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Abstract:




The period from Pre-IND through completion of phase 2 clinical trial recruitment period requires
a high degree of nimbleness and agility to lead the uncharted pathway. At this point, early-stage
biotech cannot sustain for long periods the high monthly cash burns and resourcing structure
without putting the science at risk, which build unwanted inefficiencies. In bringing clarity on the
clinical strategy and its operational readiness, for biotech side- this leads to time and capital-
intensive investments and on CRO side this leads to operational and resource inefficiencies often
causing frustrations, delays and puts the clinical program success at risk. Hence, a new operating
model which redefines the economics and efficiency of clinical drug development is needed to
give science the maximum chance to succeed. In other words, the efficacy of clinical programs
is critically dependent on the synergistic relationship between Knowledge Research
Organizations (KROs) and Contract Research Organizations (CROs). A “KRO” is a biotech
accelerator that breaks the old mold of in-house infrastructure and focuses on bringing in the
people, processes, and technology that are needed at exactly the right moment in time. A KRO
focuses more on the strategy, its operations, readiness and planning and working closely with
CRO on its implementation. This review examines how a collaborative, integrated approach
between these entities, exemplified by Ubuntu Research (KRO), drives enhanced program
success, delivering significant value to biotech founders, funders, and ultimately, patients. We
explore the critical role of this symbiosis in optimizing clinical trial efficiency, mitigating risks, and
accelerating the delivery of novel therapies.

Introduction:

The biotechnology landscape is characterized by rapid innovation and a pressing need for
efficient clinical development. For biotech founders and funders, the success of clinical programs
directly translates to investment returns and the realization of therapeutic potential. As biotech
companies build their clinical development capabilities in-house, they often outsource their
responsibilities to CROs. While we have seen this build and outsource strategy work, it is not
fraught without inefficiencies- related to escalating financial costs, inconsistent leadership and
talent gaps, protracted timelines. Each year the themes of drug development cycle remain the
same around these inefficiencies, albeit it is getting more complex. Hence, there is an urgent
need to find and adopt a new operating model which complements the build and outsource
strategy and subscription model is the answer. An innovative plug and play approach in which
biotech founders and funders can get access to functional clinical development organizations
from day 1 of their existence. This subscription model is the Knowledge Research Organization
(KRO). This review article provides insights and real-life use cases on the complimentary nature
of KRO-CRO relationship by having a patient centric approach combined with clinical asset
mindset. Effective collaboration between knowledge research Organizations (KROs), providing
strategic oversight and scientific expertise, and CROs, delivering operational execution, is
paramount. A KRO acting as a biotech accelerator focuses more on the strategy, its operations
of readiness and planning and working closely with CRO on its implementation (which is
essentially their core capabilities and their strength). The journey from data to information to
knowledge (actionable insights) that biotech founders can use in their clinical development
strategy and operations related decision making. As a KRO, one of the attributes is human




ingenuity- creating a culture of learning and ensuring that knowledge resides in easy accessible
systems while the people focus on the skill to learn and build imagination to apply these learnings
in creating new knowledge systems. This review article offers commentary with specific case
studies on how a complimentary KRO-CRO partnership, anchored in principles of shared
responsibility and patient-centricity, can significantly impact clinical program outcomes and
stakeholder value.

While CROs are experts in clinical trial execution, and consultants may provide ad hoc
strategic input, a Knowledge Research Organization (KRO) is designed to fill a critical gap:
aligning a biotech’s scientific hypothesis with the trial design, regulatory strategy, and
investment logic before engaging a CRO.

Rather than adding complexity, a KRO simplifies and strengthens the development path
by ensuring that CROs are handed out clear, data-driven protocols with contextually
grounded endpoints and success criteria. This prevents costly trial redesigns, protocol
amendments, and misaligned expectations — all of which are common pain points for
founders and funders. In other words, the KRO isn't a middleman. It's a strategic
multiplier, helping early-stage companies make smarter decisions sooner, and helping
CROs execute more efficiently on a well-defined plan.

Strategic Alignment and Risk Mitigation:

KROs play a pivotal role in establishing a strategic framework for clinical programs. Their
expertise in protocol design, regulatory strategy, and data analysis ensures that trials are
scientifically sound and operationally feasible. By fostering early and continuous alignment with
CRO partners, KROs facilitates a shared understanding of program objectives and potential risks.
This collaborative approach enables proactive risk mitigation, minimizing protocol deviations,
recruitment challenges, and regulatory hurdles. In action this means, KRO focuses on generating
the right clinical development strategy and trial planning by generating and validating the
assumptions such as but not limited to confirming patient population, mapping patient pathway
and optimized treatment practices at the identified sites. The KRO builds the foundation for
relationship development with the sites by developing site specific solutions. Its successful
deployment is leveraged by working closely with CRO using their execution-related strength. For
biotech founders and funders, this translates to clinical trial timeline acceleration or in other
words reduced development timelines and enhanced capital efficiency.

Operational Efficiency and Accelerated Timelines:

CROs provide the operational infrastructure necessary for the execution of clinical trials. Their
expertise in site management, patient recruitment, and data collection ensures efficient trial
conduct. A value driven KRO-CRO partnership optimizes operational efficiency by fostering




seamless communication and integrated workflows. KROs provide strategic guidance and real-
time oversight, while CROs deliver agile execution and rapid problem-solving. This synergy
accelerates trial timelines, enabling biotech founders to achieve key milestones and funders to
realize timely returns on investment.

Patient-Centricity and Enhanced Data Quality:

The ultimate goal of clinical research is to improve patient outcomes. KROs, particularly those
emphasizing patient-centric principles, ensure that trials are designed and conducted with the
patient's best interests in mind. This involves prioritizing ethical conduct, informed consent, and
patient engagement. CROs translate these principles into operational practices, ensuring that
patient safety and well-being are paramount. A collaborative approach enhances data quality by
fostering a shared commitment to rigorous data collection and analysis. This translates to robust
clinical evidence, which is essential for regulatory approvals and market access, benefiting both
patients and stakeholders.

Value Creation for Biotech Founders and Funders:

The KRO-CRO relationship delivers significant value to biotech founders and funders. By
optimizing clinical program efficiency, mitigating risks, and accelerating timelines, these
partnerships enhance the probability of trial success and reduce development costs. This
translates to increased investor confidence and enhanced valuation for biotech companies.
Furthermore, the delivery of robust clinical data facilitates regulatory approvals and market
access, enabling the rapid commercialization of novel therapies.

Chris Learn, Sr. VP, Cell & Gene CoE, Parexel




"Biotechs often suffer from a direct lack of setting a demonstrable knowledge foundation at
clinical study outset due to limited clinical development experience, investor timeline needs,
and runway pressures. Biotechs need to know more and plan more from the outset, because,
in that regard, how you start a trial is going to be how you end that trial. In this setting, upfront
knowledge is not only power, it is both value and ROLI."

Impact on Patient Access and Therapeutic Innovation:

The efficiency and success of clinical programs directly impact patient access to innovative
therapies. A symbiotic KRO-CRO partnership accelerates the development and delivery of novel
treatments, addressing unmet medical needs. By optimizing clinical trial conduct and enhancing
data quality, these partnerships contribute to the advancement of therapeutic innovation and
improve patient outcomes.

Discussion:

The KRO-CRO engagement represents a critical driver of clinical program success in the
biotechnology industry. By fostering collaboration, aligning goals, and prioritizing patient-
centricity, these partnerships deliver significant value to biotech founders, funders, and ultimately,
patients. The model exemplified by Ubuntu Research underscores the importance of integrating
strategic expertise with operational excellence, enabling the efficient and ethical development of
novel therapies.

Conclusion:

The synergistic partnership between KROs and CROs is essential for the successful execution of
clinical programs. By optimizing operational efficiency, mitigating risks, and prioritizing patient-
centricity, these collaborations drive enhanced stakeholder value and accelerate the delivery of
innovative therapies. For biotech founders and funders, this translates to increased investment
returns and enhanced valuation. For patients, this means faster access to life-changing
treatments. The KRO-CRO design is a critical engine for driving progress in the biotechnology
industry and improving global health outcomes. Moving forward, as we design and implement
new clinical programs, how do we leverage the KRO-CRO ecosystem in giving innovative science
the maximum chance to succeed.




Rudresh Jarecha, Senior Medical Director & Global Head of Hematology-

Oncology, Perceptive Inc.

As a leader in the clinical research industry, we recognize that true clinical program success
stems from partnerships that go beyond operational execution. When Contract Research
Organizations (CROs) and Knowledge Research Organizations (KROs) unite collaboratively, we
create a powerful engine for efficiency, innovation, and patient-centricity. By seamlessly
integrating strategic oversight with agile execution, we accelerate trial timelines, enhance data
quality, and mitigate risks—delivering unmatched value to biotech founders, funders, and,
ultimately, patients. With Ubuntu Research, | am proud to drive this dynamic collaboration,
ensuring the ethical and efficient development of life-changing therapies."

Some use cases:

A) Strategic Alignment and Risk Mitigation (Case Study & Data):

Case Study: A mid-stage public biotech focused on non-hodking's lymphoma CAR-T
therapeutics faced significant recruitment challenges. By engaging a KRO early in the
protocol development phase, a patient-centric recruitment strategy was implemented,
leveraging patient advocacy groups and targeted outreach. The KRO's deep
understanding of the disease landscape and patient needs, combined with the CRO's
operational expertise in site management, resulted in a 30% reduction in recruitment
timelines compared to initial projections.

Data: Studies have shown that protocol amendments, often due to inadequate planning,
can add significant costs and delays to clinical trials.
A well-aligned KRO-CRO partnership minimizes these amendments by ensuring thorough
protocol review and feasibility assessments. Data indicates that early KRO involvement
can reduce protocol amendments by up to 20%.




B) Operational Efficiency and Accelerated Timelines (Case Study & Data):

Case Study: A mid-sized biotech developing an oncology drug partnered with a KRO and
CRO that emphasize real-time data monitoring and adaptive trial design. The KRO's
expertise in therapeutic knowledge combined with data analytics allowed for early
identification of potential safety signals and efficacy trends, while the CRO's agile
execution enabled rapid adjustments to the trial protocol. This resulted in a 15% reduction
in overall trial duration, accelerating the path to regulatory approval.

Data: CROs with integrated technology platforms and streamlined workflows can
significantly improve operational efficiency.
Studies suggest that the use of electronic data capture (EDC) systems and remote
monitoring can reduce data entry errors by up to 50% and accelerate data analysis by 25%.

Figure 1: KRO-CRO relationship in action for clinical program success optimization
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