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A new drug product launch is an exciting time for a pharmaceutical
company. New product development is typically a critical organizational
priority, with high complexity and diverse stakeholders. Therefore, when
the long, diﬃcult, and costly development process is ﬁnally coming to
fruition, hopes are high, and the pressure is on for successful commercial-
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However, the launch process is fraught with its own set of struggles:
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increased regulation, market access barriers, low-coverage rates, supply
chain challenges, and many other risks. If mishandled, these can result in
missed opportunities for patients and loss of market share to competitors.
Integrating project, program, and portfolio management leadership into
the product commercialization life cycle can help ease these challenges by
ensuring all required eﬀorts are identiﬁed, prioritized, assigned, planned,
and managed as part of a comprehensive drug launch program. The
following are key areas that are vital to successful commercialization:

Management of cross-functional interactions. Developing and managing a detailed, comprehensive commercialization plan to orchestrate the
cross-functional activities (sometimes for multiple organizations) required
to execute the launch; eliminating silos between regulatory, legal, advocacy, medical aﬀairs, R&D, sales, marketing, manufacturing, supply chain
network, customer support, and other involved business functions.

eﬀorts of a large and diverse collection of stakeholders

provider awareness, sales force readiness, customer

and the ﬂow of information among them; focusing on the

support programs, supply chain preparedness, and more.

triad of the patient, healthcare provider (HCP) and payers’

Coordination becomes even more complex when the drug

landscape.

is being developed in partnership between two companies

Scope & schedule management. Developing processes

or as part of a merger/acquisition.

to ensure that the launch project’s scope and correspond-

Using project management to plan and lead the activities

ing schedule are accurately deﬁned and mapped; manag-

of cross-functional teams is a core competency for all

ing activities pursuant to schedules to keep the launch on

phases of the drug development life cycle, including

track for regulatory approval and to promote predictabili-

execution of a product launch. Without comprehensive

ty of activities; promoting understanding among stake-

planning and dedicated project leadership, team mem-

holders about individual responsibilities for detailed

bers and their contributions can become siloed, creating

project deliverables and deﬁning success factors.

delays or even failures to commercialize a new drug.

Risk management. Minimizing risks to avoid issues; and

Understanding the roles and responsibilities among the

proactively deﬁning contingency plans before risks occur.

diﬀerent functions of the drug launch is critical to ensuring

The following is a closer examination of how each of these
four elements plays out in real-world situations.

alignment and cooperation. This requires comprehensive
planning, eﬀective communication, and change management leadership to ensure the performance of a winning
commercial team through the launch of the new drug.
Often, pharmaceutical companies lack some of the
required expertise or resources necessary to execute a
drug launch. Proactive identiﬁcation of resource require-

MANAGEMENT OF
CROSS-FUNCTIONAL INTERACTION

ments and resource gaps is part of the launch planning
process. External resources and partnerships with

Product commercialization processes involve complex
multi-departmental

(and

often

multi-organizational)

vendors of specialized expertise must be leveraged as
necessary to ﬁll talent gaps on the pharmaceutical company’s internal commercialization team.
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collaboration to establish market access, patient and
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External stakeholder management. Managing the

sonal promotion, key opinion leader (KOL) engagement, advocacy, etc.

EXTERNAL STAKEHOLDER MANAGEMENT
Pharmaceutical companies must not only overcome the
challenges of discovering and developing innovative new
therapies; they must also deﬁne and execute strategies
that will provide patients with access to the drugs they

Early development of an eﬀective integrated supply
chain management infrastructure is critical for
planning market access activities and implementation
throughout

the

multichannel

entities,

including

integrated delivery networks (IDNs), accountable care
organizations

(ACOs),

and

specialty

pharmacy

require. These market access strategies must include

providers.

communication on the beneﬁts of the drug to external

The creation and management of customer service

stakeholders,

reimbursement

and support programs, such as nurse programs,

programs, and conduct prescription fulﬁlment. A robust

copay, and ﬁeld reimbursement support, are also

market access program must be created and orchestrated

essential to a comprehensive market access program

with a focus on the stakeholder triad of patient, healthcare

and product launch.

establish

pricing

and

provider, and the payers’ landscape of health insurers,
pharmacy beneﬁts managers (PBMs), and formulary
decision-makers.

Payers and formulary decision-makers are increasingly
important when introducing a new drug or drug class.
Pricing,

reimbursement

authorities,

and

formulary

decision-makers demand evidence of a drug’s cost eﬀectiveness and use this to make pricing and purchasing
decisions.

The

complexities

surrounding

dedicated

reimbursement, pricing and contracting platforms are

Patient

critical drivers in the launch planning, especially for
innovative drugs such as biosimilars and injectables.
Project management and resource planning can help
manage the complex payer landscape by creating steps
toward the goal of secure market access and commercial

Provider

Payer

success.
Early inclusion of pharmacoeconomic measurements in
the drug development process (i.e., Phases II–III) can help

As a patient-centric culture becomes more prevalent in
the pharmaceutical industry, improved processes will play

identify drug candidates that might not demonstrate cost
eﬀectiveness, achieve market access, or meet reimburse-

a bigger role in aﬀecting and managing the patient experi-

ment goals.

ence. For example, as part of the launch readiness of a

Early availability of such information can also be a factor in

new drug, a speciﬁc patient population must be deﬁned
and characterized during the development and execution
of commercial strategic initiatives and tactics. Alignment
on the drug’s clinical value and messaging should be well
coordinated across the pharmaceutical organization and
with external stakeholders.
Just as the healthcare provider plays a critical role in shaping the patient journey, integrated program leadership
ensures the execution of the critical market access initia-

determining pricing options and making go/no–go
decisions for Phase III and Phase IV investments. Developing pharmacoeconomic and scientiﬁc medical liaison
communication strategies is a critical component of the
launch plan and can help pharmaceutical companies
articulate meaningful discussions with payers and shape
the external environment for better utilization management (i.e., budget impact tools, Food & Drug Administration Modernization Act Section 114 materials, etc.).

tives to optimize the patient journey. Such initiatives can
include:
Understanding patient behaviors allows the pharmaceutical company to support the healthcare provider
with appropriate market access methods, including
the communication of the drug’s clinical value based

BALANCING COMMERICAL
OPERATIONS WITH OVERALL
STRATEGY & VISION IS CRITICAL
TO THE PRODUCT LAUNCH
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on results-driven outcomes such as personal/nonper-

decisions and strategies must be amended and reprioritized. It is important for the team’s productivity and
morale to work on the right objectives. With many moving

SCOPE & SCHEDULE MANAGEMENT

parts, eﬀective prioritization and communication helps

Each product launch has a unique set of goals, objectives,

trade-oﬀs are made properly. Eﬀective prioritization and

and life cycle characteristics, all of which must align with
the organization’s overarching goals and strategic imperatives. Balancing the speciﬁc commercial operation eﬀorts

people understand the strategy to ensure that individual
communication also helps a team respond more rapidly to
changes in the company's environment.

with the organization’s overall strategy and vision is critical
to the product launch scope deﬁnition, success criteria,
and baseline. It also allows the market access team to
focus on developing the most critical tools and resources.
An iterative monitoring and controlling process of the

RISK MANAGEMENT

project scope baseline will yield better outcomes and

While most drug development and commercial operations

strategic alignment.
The scope and interdependencies involved in a new drug
launch must be controlled and monitored throughout the
project life cycle to ensure focus and avoid scope creep
and schedule delays. Comprehensive delineation of the
launch scope of work, a corresponding integrated launch
schedule, and a change control process are critical for
success. These items make up the integrated drug launch
plan, which is managed by the project leader in collaboration with the full cross-functional commercial launch
team, applying acceptance criteria and work breakdown
structure (WBS) methodologies. This plan enables project
leaders to monitor success and regularly communicate
status, interdependencies, and progress.
Competing priorities and ideas within the organization
should be constantly monitored with respect to the
launch’s established goals and return on investment. For
instance, the marketing team develops tools to support
the sales force and ﬁeld representatives in driving
demand and targeted sales/brand performance. The
project/program leader guides the organization and
identiﬁes and prioritizes the must-have tools and resources according to the commercialization plan. Additional
platforms and tools that were not part of the initial plan
should be vetted through the integrated change control
process.

teams are excellent at problem solving, a successful
project leader helps move the team from “problem
solving” to “problem searching” as a method of continuous
risk management. Regularly identifying, documenting, and
reviewing critical risk sources—including regulatory,
operations, team members’ capabilities and availability,
functional siloes and cultural challenges, and external
market events—helps the launch team focus on the
required risk avoidance alternatives, contingencies, and
appropriate

risk

responses.

A

comprehensive

risk

management plan is instrumental in contributing to
predictable progress toward deﬁned goals.
The risk assessment can become even more complex in
the case of a new drug class. Weighing the appropriate
investment for pre-launch and post-launch preparedness
initiatives is crucial. Launch program risk management is a
continuous, ongoing process that includes identiﬁcation,
analysis, response planning, and mitigation. Implementing
a robust risk management plan helps the pharmaceutical
organization quickly react to “predicted” risk scenarios and
capitalize on potential opportunities, such as:
1. Changes and developments in the regulatory approval
process;
2. Increased competition from branded and generic
drugs; and

COMPETING PRIORITIES & IDEAS WITHIN THE
ORGANIZATION SHOULD BE CONSTANTLY
MONITORED WITH RESPECT TO THE LAUNCH’S
ESTABLISHED GOALS & RETURN ON INVESTMENT

Page 04
New Drug Commercialization

As the marketplace and technology continually change,
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3. The level of acceptance from patients, KOLs, and
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payers to the new drug.
By scenario planning and anticipating diﬀerent outcomes
throughout the life cycle of the product launch, the project
leader helps the cross-functional team increase the level
of success.

CONCLUSION
A successful product launch depends on the strategic
implementation of fully integrated project, program, and
portfolio management into the product commercialization
life cycle. However, while most pharmaceutical companies
have talented functional resources, organizations often
lack the dedicated expertise and discipline needed to lead
the matrix structure and interdependencies essential to
the success of a commercialization program.
The value of project and portfolio leadership for a drug
commercial launch program has become increasingly
evident as more pharmaceutical organizations leverage
this expertise to maximize organizational capabilities and
capacity to launch new drugs with speed, eﬃciency, and
eﬀectiveness. Implementing such expertise enables the
pharmaceutical company to transform its vision into an
actionable road map, compress time to market, and
streamline operations to accelerate beneﬁts for the
patient and value for the company.
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AS A PATIENT-CENTRIC
CULTURE BECOMES MORE
PREVALENT IN THE
PHARMACEUTICAL INDUSTRY,
IMPROVED PROCESSES WILL
PLAY A BIGGER ROLE IN
AFFECTING & MANAGING
THE PATIENT EXPERIENCE

