Building Comprehensive Blended Learning Models to Strengthen Clinical Trials Onboard-
A multimodel approach to establishing foundational competence in Clinical Research

Soha Riad; Mackenzie Mitchell; Vonny Ortega; Cindy Madden; Lisa Olson; Jamie Germain; Syed Ahmed

Background

The Human Subject Research (HSR) Academy at Moffitt Cancer Center developed a
comprehensive blended onboarding program to meet the demands of an increasingly complex

clinical research environment in Clinical Trials Office (CTO) and Non-Therapeutic Research Role-specific pathways were designed to Day 1- Day 2 - Day 3 -
Office(NTRO) align training content with staff Foundations Activation & Clinical
responsibilities while emphasizing Regulatory Systems
Goals communication standards, institutional

policies, and SOP-driven practices. This Inok
structured model ensures staff receive QL
both foundational knowledge and

The primary goal is to equip new research staff—across multiple responsibilities and
disciplines—with a strong foundation in clinical trial operations. Differentiated onboarding
pathways include Instructor-Led Training (ILT), e-learning modules, and essential ancillary

classes. These sessions reinforce effective cross-team communication, clarify expectations, applicable context for efficient, accurate, Research/Onc. ES:;;?E? CTMS & EMR
and support protocol compliance by helping staff understand the operational contributions of =~ and compliant clinical trial conduct while C;r?*.:n& T_EE‘TC' Protocol * Walkthrough
Lnicaulon

partner departments. accommodating different learning needs.

The 4-Pillar Blended Learning Matrix
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Differentiated Architecture: Role-Specific Pathways

« Function: Establish foundational knowledge and
set clear expectations.

« Focus: Institutional policies, team structure,
oncology fundamentals.

» Function: Reinforce complex concepts at an
individual pace.
» Focus: SOP familiarization, regulatory reading,

system navigation basics. Core Focus

Ancillary Integration
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Clinical Research
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« Function: Ensure skill application and ‘ ::e“a"‘rﬁ:f;”' Ehabie coltextiabigistsse Coordinator (RDC) quality practices
: f;grglup:'ﬁgﬁy :ﬁ:ﬁt{;a;ﬁg' drafting consent » Focus: ﬁisease-speciﬁc practices, applying ) :
docurﬁentagnn gﬂmplet:ing Eligi%ility Checklists general framework to specialized oncology Non-Therapeutic Non-therapeutic study Tailored
’ ' tracks. Research Office (NTRO) workflows
g : : Role expectations &
Principal Investigators (PI Condensed / Online A
Outcomes D ¢ (P) / resources A
The blended model has strengthened operational understanding, supported smoother N
transitions into role-specific training within departments, and promoted high-quality, Other Research Roles Selected training days i Tailored

compliant clinical research across the organization.
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Training Path by Role

Other Research
Roles (35%) ™\

*E.g., Monitors, Auditors,
Finance Analysts,
Screening Coordinators,
Study Activators,
Regulatory Specialists

CRC Training
(34%)

Total HSR
Trainees

RDC Training _—
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~_ NTRO Training
(17%)

The Continuous Competency Engine
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The modular blueprint successfully accommodated high-volume onboarding
across diverse operational needs, ensuring consistency at scale.

The Confidence Multiplier: CRC Cohort
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(The Feedback Loop) L

Continuous staff surveys inform the
development of newly specialized pathways—
specifically targeting the demands of
highly complex clinical trials.

The 8-Day
Intervention

Pre-Training
Confidence

35%

Instructor-led foundations +
hands-on practice + targeted
systems training.

Translating theory into real-
world scenarios bridges the
cognitive gap, producing staff
who are not just compliant, A\
but operationally confident

(High confidence / competence reported, n=48)
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Solutions and Methods

TRAINING TIMELINE
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Informed Eligibility & Safety & Oversight &  Operational Outcome:
Consent Screening Deviations Close-Out Execution Staff are fully
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The Ancillary Advantage:
Interdepartmental Collaboration

The Concept

Clinical trials are highly interdependent ecosystems.
The HSR pathways mandate essential ancillary
classes for primary roles.

Radiology

CRU Pathology

The Operational Impact

Pharmacy Clinical “czm « Cross-Team Communication: Teaches staff how
Trial Staff - to interact effectively with support teams.
« Expectation Management: Clarifies turnaround
times and workflow dependencies.
'Ef.ﬂﬂt CTLC « Risk Mitigation: Drastically reduces the likelihood

of protocol deviations by ensuring staff
understand the specific operational contributions

T CRRI of partner departments.

*CRRAI-Clinical Research Revenue Integrity; CTLC-Clinical Trial Lab Core; CRU-Clinical Research Unit:lIT-Investigator Initiated Trial

Lessons Learned and Future Directions
The blended approach—combining ILT, e-learning, and hands-on practice—has proven effective in balancing structure with flexibility. Continuous feedback collection has highlighted the
need for expanding differentiated pathways, especially for roles involved in complex clinical trials. Future enhancements will focus on refining content delivery methods, expanding
specialized modules, and further integrating practical, real-world applications to support staff performance and long-term retention.

Architecting the Future of Clinical Trial Training
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Mandatory integration of
ancillary departments
establishes a baseline of
communication that
directly protects
protocol compliance.

Discard the one-size-fits-
all onboarding approach.
Build differentiated
pathways that respect
the operational reality of
specific roles.

Transition from isolated
regulatory reading to
lifecycle-mapped,
hands-on scenarios that
connect rules to reality.
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