beenden. Und eventuell erhalten Sie auch
aktive Unterstützungen. Als ich mein Unternehmen “Innovationscoach” gegründet hatte
und das Freunden und Bekannten mitteilte,
bekam ich von vielen Seiten gute Hinweise
auf potenzielle Kunden und Mitbewerber sowie interessante Informationen aus dem Bereich Innovation und Coaching.

Wie bin ich zu dem Thema gekommen? Ich
habe von 1996 bis 1998 ein 50-MillionenEuro-Projekt geleitet. Gesundheitlich ging es
mir während dieser Zeit sehr schlecht. Ebenso litt meine Beziehung und meine Lebensfreude war auf einem Minimum angekommen. Ich habe mich in der Folgezeit intensiv
mit mir selbst beschäftigt und mehrere Coaching-Ausbildungen (NLP-Trainer, Master of
Business Coaching) absolviert, die mir geholfen haben, Einstellungen und Verhaltensmuster zu ändern. Im Rahmen meines Coachings habe ich mir überlegt, wie man Menschen bei Veränderungsprozessen optimal
unterstützen kann – meiner Meinung nach,
indem man Beispiele aus dem Umfeld der
Coaching-Klienten nutzt. Da ich mich auf
Führungskräfte und Projektleiter (speziell IT
und Telco) konzentriere und PMP bin, lag es
nahe, Projektmanagement-Techniken dafür
zu nutzen.

Uwe Seeske
Geschäftsführer
Innovationscoach Est.
uwe@seeske.com
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... und noch ein paar Tips
Damit Sie eine Top-Leistung erbringen können, helfen eine gesunde Ernährung (kann
sogar Freude bereiten, in einen knack-frischen Apfel zu beissen), ausreichend Wasser trinken, Entspannungsübungen (mir
haben autogenes Training, Tai Chi und einige
Meditationsübungen sehr geholfen und ein
Sauna-Abend ist für mich wie ein Kurzurlaub), sportliche Aktivitäten (einiges lässt sich
auch in den normalen Büroalltag einbauen,
z.B. Treppen nutzen statt Aufzug). Das kostet
zwar Zeit, aber die Effizienz und Lebensqualität steigen erheblich. Ausreichend Pausen
helfen auch, die Leistungsfähigkeit zu steigern. Vielleicht fallen Ihnen weitere Aspekte
aus dem PMBOK ein, die Sie auf Ihr Leben
anwenden können. Ich würde mich über Ihr
Feedback freuen.
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