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Learn how to spot the storms abead.

rug development is risky.
D Only one of every 10,000

potential medicines investigated
by research-based pharmaceutical
companies in the United States is
approved for patient use, according to
the Pharmaceutical Research and
Manufacturers of America. Given an
estimated $60 billion spent by the drug
industry on research and development in
2007, it is clear that drug development
is a high stakes business in need of risk
management.

A logical starting point for any organi-
zation is basic project-level risk manage-
ment. The outputs are raw materials for
portfolio and, in turn, corporate risk
management efforts. Project risk is an
uncertain event that may impact project
objectives either positively or negatively.
For example, highly utilized non-clinical
resources may become unavailable because
of the demands of higher priority proj-
ects. This situation alone can throw off
the project timeline and budget. It is
possible, however, for project teams to
identify, analyze, plan, and monitor risks,
thereby managing them proactively.

The Risk Management
Process

The Project Management Institute (PMI)
outlines several methods designed to
manage risks that are potentially delete-
rious to projects. Best practice suggests
that the initial risk assessment should be
done during a project planning meeting
in which the team has defined its deliv-
erables and key activities and has agreed
to at least a preliminary schedule.

At this point, the key deliverables and
work activities are shown in a Work
Breakdown Structure (WBS) chart,
which represents the full scope of the
project(see Figure 1, below). According
to PMI, the WBS is “a deliverable-
oriented hierarchical decomposition of
the work to be executed by the project
team to accomplish the project objec-
tives and create the required deliverables.”
Its purpose is to de-lineate all the tasks
that comprise the project. The lowest
level of the WBS—the point at which
you can go no lower without micro-
managing the effort—is referred to as
the work package. These items not only
go into the master schedule but are also
the primary places to look for risk.
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While looking at each item in the WBS
individually, the project team should
ask: “What can go wrong? What risk is
prevalent in this task? What is the risk
cause?” The best way to identify true
risks is to use a cause-risk-effect statement.
An example of this is the statement
“Because the container is made of faulty
material it might leak, preventing us
from receiving regulatory approval.” The
fact that the container is made of faulty
material is the cause, the risk is that the
container might leak, and the effect is
failure to obtain regulatory approval.

In reviewing tasks, the team should not
limit itself to identifying only technical
risks, such as product or process risks,
but should also note project risks (i.c.,
do we have the right skills and resources
to fulfill the task?), commercial risks,
and environmental risks.

Prioritizing Risks

The team can also set up the probability
of a risk occurring based on historical
context and its own estimate as to how
likely the risk is. For instance, if clinical
trials will be conducted in a particular
region, has there been previous experience
there? Were there challenges, such as not
reaching the right rate of enrollment,
associated with executing the trials?
What was the impact of the challenges?
Is there a risk that the same challenges
might recur?

Next, the team determines the potential
impact of the risk on the project. Would
the impact to the project be minimal?
That is, could the project survive the
risk with minimal impact on its objec-
tives? Or would the impact be so great
that it would affect the schedule, budget,

or quality in profound ways?

If your project schedule slips by a quar-
ter, the risk of not being first-to-market
is low, but associated advantages may
diminish. On the other hand, if the
schedule slips by a year, a first-to-market
position may be forfeited and the busi-
ness outcome dramatically reduced.

It’s a good idea is to generate a matrix
that details the level of probability and
impact of each risk and compares them
(see Figure 2 on next page).

More detail is needed to show the true
impact of a given risk, which should be
quantified in relation to cost, schedule,
and quality, considering, for example,
exactly how long a delay might result.
Finally, the team should define triggers
for each risk, along with appropriate
responses.

The response is the action that will be
taken to mitigate or avoid the risk.
Responses should be incorporated into
the project schedule as tasks to be com-
pleted. For example, it may be necessary
to train a staff member or consultant in
case of the loss of a key team member.
For those risks that are not actively miti-
gated or avoided, contingency plans may
be put in place. For instance, if enrollment
rates have typically been low in clinical
trials, an up-front contingency would
include identification of secondary sites
or other regions to be included in the
trials if a certain percentage of enroll-
ment is not reached by a defined date.

The results of the team’s work should be
documented and maintained in a risk
register. At weekly meetings, team mem-
bers can be required to report on the
status of each risk and whether any
actions have had to be taken. These
meetings can also be used to identify
any new risks that may have arisen or to
retire any that have been closed.

One challenge to risk management is
getting the teams to revisit their schedule,
business case, and development approach
based on the risk scenarios. As time goes
on and the team members become more
expert in their use of schedule and risk,
they can contemplate using even more
sophisticated tools, like a Monte Carlos
analysis. Monte Carlos allows the team
to simulate the project multiple times,
looking for key areas of risk, in an effort
to determine the likelihood of the proj-
ect actually ending on its predicted date.
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Probability/Impact Matrix
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RISK IMPACT ON PROJECT OUTCOMES

Low

Quality Risks Vs. Project
Risks

The International Conference on
Harmonisation quality risk manage-
ment guideline focuses on product risks
related to patient safety. It advises, for
example, that product quality be main-
tained throughout the product life cycle
so that the attributes that are important
to the quality of the drug product
remain consistent with those used in the
clinical studies. The high quality of the
drug product should also be ensured by
providing a proactive means to identify
and control potential quality issues dur-
ing development and manufacturing.

These considerations are vital. To ensure
a successful product launch, however,
risk management activities in drug
development should extend beyond
impact on the quality objectives alone.
A simple way to accomplish this goal is
to ensure that the risk management
process incorporates all of the cross-
functional work activities.
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FIGURE 2

By doing this, the project team adds
rigor to its quality risk management
efforts, while going beyond quality risk
to understand all factors that might
interfere with a successful launch.

By agreeing to a standard risk manage-
ment approach up front, teams can assess
risk more consistently and can more
easily spot risks across other projects.
Centralizing project risk management
also allows for effective communication
of risk and uncertainty, an important
benefit given the fact that most risks
affect multiple project objectives and
outcomes.

In light of the cost of bringing a new
drug to market—more than $1 billion
—a systematic process that consistently
meets an organization’s needs and sup-
ports risk management throughout a
project is critical to its success. Although
basic risk management requires adher-
ence to a discipline, it can be done any-
where, at any time and can be counted
on to yield predictable outcomes in a
volatile environment.
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About Action for Results, Inc.

Action for Results, Inc. (AfR) is an international consulting company working with health-
care organizations to connect their strategy and execution to produce innovative products
and services that respond to the needs of patients and customers worldwide. Our special-
ties include strategy definition, organizational capability building, product development
process optimization and governance, and portfolio and project management.

Because we work primarily with companies in the healthcare industries, we know and
understand the unique complexities and challenges that affect our clients on a daily basis.
Our consultants come from a variety of fields in the biotech, pharmaceutical and medical
device industries, along with hospitals and healthcare administration.

As transformational change facilitators, it is AfR's mission to help our customers crystallize
their future direction and inspire the collective spirit within their organization for the right
change to unfold.

For more information on AfR, visit www.actionforresults.com.

mScholar Learning Solutions

AfR’s training division, mScholar, offers project management workshops and PMP exam
preparation solutions that have advanced the careers of project managers and team
members across the globe. Our in-depth experience in highly complex and global project
environments has taught us that a “cookie cutter” approach to project management training
may not address the underlying causes of unsatisfactory project management practices.
That’s why we tailor our learning solutions to meet the specific needs and goals of your
company. Hundreds of people in over 20 countries have benefited from mScholar’s interac-
tive and dynamic project management training and PMP exam preparation.

As a Project Management Institute Global Registered Education Provider, we ensure that
the classroom programs, structured self-paced courses and customized curricula we devel-
op and deliver are aligned with the Project Management Body of Knowledge (PMBOK). Our
world-class instructors average 20 years of hands-on project management experience and
15 years of project management training experience in a variety of industries.

For more information on mScholar learning solutions, visit www.mscholar.com.
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