Biotech Outsourcing Strategies:
Why Integrated CMC Partnerships Are Key to Accelerating

Timelines

Many biotechs are virtual organisations
with no in-house infrastructure, making
outsourcing a necessity, not an optional
extra. Every discovery and development
function, from chemistry to toxicology,
pharmacology and DMPK to formulation,
must be externally sourced. However, the
traditional multi-vendor outsourcing model
is showing its limitation in today’s challenging
environment. Outsourcing to multiple
partners can introduce delays, demand
constant coordination across time zones and
force already stretched teams to act as de
facto programme managers.

Integrated chemistry, manufacturing
and controls (CMC) partnerships, which
consolidate chemistry, analytical, formulation,
quality assurance and regulatory services
within the same partner, are increasingly
becoming a preferred outsourcing strategy.
These partnerships not only reduce the
friction associated with multiple contracts
but also deliver the speed, consultative
expertise and cultural alignment that
emerging companies need to thrive in the
current competitive and resource-constrained
market. In this article, Paul O'Shea, Founder
and Chief Scientific Officer at Exemplify
BioPharma (a Symeres company), explores
the current trends in biotech outsourcing and
how integrated CMC partnerships can help
accelerate timelines.

A Market Under Pressure: The Changing
State of Discovery and Development
Outsourcing

The contract research business has faced
significant challenges in recent years,
driven primarily by external economic and
geopolitical factors. The tightening of venture
capital has constrained many early-stage
preclinical biotechs that rely on external
investment to fund development. As a result,
numerous projects have been delayed,
deprioritised or cancelled.

This contraction in funding has had a
direct effect on the outsourcing ecosystem.
With fewer funded programmes in the
pipeline, the total number of companies
seeking outsourcing partnerships has
diminished, creating intense competition
among contract research organisations
(CROs) and contract development and
manufacturing organisations (CDMOSs).
In this more competitive market, many
sponsors now base selection decisions not
only on technical capability and quality, but
also on a partner’s ability to move quickly,
mitigate risk and align culturally - factors
that are critical to programme success for
early-stage biotechs.

As a result, greater emphasis is being
placed on outsourcing strategies that simplify
supply chains and support more agile, risk-
aware development while also providing a
solid cultural fit. Early-stage biotechs often
operate with lean teams and virtual business
models and have no in-house laboratory
or manufacturing capacity. This means
every aspect of CMC development must be
outsourced, including:

Active pharmaceutical ingredient (API)
synthesis

Analytical testing

Formulation development

Quality assurance

Regulatory filings

Transitioning a candidate from discovery
into preclinical development marks a critical
phase for emerging biotechs. With all CMC
activities outsourced, completing IND-
enabling studies and delivering clinical
supplies for Phase | trials requires precise
coordination across multiple functions.
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Tight timelines, limited budgets and high
regulatory standards mean that achieving
the right balance between speed, cost and
quality is both essential and challenging at
this stage.

Fragmented Outsourcing in the Biotech
Industry

The operational model of virtual biotech
further impacts these competing
requirements. Companies frequently face
resource and staff constraints and must
typically coordinate multiple vendors across
different time zones. For example, U.S.-based
companies managing multiple contracts with
partners in Asia can often face calls outside of
normal business hours and day-to-day delays
driven by time differences. This logistical
complexity diverts focus from strategic and
technical decision-making and increases the
risk of misalignment between interdependent
workstreams.

For virtual biotechs, outsourcing
every function inherently increases the
management burden. When chemistry,
analytics and formulation are handled by
different vendors, each handoff introduces
coordination demands and potential
delays.

Even with experienced project managers,
multi-vendor models can lead to duplication
of effort and slower decision-making. Issues
identified in formulation, for instance, may
necessitate changes to the API synthesis
process. If those activities are split across
different providers, resolving the problem
can require weeks of back-and-forth
communication, additional costs and
requalification steps.

The Rise of Integrated CMC Partnerships
The current biotech landscape and the
challenges faced by virtual companies have
accelerated the move toward integrated CMC
partnerships that consolidate chemistry,
analytical and formulation services within
a single organisation. This model provides
several clear benefits:

«  Fewer vendor interfaces
Managing one partner instead of multiple
providers reduces administrative
overhead and simplifies communication.

38 INTERNATIONAL PHARMACEUTICAL INDUSTRY

Winter 2025 Volume 17 Issue 4



»  Seamless tech transfer
Workflows that remain within one
organisation avoid the delays and
costs associated with transfer of
technical know-how external shipping,
documentation exchange and method
requalification.

»  Aligned oversight
A single team with visibility across CMC
activities can anticipate downstream
requirements, ensure phase-appropriate
planning and minimise the risk of
rework.

An integrated structure helps to
progress activities in a continuous and
coordinated manner. For example, analytical
characterisation data can directly inform
formulation strategy without the lag
associated with inter-vendor handoffs.
Physical transfers of materials are eliminated,
where work is progressed within the same
facility, significantly reducing turnaround
times.

In an environment defined by aggressive
timelines and constrained funding,
operational efficiency offers a distinct
advantage. Integrated CMC partnerships also
provide access to broader scientific expertise
and regulatory insight. Many early-stage
biotechs are discovery-focused and lack deep
in-house CMC knowledge, particularly around

regulatory requirements for IND submissions.
Having this deep expertise available
throughout a programme is invaluable -
cross-functional teams work in parallel to
maintain progress and proactively mitigate
risk, reducing complexity and accelerating
innovation during the critical phases of
discovery and development.

The Right Outsourcing Partner Can Help
Accelerate Timelines

For early-stage biotechs, choosing the right
outsourcing partner can be the difference
between meeting aggressive timelines and
falling behind or failing to reach IND. An
integrated CMC approach can help simplify
the outsourcing process, but biotechs should
also consider a series of other factors,
including speed, adaptability, expertise,
alignment and cultural fit when evaluating
potential collaborators.

1. Prioritise speed and operational agility
Timelines in early development are often
compressed, especially once funding is
secured. Partners that can move quickly
by executing contracts, mobilising teams
and initiating work without delay provide
a clear advantage. Streamlined onboarding
processes, fast legal reviews and responsive
project kick-off practices can help reduce
weeks or months of administrative burden
and are all things that should be considered
when selecting a partner.
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Once projects are underway, operational
agility becomes even more important.
Development rarely progresses in a straight
line, particularly with first-in-class molecules
or complex delivery systems. Effective
partners are able to pivot rapidly in response
to new data, unforeseen technical challenges,
shifting programme priorities or budget
adjustments, ensuring that momentum
is maintained despite inevitable course
changes.

2. Seek consultative expertise and
technical depth

The most effective outsourcing partners go
beyond just being service providers. They
provide strategic guidance to help small
teams avoid missteps and deliver real value.
Experienced partners can guide companies
through the entire process, ensuring that
critical activities are sequenced correctly, data
packages are complete, and potential risks
are identified early. This consultative support
is particularly valuable for emerging biotechs
without deep in-house CMC expertise, as an
experienced partner can help prevent costly
rework or regulatory delays.

Technical capability is equally vital.
Early development often involves complex
molecules or novel delivery modalities that
demand inventive problem-solving. Providers
with strong track records in challenging
synthetic chemistry, robust analytical
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characterisation and formulation optimisation
offer essential expertise for overcoming these
hurdles and keeping programmes on track.

3. Evaluate cultural fit and communication
Beyond technical capability, cultural
alignment is a decisive factor. Biotechs
benefit from partners who operate with
a collaborative mindset, maintain open
communication and provide consistent points
of contact. Highly responsive providers excel
here, offering a level of engagement that
mirrors an internal team and builds the trust
needed when committing a single, high-value
asset to an external organisation.

Reputation also remains an important
indicator. In a sector where confidentiality
limits public proof of success, referrals and
recommendations from investors, peer
companies or experienced industry contacts
are key. Testimonials can also be compelling
signals of value, as they demonstrate a level
of satisfaction and trust strong enough for
a client to attach its name publicly. These
insights can reveal how potential partners
perform under pressure and whether they
integrate effectively with client teams.

4. Look for clear, credible positioning

With competition among discovery
and development partners increasing,
differentiating between providers can be

challenging. Confidentiality constraints limit
how much proof providers can publicly share,
leading many to rely on similar messaging
around speed, quality and flexibility.

Websites remain useful for verifying
legitimacy and can act as an important
starting point. The most effective digital
presences provide clear, concise descriptions
of integrated capabilities and emphasise
solutions tailored to early-stage biotechs. In
addition to service offerings, evaluating the
experience of a provider's leadership team
and the volume and complexity of projects
they've supported can provide an additional
layer of confidence in their ability to
deliver.

Combining this with targeted
conversations, reference checks and
responsiveness during early interactions
offers a more accurate picture of whether
a partner can deliver the technical depth,
consultative guidance and operational speed
needed to accelerate IND-enabling CMC
development.

Looking Ahead: Integrated CMC
Partnerships as a Strategic Imperative for
Biotech

The funding environment for early-stage
biotechs is likely to remain challenging. As
development programmes must achieve
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more with fewer resources, outsourcing
strategies and decisions will continue to carry
more weight than ever before. With fewer
funded opportunities in the market, every
milestone matters and companies must focus
on strategies that reduce risk and accelerate
progress.

For biotech companies, integrated CMC
partnerships are a strategic imperative
because they align scientific innovation with
the operational discipline required to reach the
clinic efficiently and compliantly. By engaging
experienced CMC partners early - spanning
process chemistry, analytical development,
formulation, manufacturing and regulatory
strategy - biotechs can anticipate and resolve
scale-up challenges, secure high-quality
material for nonclinical and clinical studies,
and maintain regulatory readiness throughout
development. This integrated approach
ensures that CMC decisions are made with
full awareness of downstream toxicology,
clinical and commercialisation needs, reducing
the risk of rework, delays or clinical holds.
In a resource-constrained environment, such
partnerships transform CMC from a reactive
function into a proactive driver of programme
success, safeguarding both timelines and
investor confidence.

For biotechs evaluating their options,
considering partners with integrated services,
deep expertise and the ability to move quickly
may offer an effective way to manage risk and
keep development on track.
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