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Emerging Pharma vs. Big Pharma:

Rethinking CRO Partnerships

Emerging pharma companies face unique challenges
in their path to market. While scientific capabilities and
state-of-the-art facilities are important, polling during a
recent webinar revealed that other, more human factors -
such as clear communication and transparency — play a much
more critical role in successful outsourcing relationships
over time.! Emerging pharma companies, unlike their larger
counterparts, are looking for partnerships grounded in trust
and collaboration. This deeper level of connection fosters
research-minded problem-solving and allows for a more
efficient and successful route to market.

The Growing Divergence Between Emerging and Big Pharma

Emerging pharmaceutical companies are increasingly
challenging the dominance of big pharma, particularly in
innovative fields like gene therapy. As a result, nearly 54% of
potential blockbuster drugs are now expected to come from
smaller and emerging pharma companies.? Despite this rapid
growth, emerging companies continue to face challenges such
as funding and access to trained personnel.

Strategic Decision-Making:

In-House Capabilities vs. Outsourcing

A critical decision for emerging pharma companies is whether to
invest in building in-house capabilities or to rely on outsourcing.
Both options have their advantages, but for many small and
mid-sized companies, outsourcing offers a more strategic
approach, particularly when working with bioanalytical testing
or other specialised services.

Building in-house capabilities provides direct control over
processes and decision-making. However, the costs associated
with building and maintaining these capabilities, such as
equipment, personnel, and compliance, can be prohibitive.
In addition, the need for continuous training and upkeep can
stretch the resources of smaller companies.

On the other hand, outsourcing to a specialised CRO can
provide immediate access to state-of-the-art technology,
expert teams, and the infrastructure needed for complex
testing. For emerging pharma companies with limited resources,
outsourcing allows them to focus on their core competencies,
such as drug discovery and clinical strategy, while letting a

specialised partner handle the technical aspects of bioanalytical
testing.

The Case for Specialised CROs

One of the biggest shifts in the emerging pharma landscape
has been the move toward niche, specialised CROs. These CROs
focus on specific areas of drug development, providing deeper
expertise and more customised services than larger, generalist
CROs.

e Agility: Specialised CROs excel at providing agility. They
can quickly adapt to changes in project scope, timelines, or
direction, making them ideal partners for companies that
need to stay nimble. This is especially true for bioanalytical
testing, where niche CROs can prioritise specific projects
and provide faster turnaround times, helping smaller
biopharma companies meet critical milestones.

e Deep Expertise: While large CROs offer a wide range of
services, they may not have the specialised focus that
niche CROs provide. Specialised CROs concentrate their
resources on a few key areas, allowing them to stay at the
cutting edge of their field. In bioanalytical testing, this
means greater accuracy, more reliable data, and ultimately
better decision-making for the client.

e Collaborative Communication: Specialised CROs are more
likely to maintain close, collaborative relationships with
their clients. Instead of simply delivering results, they
work alongside emerging pharma companies to provide
strategic insights and help troubleshoot challenges. This
collaboration ensures that clients are always informed and
involved, making the entire process more transparent and
dynamic.
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Decisions Shaping Emerging Pharma Outsourcing Decisions

Current Outsourcing Practices.

13%

[ Hybrid Model
¥ Solely Outsourcing
B Solely In-house

Case Study: How to Get Ahead of Potential Delays

Recently, we collaborated with a biotherapeutic sponsor facing
tight timelines to obtain the necessary data for an important
grant deadline. Initially, the company engaged a large CRO to
manage its preclinical study; however, a significant five-month
delay between the dosing and bioanalysis timelines the CRO
proposed posed a risk to the project’s timeline.

Recognising the urgency of the situation, the company
engaged a consultant who understood the strategic importance
of working with a specialised bioanalytical CRO. They chose
to allow the large CRO to conduct the preclinical trial while
sending the toxicology samples to our specialised bioanalytical
CRO for analysis. Because this is our specialty, we were able
to develop methods and conduct the necessary analysis in a
relatively short time. By adopting this strategy, the sponsors
successfully met their grant deadline.

This case study highlights the importance of two key factors:

1. Forward planning: The large CRO'’s timeline included a
significant five-month gap between dosing and bioanalysis.
Had the sponsor engaged a specialised bioanalytical CRO
from the beginning, they could have synchronised dosing
and analysis schedules for a quicker data turnaround.

2. Engaging expert partners: Partnering with a specialised
CRO enabled this sponsor to develop methods and conduct
analyses more rapidly, allowing them to meet their tight
deadlines.

This example underscores how partnering with specialised
CROs can effectively address the unique needs of small to
mid-sized pharmaceutical companies. Collaborating with
niche CROs provides access to tailored expertise and dedicated
support, empowering drug developers to meet tight deadlines
efficiently. Furthermore, this approach highlights the value of
strategic decoupling, which allows companies to focus on their
core competencies while leveraging specialised services for
critical project components.

Strategic Decoupling of Clinical and Bioanalytical Workflows
For smaller companies, efficiency is critical. Delays in drug

50%

I 50% of poll participants
identified clear communication
and transparency as the most
critical factors in successful
outsourcing partnerships.

B 70% of poll participants cited
tight timelines and deliverables
as being their number one
challenge when working with a
CRO.

development can significantly impact their ability to secure
investment and move their therapies forward. Unlike big
pharma, which can sometimes absorb the financial impact
of setbacks, emerging pharma companies depend on precise
timelines and streamlined processes.

During a recent webinar, 70% of poll participants cited
tight timelines and deliverables as being their number one
challenge when working with a CRO. Often, delays stem from
gaps in preclinical data, along with practical challenges like site
selection and patient enrollment.

One solution is to decouple bioanalytical method
development from clinical trials, allowing for parallel workflows
that boost efficiency. For many emerging pharma companies,
decoupling clinical and bioanalytical workflows offers
significant advantages. By running these processes in parallel
rather than sequentially, companies can save valuable time and
gain access to critical data earlier in the development process.

Initiating the bioanalytical method development process
prior to clinical trial start-up and recruitment, ensures no delays
when the clinical samples are ready and allows for real-time
data access. This approach can help identify potential issues
early in the process, reducing the risk of costly delays later on.
Specialised CROs, with their focus on bioanalytical testing, are
well-suited to support this approach, offering the flexibility
needed to adjust strategies as new data becomes available,
while still meeting tight timelines.

Further, as drug development progresses from preclinical
to in-human trials, having the bioanalytical method housed
with a specialised CRO avoids the need for revalidation or loss
of knowledge in optimising the method between trials. In an
industry where speed is critical, this efficiency can provide a
significant competitive advantage. By decoupling workflows
and working with specialised CROs, these companies can
accelerate their development timelines, gain early insights into
drug efficacy, and avoid any costly delays.

The Benefits of a Partner Over a Vendor
A key to overcoming common outsourcing pain points lies in
fostering open lines of communication with CRO partners, ensuring

10 INTERNATIONAL BIOPHARMACEUTICAL INDUSTRY

Winter 2024 Volume 7 Issue 4




Regulatory and Compliance

flexibility and agility in project management. In our polling, we
were surprised to note the significance of communication in
the decision of an outsourcing partner; 50% of poll participants
identified clear communication and transparency as the most
critical factors in successful outsourcing partnerships. These
statistics demonstrate that for emerging pharma companies,
choosing the right CRO is about more than just outsourcing
services, it's about building a strategic partnership.

Smaller boutique CROs that offer strong communication
along with a scientific expertise, flexibility, and the ability to
think outside the box are ideal partners for emerging pharma
teams. In contrast to the traditional vendor model, this kind
of engaged partnership brings added value by collaborating
closely with the company, providing dynamic insights, and
ensuring the project remains aligned with the company’s
goals.

It All Comes Down to Partnership

Emerging pharma has very different needs from traditional large
pharma companies. While some CROs are still trying to meet the
needs of large pharma, emerging pharma is fast overtaking the
market. Therefore, there is a growing space in the outsourcing
landscape for a new kind of CRO, one that caters to the unique
needs of emerging pharma. Strategic decoupling is an essential
element in this strategy, overcoming many of the issues of
delays that thwart start-ups all too often. Specialised CROs
that are set up to facilitate this kind of strategic decoupling
offer the benefits of deep expertise, cutting-edge facilities
and efficiency. Embracing this kind of partnership over the
old-style vendor relationship is essential for companies looking
to compete in the modern pharmaceutical landscape.

People are at the heart of scientific research, and the
relationships you build can make or break your project. Ask
yourself, do you want to simply hand things over and wait
weeks to find out if your experiment worked? Or would you

rather collaborate with someone who keeps you informed,
helps you solve problems in real time, and genuinely wants to
see your project succeed?

Working with a specialised CRO offers not only technical
expertise but also the kind of collaborative communication that
helps ensure success. And in the long run, it's far more rewarding
to work with a partner who genuinely understands your goals
and wants to see your project succeed. In today’s competitive
market, the right partner can make all the difference.
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