Drug Discovery, Development & Delivery

Project Management and Process Improvements

for CDMOs

Project Managers as Integrators Across
Technical and Client Interfaces

The projects that a CDMO undertakes are
inherently cross-disciplinary. Bringing a
molecule from early development into scalable
manufacturing involves subject matter experts
(SMEs) across multiple functions within an
organisation, each working under different
mandates, constraints, and timelines. An
important role of a PM is therefore to serve
as an integrator of the cross-functional team,

ensuring that functional teams operate within
a cohesive strategy, rather than in parallel
efforts, to achieve a common goal.

Additionally, a PM helps translate
scientific requirements into actionable
project plans, clarifies responsibilities,
manages dependencies, and ensures that
bottlenecks are identified early enough to
avoid or minimise disruptions or delays to
the project. In many CDMOs, this integrative
role becomes the deciding factor between
a smooth technology transfer and one that
fails under the weight of unresolved issues
and late-stage surprises.

Importantly, PMs also create the
‘connective tissue’ between the client and
internal teams. They serve as advocates
for internal teams by setting realistic
expectations with clients and ensuring
that external demands do not compromise
compliance or operational stability.
Conversely, they serve as advocates for the
client within the organisation by ensuring
that commitments are honoured, issues are
escalated early, and project needs remain
visible across leadership levels, while
maintaining customer satisfaction.

The PM as Guardian of Client Trust and
Relationship Management

The client-facing nature of CDMO'’s work
further elevates the importance of PMs. Client
satisfaction, communication, and trust are key
drivers of revenue, repeat business, and long-
term partnerships, particularly because CDMO
engagements often span multiple phases of
a product’s lifecycle. Alongside the business
development lead or partnership manager,
the PM serves as the primary guardian of
the client relationship, ensuring transparent
communication and alignment between the
client's expectations and the realities of the
science and good manufacturing practice
(GMP). PMs must therefore balance speed, cost,
and compliance, often negotiating difficult
trade-offs.

It is important to note that in most
CDMOs, PMs typically manage multiple
projects for multiple clients simultaneously.
For example, when a client requests an
accelerated timeline for clinical supply or a
regulatory filing, the PM must coordinate an

evaluation of tasks across both the specific
project and the broader client portfolio
before committing to accelerating the
timeline. This requires input from multiple
stakeholders to assess the impact of not only
the individual project, but also on the wider
organisation, particularly if other ongoing or
planned projects may be affected.

The PM communicates risks transparently
and helps clients understand how technical
constraints interact with regulatory
requirements. When done effectively, the PM
becomes a trusted advisor whose proactive
management reduces a client’s anxieties,
improves transparency, and builds long-term
loyalty.

Cross-Portfolio Visibility and PM-Driven
Process Improvement

Beyond their primary responsibility for project
oversight, PMs are uniquely positioned to
identify process inefficiencies, as they have
full visibility across various projects and
clients within the network, from early phase
development to commercial manufacturing.
While functional teams typically see issues
within their own domains, PMs can observe
patterns or bottlenecks across many
projects and clients. They see where delays
occur, which handoffs consistently fail,
where documentation accumulates, when
communication gaps arise, and which quality
processes routinely create bottlenecks.

This vantage point allows PMs to
prioritise improvements that will yield a
high rate of return (ROI) for the project and
align them with strategic and organisational
objectives. PM-led improvement initiatives
may focus on addressing the root cause of
reoccurring deviations, improving supply
chain predictability, reducing batch record
preparation and execution cycle times, and
testing capacity, to name a few.

As primary guardians of the relationship,
PMs are typically the first exposed to this
feedback and are therefore best positioned
to advocate for improvements that enhance
the client experience by strengthening
internal processes. For instance, some CDMOs
have implemented standardised client
communication cadences - weekly operational
reviews, monthly steering committees, and
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quarterly executive updates - based on PM
recommendations. These communication
cadences help prevent misalignment, reduce
the frequency of escalations, and provide clients
with greater visibility into risks and timelines,
ultimately increasing client satisfaction. Some
organisations will also incorporate project
completion surveys to capture client feedback,
including an open-ended section for additional
feedback or suggestions. This feedback can
then be translated into targeted improvement
initiatives to address identified gaps and
bottlenecks.

Embedding Operational Excellence through
PM Methodologies

PM involvement in process improvement
reinforces operational maturity. PMs naturally
think in terms of dependencies, workflows,
risk mitigation, and measurable outcomes.
These skills align well with Lean and Six
Sigma methodologies commonly used in
manufacturing optimisation. When PMs
apply structured root cause analysis, risk
management tools, or visual management
boards, they help embed consistent problem-
solving habits across teams, which can then
be applied to day-to-day challenges.

Their focus on integrated planning and
measurable progress makes improvement
efforts more actionable and sustainable. As
PMs are accustomed to translating complex
technical information for clients, they also excel
at explaining the rationale behind improvements
tointernal stakeholders and ensuring adoption.
PMs are also able to communicate internal
improvements to clients, demonstrating
accountability and an organisational commitment
to continuous improvement.

Turning Project Insights into Enterprise-
Level Knowledge

By leveraging PMs' cross-functional visibility,
organisations can more effectively turn
lessons learned from individual projects into
enterprise-wide knowledge. PMs can identify
common issues across multiple clients -
such as delays in equipment turnaround,
inconsistencies in change control timelines,
or recurring analytical bottlenecks - and
elevate those trends to senior leadership with
evidence drawn from real project data. This
practice helps CDMOs prioritise improvement
initiatives that yield the greatest return, rather
than relying solely on anecdotal feedback or
isolated functional perspectives.

In one example, a PM within a manufacturing
organisation benefited significantly from
establishing a structured lessons learned
process that was implemented and maintained

across multiple portfolios. By systematically
identifying recurring patterns, dependences,
and operational impacts, the PM was able to
anticipate potential bottlenecks and develop
targeted mitigation strategies. This preparation
enabled the technical teams to proactively
address chemistry-related challenges and
maintain alignment with critical milestones.
As a result, the project remained on schedule
and achieved on-time material delivery.

Daily Delivery and Long-Term
Organisational Advancement

Ultimately, PMs are indispensable not only
because they ensure project delivery but
because they help CDMOs evolve from using
reactive, project-by-project execution models
into proactive, scalable, and client-centric
organisations. From the project perspective,
PMs protect the critical path, translate
scientific uncertainty into executable plans,
and maintain transparent communication with
clients so that trade-offs among speed, cost,
and compliance are explicit and agreed. The
result is a virtuous cycle in which strong project
delivery generates the data and credibility
needed to drive operational improvements,
and those improvements, in turn, make
subsequent projects faster, safer, and more
predictable.

This dual mandate compounds value
because lessons learned in one program
become standard work in the next; each
success increases predictability, reduces
deviation rework, and shortens cycle time to
disposition. Just as importantly, PMs build trust
inside the organisation by creating clarity and
fairness in how work is prioritised and how
decisions are made. Over time, consistent PM
behaviours - honouring commitments, sharing
data rather than anecdotes, closing the loop
on actions, recognising functional constraints
publicly -create a reputation for reliability that
elevates the CDMOQ's execution culture.

That trust is contagious: clients extend more
latitude during inevitable variability when
they see disciplined governance and candid
risk management, while internal leaders are
more willing to invest in automation, digital
tools, and training when PMs demonstrate
measurable returns through improved metrics
such as On-Time In-Full (OTIF), Requests for
Tender (RFT), and cycle-times.

For example, a project manager within a
CDMO demonstrated effective stakeholder
management by engaging in transparent
discussions with a client regarding technical
challenges, cost implications, and timeline
constraints. Through structured technical

teleconferences, the project manager
provided clear visibility into the budgetary
and scheduling impacts of continuing under
a plan governed by the initial scope of
work. This openness increased the client's
willingness to proceed with a change order
and supported more informed downstream
communications. As a result, the client's
internal teams were able to adjust their plans
for downstream activities without incurring
additional costs.

PMs as Stewards of Quality, Compliance,
and Organisational Integrity

In an industry where the stakes include patient
timelines and regulatory scrutiny, PMs are not
merely coordinators of effort but stewards
of organisational integrity—knitting together
science, quality, compliance, and operations
into a system that clients and patients trust.
By empowering PMs to lead both execution
and improvement, CDMOs establish the trust,
reliability, and operational resilience required
to thrive in an industry where flawless delivery
directly impacts patients’ lives.

Empowering PMs to own both the project
and the process shapes a CDMO's long-term
reputation, competitiveness, and ability to
deliver life-changing therapies at scale. The
Project Manager ensures CDMOs deliver with
scientific rigor, in an industry where flawless
delivery directly impacts patients’ lives.
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