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Ergomed’s Approach

to Complex Clinical
Trial Management

Navigating a complex and challenging study
protocol, along with stringent timelines, requires
the adoption of a structured, high-quality, yet
flexible proactive approach.
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Recurrent or Metastatic (R/M) Head and Neck Squamous Cell
Carcinoma study
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".“ Purpose Patient-Type
. To characterize the safety, tolerability, Adult patients with recurrent/
pharmacodynamics, and preliminary metastatic HNSCC located in
phase I/11 antitumor activity of an intravenous the U.S., Canada, Singapore,
study agent in patients with (R/M) HNSCC. Hong Kong, and Europe.
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Challenges

Undertaking a “first in human” study presents multifaceted challenges, particularly when dealing
with a complex study protocol and the difficulty of identifying suitable head and neck cancer
patients who have previously undergone checkpoint inhibitor (CPI) treatment and maintain a
good performance score. Additionally, stringent timelines within a competitive landscape add
further pressure. Ergomed’s involvement, initiated by dedicated biotech company during the early
planning stages, was crucial. Given the complexities of the study, which span multiple phases to
be submitted sequentially and in parallel, meticulous planning and execution were imperative.

Key Operational Considerations
in Clinical Trial Management
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Site Safety Review Committee  Real-time Data Entry/  Aligned Recruitment Efficient Cohort
Engagement (SRC) Planning Review Strategy Management

Building strong Defining clear roles, robust EDC systems aid in early Collaborating on Applying adaptive design,
site relationships charters, and efficient safety issue detection and targeted plans, diverse closely monitor enrollment,
with training, escalation. prompt decision-making methods, and timeline and maintaining close
support, and during SRC meetings for alignment. collaboration with the sites.

recognition. dose level determination.
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Solutions

Partnering with the

Sponsor

Critical Role of Medical
Monitors

Selection of Suitable
Sites and Country Mix

Accomplishing goals we have
set requires close partnership
with the Sponsor and
leveraging the collaborative
efforts across several
departments. The feasibility,
start-up, regulatory, medical,
site management, and
operational teams focused on
a unified approach towards
achieving mutual goals.

Leveraging Relationships

with KOLs

Medical Monitors serve as a
bridge between Principal
Investigators (Pls) and
Sponsor expectations.
Through close monitoring

of patient safety, protocol
adherence, and data
collection processes, Medical
Monitors play a vital role in
ensuring compliance with the
study protocol, regulatory
requirements, and upholding
the highest standards of data
quality.

Implementing Backfilling
Strategies

The selection of the most
suitable sites and country mix
was carefully conducted
taking into account known
sites to both parties,
recruitment potential, and
available study resources.

It involved evaluating
factors such as site
experience, patient
population demographics,
regulatory environment, and
logistical considerations.

Initiating Pre-screening
Consents

Engaging Key Opinion
Leaders (KOLs) early in the
planning process is crucial as
their input can significantly
influence study design,
protocol development, and
recruitment strategies. This
proactive involvment
enhances the relevance and
impact of the research by
leveraging their expertise
and insight. Moreover, KOLs
serve as ambassadors within
their professional networks,
facilitating access to potential
participants and supporting
the credibility and visibility of
the trial.

Conclusion

Smooth and uninterrupted
enrollment was ensured by
proactively identifying and
addressing gaps in
enrollment, backfilling vacant
slots with eligible
participants. It was achieved
through the maintenance of a
pipeline of potential
participants and the
implementation of
contingency plans. By taking
these measures, disruptions
to the study timeline were
minimized, increasing the
likelihood of meeting
enrollment goals.

The clinical trial’s success is currently advancing with
the first cohort being completed ahead of schedule, and
progress continues to accelerate with the completion

of the second cohort. Notably, five patients have been
successfully enrolled in the second cohort, marking a
significant milestone in the study’s advancement.
Furthermore, plans are underway to conduct the second
Safety Review Committee (SRC) meeting in March ‘24,

Efficiency in patient
enrollment and study
outcomes was enhanced
through the implementation
of preliminary assessments
and pre-screenings. These
pre-screenings aimed to
identify potential participants
who meet specific eligibility
criteria, such as biomarker
expression or disease
severity. By streamlining the
pre-screening process and
identifying suitable
candidates early on,
resources were allocated
more efficiently, and
enrollment bottlenecks were
reduced.
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To learn more about how Ergomed can
leverage its Oncology experience for
your organization, contact us at:
info@ergomedgroup.com

which is also ahead of schedule. These achievements

highlight the effectiveness of the employed strategies
and the continued dedication of the team in not only

meeting, but surpassing the study’s objectives.



