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Managing Scope Creep and Change:
A Project Management Perspective

Introduction 

When managing the diverse and complex drug development
cycle, whether it is discovery of a new molecule or a site transfer
for an existing product, it is important for companies to devote
the  necessary project management resources. These resources are
key elements for success in the pharmaceutical industry and include:
expertise in strategic pipeline selection, use of standardized project
management practices, robust and specialized product development
skills, and strong partnering expertise1,2—all of which enable a
 company to successfully develop and commercialize products
in a competitive environment.

Without the above elements a new project may never be initiated
with clear focus giving way to “scope creep” or changes in a project’s
scope due to poorly defined objectives, disorganization of details and
critical tasks, and failure to meet required product attributes,
i.e. product quality. These outcomes may require rework of
 material, additional development activities and clinical studies,
or worse yet, termination of the project, not to mention the
 incremental costs  associated with these negative occurrences.

Aptalis Pharmaceutical Technologies has a large and robust
pipeline of internal and co-development products. The company
has dedicated a significant amount of time to ensure product
 development is managed consistently within the framework of
 industry best practices. For co-development projects, the project
management group works in parallel with its alliance management
group to ensure projects are managed according to internal best
practices. It is these best practices that aid in the success of a
 project by creating a defined set of processes by which a project’s
path can be controlled and assessed. 

In the end, project management is only as good as the people leading
the effort. This key factor, coupled with discipline, organization,
and accountability, helps to ensure a project can be successful,
thereby building lasting partnerships that ultimately lead to
 pharmaceutical product commercialization. What follows is a
 perspective on managing scope creep via project management
best practices at Aptalis Pharmaceutical Technologies.

What is the Role of  Project Management? 

Project management is the application of knowledge, skills, tools,
and techniques to project activities to meet project requirements.
This is applied through five process groups: initiation, planning,
 execution, monitor and control, and closing. Project management
also involves the identification of project requirements and needs
while balancing competing constraints such as scope, quality,
schedules, budgets, resources and risks3. Project management
is often part of a broader set of management tools for portfolio
 management, which may also include alliance management.
 Alliance management is primarily concerned with managing
the governance of the alliance; in effect the relationship of the
 alliance ensuring roles and responsibilities are shared and the
agreed decision process is followed. 

Project management has been a key element in the success of
 projects across all types of industries. For example, many large
pharmaceutical firms have a central Project Management (PM)
 office guiding best practices to its various sites, although managing
best practices across what could be dozens of sites throughout
the world is challenging for any firm. Driving the need for project
 management within the pharmaceutical industry is the complexity
of developing a pharmaceutical product. 
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There is an increasing need to manage each phase of a project
in a defined manner with a clear focus on the overall objective.
 Although the core competencies of pharmaceutical companies
are to identify, develop and market a drug, each of these areas
is project-based. A well-defined project management plan helps
guide each phase of these project areas. To complicate the matter,
many pharmaceutical companies operate globally and various
 activities in the development process may need completion across
several sites. This strengthens the notion of having a unified
and established global project management process that can
be applied at each site to manage complex portfolios ensuring
 effective communication across broad project teams and en-
hanced focus on the project objectives. 

The complexity of pharmaceutical development is further complicated
by an increasing trend in pharmaceutical companies to outsource
their R&D and other development activities to help manage costs
and remain focused on their own core competencies. For example,
CRO’s offer larger firms their own level of specialized expertise
 allowing larger firms to manage costs without sacrificing adroitness
to drive their product to market. This is particularly valuable in life
cycle management where innovative approaches are needed to
 extend patents of blockbuster drugs, or more simply offering
 patients and caregivers enhanced dosage forms such as ODT
or controlled-release capsules with multiple release profiles for
 increased compliance and therapy maintenance2,3.

Project Failure

Multitudes of statistics demonstrate how many projects fail. CIO.com,
a web site serving chief information officers, cites a survey of 800
IT managers reporting that 62% of all IT projects fail to meet their
objectives. Forty-nine percent exceeded their budgets, 47% had
higher than expected maintenance costs, and 41% failed to deliver
the expected ROI4. According to the Standish Group, an IT leader
in project and value performance, 31% of all projects are cancelled
before they begin and 53% will exceed their budget5. Of the
 responses for why projects were considered impaired, according
to the Standish Group’s 1995 Chaos report, incomplete requirements
was number one. Failing to achieve the required user requirements
will result in project cancellation or significant budget overrun.

While these statistics are generated from IT projects, projects across
all industries are managed using similar methodologies. Therefore,
we are able to identify the similarities in failure in the pharmaceutical
industry as well. Consider that it takes more than a decade and
nearly $1 billion to see a new chemical entity through to commer-
cialization, and that only 21.5% of pharma drugs are expected to
be successful in the clinic; 30.2% for biopharmaceuticals6. While
these extensive costs and low success rates are in part a result
of the challenges in developing an efficacious product that must
act in a very specific manner in a complex biochemical pathway,
there’s no denying effective management of these programs may
help reduce costs and increase throughput. 

There are many factors, including those mentioned above, that
 contribute to a project’s success, i.e. best practices, knowledgeable
and empowered employees, and an understanding of how the

project fits into the corporate strategy. Collectively the employees
working on the project, the internal as well as external stakeholders,
must function together as a cohesive unit with clear objectives.
Projects may be classified as successful, challenged, or failed.
 Challenged projects are those that do not meet project requirements
to a specified metric or key performance indicator, but still result
in delivery of a product meeting the user requirements. Failure
has many metrics, but ultimately is measured by not meeting
user requirements. 

Project Management at Aptalis Pharmaceutical Tech-
nologies 

Aptalis Pharmaceutical Technologies has an established project
management group that manages projects across all sites including
U.S., Canada, and Europe. The Chemistry and Manufacturing Controls
(CMC) project management group is tasked to manage all CMC
 related activities for both internal and client sponsored projects
from project initiation through commercial launch. Best practices
have been established (Table 1) which embody the Project Man-
agement Body of Knowledge (PMBOK) and internal approaches to
project management for both internal and co-development projects.
The PM best practices also complement the company’s Alliance
Management (AM) best practices for co-development projects. In
addition the PM and AM groups have established joint best practices
that lay out how the groups work together and communicate with
project sponsors and internal departments, i.e. clinical, finance,
legal, operations, quality, regulatory, etc., to manage each project.
This is particularly important in the management of regulatory
 requirements across global markets.

Project Management is brought on board a project when an external
partner (or internal project) has been identified for additional
 evaluation. The PM group is asked to facilitate discussions between
the technical teams and the business groups as appropriate. The
PM group often provides tentative timelines, assists with proposal
generation, and helps identify key issues and risks that may need
to be addressed prior to project initiation. The PM group utilizes
a standard format for project kickoff meetings, both internal and
 external, to help set the framework for each project. Kickoff meetings
are utilized to establish project scope, common goals, and history of
the project, known risks or challenges, stakeholder management,
communication pathway; including work breakdown structures,
formulation strategies, intellectual property concerns and timelines.
The PM group is also involved with the entire development process,
from initiation through commercial launch. The management of the
development process at Aptalis Pharmaceutical Technologies is
aided by the integration of R&D and commercial manufacturing
within the same manufacturing sites, which allows for a simplified
management process and a seamless transfer to the commercial
manufacturing group.

The PM group aids in improving the probability of success for a
project by utilizing its established best practices, the best practices
of the AM group, if applicable, and/or the joint best practices
 between the groups. Additionally, the Project Management group
strives to manage all projects by establishing a common set of
goals between all stakeholders, and creating a joint framework in
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collaboration with our AM group when needed to provide a
 common system for effective communication. The group is tasked
with facilitating a collaborative program managed through open
lines of communication, rigorous planning, and a defined plan
of action to strengthen the project. Projects are monitored closely
against agreed timelines, scope, and budget and changes to these
constraints are addressed in advance of the next milestone completion
or stage of the project. Agreements to any changes are put into
place well in advance to prevent unnecessary work, failed timelines,
or overages in budgets. In conclusion of a project, and in conjunction
with the AM group for co-development projects, the PM group
helps close out projects by ensuring all agreed tasks have been
completed according to the proposal and contract, issuing a final
report of the activities, which may constitute CMC regulatory
 documents, and by holding after-action review meetings to discuss
both the positive and negative aspects of the project, thus serving
as a learning tool for future projects. 

Project Management in Action 

Even when project parameters seem clear at project start, the
 following case study illustrates how changes can happen quickly
and how uncertainty can reach a zenith right at the onset. This
 example also illustrates the importance of open communication
and forward thinking to keep a project on track. 

The U.S.-based group at Aptalis Pharmaceutical Technologies was
working with a U.S. partner on a product targeted for foreign markets.
The project scope and details had been identified, a proposal
 finalized, and a contract signed. At the project kickoff meeting, the
client informed the Aptalis Pharmaceutical Technologies team that the
product dose was to be significantly lower than originally proposed.
Additionally, analytical testing details regarding methodology for
the product’s primary evaluation criteria were to be altered. So
from the onset, the scope of the project and primary endpoints
 differed from the original contract agreement. Had there not been
open communication between the Aptalis Pharmaceutical team
and its partner, the project would have been in a difficult and
 dangerous situation from the beginning. Uncertainties would have
ultimately led to a completion of activities that were not necessary
for the project, thereby reducing availability of human resources,
time, and ultimately resulting in a budget overrun.

To put the project back on track, the team needed to clarify the
project’s new scope and formally update the project plan. Due to
an open line of communication both internally across departments
and with the client, the scope change was quickly finalized and
clarity around endpoints was quickly established, allowing the
team to promptly regroup minimizing lost time. 

Following this event, policies and procedures for communication
with partners were reviewed and updated to better reflect the
 requirements for upfront communication ensuring scope and
 objectives are clearly defined upfront. In addition, procedures 

were established to more clearly define the project scope and
 deliverables identification process at Aptalis Pharmaceutical
 Technologies resulting in two levels of “kickoff” meetings—one
for the broader audience, including stakeholders who need to
be informed, and one for the core team who must deal with
the day-to-day activities of the project. The latter meeting enables
the PM group to review the scope and deliverables of a project in
much greater detail allowing the team to work through any issues
that may not have been previously addressed. 

In Conclusion 

The above example illustrates that identification of project scope,
deliverables, and establishing open lines of communication from
project onset, are critical to project success and in keeping with
project timelines, resources, and budget constraints. This open line
of communication is key to managing scope creep.

Aptalis Pharmaceutical Technologies is continually evaluating the
state of its partnerships and status of projects. By having both
 alliance management and project management roles, the technical
members of the project team are better able to focus on core
strengths. In this way, alliance and project managers are able to
concentrate on broader details, ensuring that when changes do
occur, the proposed changes are quickly assessed, discussed with
the key stakeholders, and implemented in a timely manner. Swift
communication with the client and internal stakeholders allow
for scope changes to be identified quickly resulting in a common
 resolution that leads to a road map for success—a goal equally
shared by project team members.  

While it’s impossible to capture all changes, careful consideration of
potential risks and uncertainties need to be addressed upfront rather
than after project start. Likewise, Aptalis Pharmaceutical Technologies
utilizes its practices as highlighted above throughout the development
process. These practices become increasingly important as the project
transitions from R&D lab scale to commercial scale where the com-
mercial operations group is brought on board to assist with scale-up
activities. Furthermore, the practices are vital to ensure a successful
and complete transition from R&D to the commercial operations
group at the validation stage. Without a standardized and established
project management process the transition through critical stage gates
such as project kickoff, transition to scale-up, and validation, could
prove more difficult and more costly. 

1 http://www.pmsolutions.com/uploads/pdfs/projectmgmt.pdf
2 http://pharmapm.com/. Project Portfolio Management—Best practices in the
 pharmaceutical industry. John Kappelhof, Capella University, School of Business
and Technology, June 17, 2010.

3 Project Management Body of Knowledge, 4th Edition. Project Management Institute.
4 http://advice.cio.com/remi/two_reasons_why_it_projects_continue_to_fail. 
5 The Standish Group Chaos report. 1995.
6 The cost of Biopharmaceutical R&D: Is Biotech Different? Joseph A. DiMasi, Henry G.
Grabowski, 2006, Tufts Center for the Study of Drug Development.
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Best Practice Activity Purpose

Research for Proposal
Serves as Project Charter for co-development
projects providing details around specific
 deliverables, timelines, budget.

Work Breakdown Structure
Allows project team to gain buy-in for planning
activities and associated costs.

Scope Management Plan
Provides a formal process for scope change
and change management to ensure alignment
with project objectives.

Kickoff Meetings
Brings internal and external stakeholders
together and ensures a cohesive
understanding of the objectives.

Stage Gates
Projects given concise Go/No-Go decision
points for more precise planning.

Rolling Wave Planning
Projects progressively planned to ensure activity
planning is detailed as precisely as possible.

Stakeholder Interests
Managed through joint steering committees
and frequent status updates.

Communications Plan
Managed using an established best practices
for co-development projects to ensure timely
and effective communication.

Table 1.
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