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Good evening and thank you for your interest in project management in the life science industry.

<Brief Biography If Needed>

I’d like to share with you my experience with managing risk in the life science industry.  I’ll provide examples of the tools that I’ve used as well as examples where I successfully managed risk in my projects and yes, I’ll share a few examples were I was less that successful in managing the project risk.

Let’s keep this informal, so please stop me if you have a question.  I’ll also make sure that we have time for questions at the end.
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Risk In Life Science Industry Is Multi Dimensional
Tendency To Focus On One Risk, At The Expense 
Of the Others
PMBOK Can Help
PMBOK Can’t Guarantee Project Success

Presenter
Presentation Notes
Managing risk in the life science industry is truly challenging.  This challenge comes in many forms: 

Risk In Life Science Industry Is Multi Dimensional.  In other words, risk in the life science industry comes from many different sources.  With many of these sources, the project manager has little to no influence and must therefore plan for these risks accordingly.  I’ll talk about these sources or types of risks in a few minutes.

Irrespective of the industry, there is often a tendency to focus on one Risk, at the expense of other risks.  I trust that I’m speaking to the choir when I say that this may ultimately doom the project.  In essence, by focusing solely on one risk, you’ve added another risk and it’s one that you haven’t planned for.

The tools and techniques in the PMBOK can help but these tools and techniques can’t guarantee project success.

Tonight, I’d like to share with you the tools and techniques for managing risk, many of these are in PMI’s Project Management Body of Knowledge (PMBOK).  However, I recognize that the PMBOK is a pretty dry read, so I will share examples from my project experience that highlight these tools.  I’ll also provide instances when in spite of risk planning, things did not go so well.

Additional PMBOK Information
Risk Management Is One Of The Nine Project Management Knowledge Areas
PMBOK Defines The Inputs, Tools & Techniques, and Outputs of Risk Management
PMBOK Defines The Risk Management Data Flows Or Linkages To Other Knowledge Areas
PMBOK Defines The Mapping Of Risk Management To The Project Management Process Groups (Initiating, Planning, Executing, Monitoring & Controlling, Closing)




Risk
Risk Management
Mitigation
Risk Trigger
Qualitative Risk
Quantitative Risk
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I want to spend just a few minutes making certain that we’re all grounded on a couple of key terms.

The PMBOK defines risk as an uncertain event or condition that if it occurs, may have a negative or positive effect on a project’s deliverables.  How many of you manage the risks that may have a positive effect on a project’s deliverables?

Should you manage those items that are determined to definitely occur?  Yes, you should manage these items.  However, these items are not considered risks.  These are either tasks and should be shown on the project’s work breakdown structure or are enterprise environmental factors.

One definition of risk is the probability and or the severity of harm.  Harm takes on an additional dimension in the life sciences industry.  More on that in a moment.

Risk management is the activities and tools used to decrease the severity and probability of an event having a negative effect as well as the activities and tools used to increase the severity and probability of an event having a positive effect on the project’s deliverables.

Mitigation is a response to an identified risk.  More on mitigation a bit later.

Risk trigger is the event, metric, or early warning system used to identify that an identified risk is about to occur or has occurred.  We’ll spend some time on risk triggers bit later.

Qualitative and Quantitative risk are methods to measure the severity and probability of an identified risk.  I’ll try to spend a fair amount of time and provide examples of these methods also a bit later.



Market Risk
Company Reputational Risk
Financial Risk
Technical Risk
Regulatory Risk
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Every project manager must manage these risks as they’re present, to a varying degree and often with different names, in every project.

Market risk is the uncertainty surrounding the market potential of a new product or therapeutic in development

An example of market risk in the life science industry is whether the new therapeutic will become a blockbuster and exceed $1 billion in yearly sales on a global level.  Does the manufacturer have capacity to meet this demand?

Company reputational risk is defined as the uncertainty that the public has regarding the life science industry.

An example of company reputational risk in the life science industry is Vioxx and Merck in the 1990’s contrasted with Tylenol and Johnson & Johnson in the 1980’s.

Financial risk is the uncertainty of drug development costs without realizing the revenue from an approved and launched drug.

An example of financial risk in the life science industry is Pfizer’s inhaled insulin product, Exubera.  Pfizer took a $2.8 billion charge in 2008 associated with dropping the product.

Technical risk includes product efficacy, product safety, process risk, schedule risk, and cost risk.

Regulatory risk is the uncertainty of product approval, changes to regulatory requirements, or perceived non-compliance with regulatory requirements.



Market Risk
Company Reputational Risk
Financial Risk
Technical Risk
Regulatory Risk
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Focus of Presentation
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However, I’d like to focus on the management of technical risk and regulatory risk and a little bit on financial risk as these impact projects in the life sciences the most.

One might conclude that by effectively managing the technical and regulatory risks, the secondary risks of market risk, company reputational risk, and financial risk would also be effectively managed.  However, let me be clear.  I’m not implying that a project manager ignore these other risks.



Product Efficacy
Product Safety
Process Risk
Schedule Risk
Cost Risk
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There are a couple of technical risks that I’d like to focus on.  These risks are probably present in every project from software upgrades, skyscraper construction, to the development of a consumer product.  However, project managers in life sciences often must focus on managing the risks associated with product efficacy and product safety.

Product efficacy and product safety are often collectively called patient safety risk.

Examples of patient safety risk are product over dose, product under dose, and product misuse.  A recent local example of patient safety risk is the heparin over dose of premature infants.  Granted, this example of risk is not related to a project, but one can easily infer that the product label design project may have overlooked the risk of different strengths being able to be misused.



Regulatory Changes
Product Approval
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Another risk category that project managers in life sciences industry spend a fair amount of time is with regulatory risk.


Regulatory risk is the uncertainty of product approval, changes to regulatory requirements, or perceived non-compliance with regulatory requirements.

An example of regulatory risk in the life science industry is Mannkind Pharmaceutical’s inhaled insulin, tradename Afrezza, not receiving regulatory approval as anticipated.



Qualitative Risk Management
Quantitative Risk Management
Risk Response Planning
Risk Monitoring And Control
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How many of you have seen these?

What are these called?

These are the Risk Management Processes.  I’ve omitted two (2) additional processes that are called out in the PMBOK.  The two omitted are, Risk Management Planning and Identify Risks.  Risk management planning is essentially what it says.  In other words, how are you, as project manager, going to conduct the risk management activities.  Depending on the size, scope, or complexity of a project, Identify Risks may need to be a separate activity.  The risks identified would then become inputs to both qualitative and quantitative risk management.  I’ll refer to Risk Management Planning and Risk Identification in subsequent slides.

I want to focus on these four (4) activities shown here.





Objective of Qualitative Risk Analysis Is To 
Identify And Subsequently Determine Which 
Risks Warrant A Response
Can Be Used To Decide If Project Should Proceed

9

Presenter
Presentation Notes
The risk management plan should include the methodology to be used when performing a qualitative risk analysis.  The criteria for project cancellation as well as the scope of the risks should also be included.

The objective of qualitative risk analysis is to identify and subsequently determine which risks warrant a response.

Risks that are outside the scope of the risk analysis would be addressed in the management contingency plans.  Examples of risks outside the scope of a project’s risk analysis might include political  unrest, earthquake, or organizational turnover.



Scales
High, Medium, Low
1 – 10
1 – 5

Risk Prioritization Number
Impact Matrix
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As part of the risk management planning process, the risk rating scales are determined.  I prefer a numeric scale as it makes sorting risks based on the risk prioritization number easier.  Numeric scales also lend themselves to plotting risks over time to identify trends.  These trends are excellent risk triggers.

The Probability and Impact ratings for each identified risk are multiplied together to obtain the risk prioritization number.  Sorting the risk prioritization number allows the project manager to identify the risks that need further action, including quantitative risk analysis and risk response planning.  As part of the risk management planning, a risk threshold should be defined.  The risk threshold also identifies the risks that need further action.  Each company or project may have different risk thresholds.  The Risk Threshold is an element that is defined in the Risk Management Plan.

Probability and Impact can also be placed into a impact matrix.  This matrix also provides a visual of the risk threshold.



Impact
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5 5 10 15 20 25

4 4 8 12 16 20

3 3 6 9 12 15

2 2 4 6 8 10

1 1 2 3 4 5
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Here is an example of an Impact matrix based on a 1 – 5 scale.  Individual projects or companies may have a different threshold for action.  In this example, the risk threshold is a Risk Prioritization Number of greater or equal to 15.

The risk management plan will detail what action is required for risk prioritization numbers greater than 15 and those risk prioritization numbers between 5 and 15, as well as those identified risks with risk prioritization numbers between 1 and 5.

How many of you use an Impact Matrix similar to this?



Risk Probability Impact Risk Score

Resources Reallocated

Agitator Delivered Late

Agitator Costs Less

Production Impacts 
Shutdown

Agitator Does Not Fit

Installation Simpler

Weather Delays
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Project:  Install Bio‐Reactor Tank And Agitator
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Here is an example of using qualitative risk analysis on a project that I managed.  I’ve excerpted seven (7) risks that were identified.  You’ll notice that the risks listed also included those risks or opportunities that could have a positive impact on the project’s deliverables.

The list of risks or risk registry was created using a couple of different sources and methods.  I reviewed the risk registries of similar projects that had been previously completed as well as “interviewing”  the project managers.  I also led the team in a brainstorming exercise to identify additional risks.

The Risk Identification activity associated with this project identified approximately seventy-five (75) risks.



Risk Probability Impact Risk Score

Resources Reallocated 2 2 4

Agitator Delivered Late 3 4 12

Agitator Costs Less 2 5 10

Production Impacts 
Shutdown

1 5 5

Agitator Does Not Fit 3 5 15

Installation Simpler 4 4 16

Weather Delays 1 3 3
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Project:  Install Bio‐Reactor Tank And Agitator
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Here is the same risk table with the probabilities and impacts included.  The risk score is simply the product of the probability and impact.  Again, when possible, I used the scoring from previous projects, yet reviewed or confirmed this scoring with the uniqueness of my project.

Does that make sense?



Risk Probability Impact Risk Score

Resources Reallocated 2 2 4

Agitator Delivered Late 3 4 12

Agitator Costs Less 2 5 10

Production Impacts 
Shutdown

1 5 5

Agitator Does Not Fit 3 5 15

Installation Simpler 4 4 16

Weather Delays 1 3 3
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Project:  Install Bio‐Reactor Tank And Agitator
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The risk scores are reviewed and prioritized.  As a practical matter, those risks with the highest risk scores or those risks with scores above the agreed upon risk threshold will be further evaluated.  The further evaluation might include quantitative risk analysis.  Risk responses will be developed for all of the high scoring risks or those risks above the risk threshold.

Keep in mind that just because an identified risk may not have a risk response developed, the risk should not be deleted from the list of risks.  Probabilities change as does the impact of an identified risk.  For this reason, to aid in project success, the list of risks should be reviewed and periodically updated to identify additional risks as well as ensuring that probabilities and impacts haven’t changed.

In my larger projects, I’ve also begun to plot the probabilities and impacts of certain identified risks to spot trends and take appropriate action.  I’m finding this to be an additional risk trigger.

As I mentioned earlier,  not all identified risks will have risk responses developed.  What I’ve shown here is the four (4) risks that will have risk responses developed.  During Quantitative Risk Analysis, we’ll identify the cost and schedule impact for each of these risks.



Define Assumptions
Assign Risk Owners
Identify Risk Triggers
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Identify And Assess Both The Bad 
AndGood Things That Can Happen
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In summary, during qualitative risk analysis you identified and subsequently determined which risks warrant a response.

In addition the assumptions, risk triggers, and risk owners are also defined.  The assumptions around the risks and risk rating should be included in an update to the risk management plan.

I’ll speak a bit later about risk triggers.

A key point to remember when identifying risks is to also include the good things that may happen.  By identifying the good things that may happen, a project manager can develop a risk response plan to capitalize on the good things.

What went wrong on my project?  A couple of things when wrong.  First, it was difficult to have the project team identify the good things that could of happened and subsequently to develop risk responses.  This was difficult even when it was shared with the team that a previous project had a list of good things that had occurred.  Remember, project management becomes so much less stressful when you have a plan for unknown events.  Secondly, I didn’t spend enough time making sure everyone was grounded on the probability and impact scoring.  Specifically, what constitutes a probability score of 4?  On subsequent projects, I’ve included a definitions of the entire rating scales.  These definitions are included in the Risk Management Plan.



Objective of Quantitative Risk Analysis Is To 
Numerically Analyze Each Risk And The Potential 
Impact That Each Risk May Have On The Overall 
Project
Note:  Quantitative Risk Analysis Is Not Always 
Required In Risk Management
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A second risk management process is quantitative risk analysis.  Quantitative risk analysis determines the impact of an uncertain event.  In a sense, it provides a concrete or “tangible” impact of an uncertain event.

Qualitative risk management may be considered a coarse filter, whereas, quantitative risk analysis provides a more rich or impactful assessment of an uncertain event.

How many of you perform Quantitative Risk Analysis?

Why not? 



Probability and Impact May Be Estimates
Impact May Be To Cost And/Or Schedule
Monte Carlo Simulation

Replaces A Deterministic Value for Probability or 
Impact With A Range Of Values
Third Party Literature And Software Available
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During quantitative risk analysis, risks are assessed for their probability and impact but instead of rating them on a scale, actual values for probability and impact are used.  The actual values can be estimates, based on experience from previous projects, or obtained from supplier or task owner input.

The impact may be to either the project cost, in essence the project budget or the project schedule.  I’ve found it easier to keep the risks associated with the project’s budget separate from the risks associated with the project’s schedule.  By separating the risks in this manner, I’ve found it easier to calculate the cumulative impact.

A single value for a risk’s probability and impact may be replaced with a range of values.  I use a software product called Crystal Ball.  It’s modeling software that is an add-in to Microsoft Excel.  It allows a range of values to be used to perform calculations.  I’m not going to go into detail on probabilistic  risk assessment.  If there’s interest, we can save that topic for another night.

Let’s look at an example of quantitative risk analysis using single values for probability and impact.



Risk A
10% Probability Of  A Delay In Receiving AgitatorWith A 
Cost To Project of $25,000

Risk B
65% Probability Agitator Will  Be $20,000 Cheaper Than
Expected

Risk C
40% Probability That AgitatorWill Not Fit On Tank, 
Resulting In An Extra $150,000 Cost

Risk D
5% Probability That Installation Will Be Simpler Than 
Expected, Resulting In A $35,000 Savings
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Project:  Install Bio‐Reactor Tank And Agitator
Project Cost:  $500,000
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Here is an example of using quantitative risk analysis on that same project.  As I mentioned we’ll only evaluate further those highest scoring risks from the qualitative risk assessment.

For simplicity, I used deterministic values based on experience from previous projects.

<Read the four risks>

The first risk is a 10% Probability Of  A Delay In Receiving Agitator With A Cost To Project of $25,000.  

The second risk is a 65% Probability Agitator Will  Be $20,000 Cheaper Than Expected

A 40% Probability That Agitator Will Not Fit On Tank, Resulting In An Extra $150,000 Cost is the third risk, and,

Lastly, a 5% Probability That Installation Will Be Simpler Than Expected, Resulting In A $35,000 Savings
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What Is The Expected Value Of These 
Risks And Opportunities?

Presenter
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Based on these four risks and their respective probabilities and impacts, a couple of questions may come to mind.

What is the collective impact of these risks?

How much contingency should I plan for to address these uncertain events?

Does the impact of these risks make the project unattractive, leading to project cancellation?

A couple of simple calculations will answer these questions.



Risk Calculation
ExpectedValue

($)
A 0.10 x $25,000 2,500
B 0.65 x $20,000 (13,000)
C 0.40 x $150,000 60,000
D 0.05 x $35,000 (1,750)

Total 47,750
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The calculation is simply the product of the probability and cost.

The assumption that was made is that “good” uncertain events result in a cost reduction.  Again, this assumption would be included in the Risk Management Plan, along with the other assumptions.



Risk Calculation
ExpectedValue

($)
A 0.10 x $25,000 2,500
B 0.65 x $20,000 (13,000)
C 0.40 x $150,000 60,000
D 0.05 x $35,000 (1,750)

Total 47,750
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So What?
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So what?  I know the individual impacts of these risks.  Why bother?

Armed with this calculation, a project manager can answer the following questions.



What Is The Best Case (Only Good Things 
Happen)?
What Is The Project Cost (Without Risk Analysis)?
What Is The Expected Value Of The Project (With 
Risk Analysis)?
What Is The Worst Case (Only Bad Things 
Happen)?
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<Read the four questions>

What Is The Best Case (Only Good Things Happen)? Customers typically expect only good things to happen and therefore only care about this question.

What Is The Project Cost (Without Risk Analysis)?  Project sponsors typically are only concerned with this question, often at the expense of neglecting the others or without fully understanding the full risk picture.

What Is The Expected Value Of The Project (With Risk Analysis)?

What Is The Worst Case (Only Bad Things Happen)?

An experienced project manager will always provide the answers to these four (4) questions to project sponsors, customers, and the project team.



Question Calculation Result
Best Case 500,000 – (20,000 + 35,000) 445,000
Customer
Expectations

500,000

Expected
Value

500,000 + 47,750 547,750

Worst Case 500,000 + 25,000 + 150,000 675,000
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The best case is the project cost estimate less risk B and risk D.  Remember the best case is one where the uncertain event did indeed occur.  That’s why the full value for the two (2) risks was used.

The customer usually isn’t concerned with the risks and only wants their project delivered for the cost estimated.

The expected value takes into account all of the risks and their respective probabilities.

The worst case is the project cost estimate plus risk A and risk C.  Remember the worst case is one where the uncertain event did indeed occur.  That’s why the full value for the two (2) risks was used.

Based on these calculations, what is the project cost that should be shared with the customer and committed to by the project team?  $547,750.

Based on these calculations, how much should be budgeted as project contingency?  $127,250.  ($675,000 – $547,750)

How many of you provide a range for a project’s cost?

What other conclusions can be drawn from these calculations?  <Is the expected value greater than the cost that the customer is prepared to spend?  Is the customer willing to assist in making the “good” things happen?  At what cost should the project be cancelled?>

 What would you do, as the project manager, if the customer demanded that the project be completed for $500,000?



Taking Uncertainty Into Account, Project Cost 
Could Range From $445,000 to $675,000
Expected Value Is Less Than Worst Case
Can Prove That Customer Expectations Are 
Unrealistic (“Project Must Be Completed For No 
More Than $500,000”)
Same Calculations Apply To Schedule Risks
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KEY POINTS
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A couple of key points:

Can the project sponsor tolerate the project cost range that has been calculated?  In this case the project cost range is $230,000.
This might be stating the obvious, but the expected value is less that the worst case.  This is because the expected value has taken into account a probability for each risk.  Whereas, the worst case assumes that all risks, an uncertain event, actually all occur.
In the example, the expected value ($547,750) is greater than the customer expectations ($500,000).  The project sponsor saying that the project must be completed for no more than $500,000, including contingency.  How many of you have heard this before?  How have you responded?  If this is a firm project constraint, what do you do?  A couple of responses might include rechecking the probabilities of the identified risks, transferring risks to someone else, I’ll talk about this a bit later, or refusing to accept the project.
You can also use the same approach that was used to quantify the cost impact of identified risks to also quantify the schedule impact of identified risks.

I’ve had pretty good success when performing and sharing my quantitative risk analysis.  I would encourage you, to perform these calculations, as appropriate for your project.



Objective of Risk Response Planning Is To 
Determine What Can Be Done To Reduce The 
Overall Risk Of The Project
Levels of Risk Response

Do Something Before It Happens
Do Something If It Happens  Contingency Plan
Do Something If  Contingency Plan Not Effective 
Fallback Plan
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How much of a project manager’s time is actually spent responding to uncertain events that do indeed occur?

How much of a project manager’s time should be spent responding to uncertain events that do indeed occur?

Risk response planning is simply documenting the planned reaction in the event that an uncertain event occurs.  Keep in mind that you plan a response not only for the “bad” risks but also the “good” risks.



Options for Risk Response Planning
Mitigate
Accept
Transfer
Avoid

Secondary Risks  Risks That Are Generated By 
A Response To Another Risk
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There are four responses to an identified risk.  These are mitigate, accept, transfer, and avoid.

Mitigating a risk is the actions taken to lessen either the impact of probability.  These actions may be taken before the risk occurs but actions to take after the risk occurs must be identified and documented.

Accepting a risk is simply as stated.  However, be mindful that you don’t accept too many risks.

When someone purchases insurance, they’ve essentially transferred a risk.

Avoiding risk is where the project team develops plans to assure that the identified risk doesn’t occur in the first place.

Don’t overlook the secondary risks.  You need to make sure that the response taken doesn’t make the problem worse.

Which of these four risk response options would you use for the “good” uncertain events?  <Accept and possibly transfer>



Create Schedule and Cost Reserves
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Project Schedule = Critical Path Duration

+ Contingency Reserve

+Management Reserve

Project Budget = Cost of the Tasks

+ Contingency Reserve

+Management Reserve
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A key task during risk response planning is to create schedule and cost reserves.  The contingency reserves are to be used and only used to address the uncertain events that you’ve identified.  It is not a project pad or cushion.  In the even that a “known unknown” occurs, the contingency reserve is to be used.  Because the contingency reserve is based on the risks identified, it shouldn’t simply be a percentage of the project estimate.  Because of the justification and supporting documentation, I’ve never had my contingency reserves reduced.  My project management colleagues who use a percentage of the project cost are having to defend why they chose a contingency of 10% versus 7.5%.  My contingency reserve conversations are usually short and effective, “What risk would like me to eliminate and how are you going to assist me in eliminating the risk?”

On the flip side, management reserves are typically a percentage of the project budget.  This is due to the fact that the management reserve is used to address the “unknown unknowns” or more typically, those risks that the project can not or should not plan for, for example, political upheaval.  But changes to the project’s scope are probably more likely to occur and, therefore, would be covered by the management reserves.
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Risk

Impact Type

Probability of 
Occurrence 

Rating Impact Rating Priority Rating

Risk Response

Risk
Owner

Scope
Cost
Time

Resources

1 ‐None
2 ‐ Low
3 ‐Medium
4 ‐High
5 ‐ Certain

1 ‐None
2 ‐ Little
3 ‐Moderate
4 ‐Heavy
5 ‐Devastating (Probability x Impact)

Accept
Avoid
Mitigate (Minimize 
Probability)
Mitigate (Minimize 
Impact)
Mitigate (Deflect)

Identify and Describe Risk 
Response

Ensuring compliance with team 
recommendations across all sites, 
Metrics to be tracked, How it is 
reported.

Scope 4 4 16
Mitigate (Minimize 
Probability)

Leverage engineering and 
quality stakeholders to 
support recommendations

George

Quality does not approve of team's
recommendations.

 
Scope  3 4 12

Mitigate (Minimize 
Impact)

Representative(s) from Q 
should participate on team.

Tom

Difficulty obtaining agreement 
from all sites on 
recommendations.

Scope 3 4 12 Accept 
Leverage engineering and 
quality stakeholders to 
support recommendations

John

How to document/communicate 
"Lessons Learned" or process by 
which the process was streamlined
to provide guidance to someone 
new to the process.

  Scope 4 3 12
Mitigate (Minimize 
Probability)

Implement communication
plan before, during, and 
after Kaizen event

 
Jim

Implementation dates not met Time 4 3 12
Mitigate (Minimize 
Probability)

Use target, and range 
during implementation 
planning

Jim
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Here is an example of a completed risk response register.  This register shows the prioritized risks, the risk response (accept, avoid, mitigate, etc,) and the plan of action for when the uncertain event occurs.  I didn’t include the risk triggers in this register but an extra column could easily be added.

An important element of the risk response plan is the definition of the risk owner.  The risk owner should be known and agreed to by both the project manager and the risk owner.  By giving each risk an owner, the project manager is not required to monitor the risk trigger, the risk owner will be doing the monitoring of the risks that they own.

Project team meetings then  become an update of the risk response register rather than overall status updates.  Be honest, how many of you enjoy the project team meeting where you sit through a status update from Marketing, followed by a status update from Engineering.  I’ve found it much more effective to ask at my project team meetings, “Are we on schedule?”  “Are we on budget?”  “Have any identified uncertain events occurred and if they have are the contingency plans being implemented and are they effective?”  This way we can end the meeting relatively quickly and return to the task of completing the tasks in the Work Breakdown Structure.



Tasks:  Implement the Risk Response Plan, 
Ensure Compliance, and Manage Progress
Manage The Contingency and Management 
Reserves
Communicate The Risk

Earned Value Analysis
Risk Reserve Report
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The last Risk Management process that I’d like to spend a few minutes on is the monitoring and control of risk.  You’ve identified the risks, assessed the risks both qualitatively and quantitatively, developed a response plan for each risk, so what’s left is the monitoring and control of the risks.

As I mentioned earlier, risk triggers are used to identify when a risk has occurred.  The key element of risk monitoring and control is the management of the risk response plan, primarily to confirm that the plan is effective and sometimes more importantly, that the plan is complied with.  How many of you have had the experience of when a risk occurs, the project team is in full brainstorm mode, looking for a solution?  But didn’t you already go through brainstorming as you developed your risk response plan?  My experience has been is not only is this inefficient, but it may adversely impact your schedule and budget contingencies.

I trust that the last points are well understood.  I’m not going to spend any time tonight on earned value analysis, as this topic could easily fill up an evening.  Suffice it to say that earned value analysis is a method of tracking schedule and budget progress.
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Manage The Highest Risk Path, 
Not Just The Critical Path
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If there is one concept that I’d like you to take with you this evening, it’s this one.  The critical path is almost always the most asked about aspect of a project.  “What tasks are on the critical path?”  “Who’s currently on the critical path?”  “How do we make sure that we don’t fall on the critical path?”   Who’s heard those questions?  Who’s asked those questions?

How many of you have been asked “What is the biggest risk?”  Or, “Are the biggest risks on the critical path?”

Managing both the critical path and the path with the highest risks should help a project manager sleep easier at night.



Plan

Do

Check

Act
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Presenter
Presentation Notes
I’m pretty confident that most everyone has seen this or a similar representation of continuous improvement.  I like to reference it as it certainly applies to project risk management.  Starting at the top, first you prepare your risk management plan.  Moving clockwise, you then conduct the qualitative and quantitative risk assessments, identify the risk responses, and identify the risk triggers.  During project Monitoring and Controlling you monitor the risk triggers to determine if an uncertain event has occurred or about to occur.  If an uncertain event has occurred you take action.  As you take action, and even as you check, you update your risk management plan and list of risks.
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Monthly Project Status Report 
 
Project Name: Install Board Test Station PM: Moore Report Date:04Feb2000 
Project No. 1776 Sponsor: Franklin Completion Date: 10Oct2002 
 

Status Comment 
Cost  Committed spending is ahead of schedule 
Schedule   
Scope   
Quality   
Risk   
 

Accomplishments Successfully conducted specification review 

Tasks Scheduled for Next 
Reporting Period 

Procurement review 
Design review 

Risks Processor is currently on back order, contingency plan implemented

 

Presenter
Presentation Notes
Here is an example of a the monthly project status report that I use.  I like it because it’s a single page, yet captures all of the critical information that the sponsor, customer, stakeholders, and project team need.  Based on your sponsor and customer’s expectations, you may also want to consider including budget and schedule graphs, fever charts or simple earned value management calculations.



Managing Risk In Life Sciences Industry Is 
Challenging
PMBOK Tools Are Important and Useful
Identify Risks And Opportunities
Be Proactive
Communicate
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Presenter
Presentation Notes
To summarize, managing risk in the life sciences industry is challenging due to the complexity of the projects and the various types of risk.  Don’t overlook or short change the risk management tools, they do work.  The only time that I’ve found that they don’t work is when I didn’t use them.  Remember to identify the “bad” things that may happen, but also the “good” things.  Try to capitalize on the “good” things.  Actively plan, review, and update your plans.  Communicate your risks, management plan, and status of risks.  You might be surprised at how much help you’ll receive in managing the risks.





Brian D. Moore
Eli Lilly and Company

Presenter
Presentation Notes
Thank you for your attention this evening.  I hope that I’ve been able to share with you the unique risks present in projects in the life sciences industry.

We have time for a few questions.  I’d be happy to answer your questions.  Who has a question?


	Managing risk�in the�life science industry
	Introduction
	Terminology
	Types of Risk
	Types of Risk
	Technical Risk
	Regulatory Risk
	Risk Management
	Qualitative Risk Analysis
	Probability and Impact
	Impact Matrix
	Qualitative Risk Analysis
	Qualitative Risk Analysis
	Qualitative Risk Analysis
	Qualitative Risk Analysis
	Quantitative Risk Analysis
	Probability and Impact
	Expected Value of Project
	Expected Value of Project
	Expected Value of Project
	Expected Value of Project
	Expected Value of Project
	Expected Value of Project
	Expected Value of Project
	Risk Response Planning
	Risk Response Planning
	Risk Response Planning
	Risk Response Planning
	Risk Monitoring and Control
	Risk Monitoring and Control
	Risk Monitoring and Control
	Risk Monitoring and Control
	Summary
	Managing risk�in the�life science industry

