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Executive
Summary

Clinical operations
leaders face an
unprecedented paradox:

the need to scale capabilities rapidly to meet ambitious development timelines
while managing fixed headcount constraints and investor pressure for operational
discipline. Traditional approaches—either building large permanent teams or
outsourcing entirely to CROs—create their own quality, timing, and financial
challenges. Al collaboration tools may not be appropriate for every sponsor scenario.

The strategic alternative offers a right-fitted workforce model based on the sponsor’s needs. By combining
embedded clinical operations expertise alongside Al collaboration tools in select cases, sponsors can build
internal excellence that scales flexibly with project demands. This approach delivers three critical advantages:

1. Perfect scalability: Adjust team capacity up or down without the overhead of permanent hiring or lengthy
CRO procurement cycles

2. Maintained control: Keep strategic oversight and institutional knowledge in-house while amplifying
performance through specialized expertise

3. Accelerated timelines: Select organizations may experience 15-20% faster study completion via
optimized processes and reduced CRO reliance

This whitepaper provides a practical framework for clinical operations leaders to evaluate, design, and
implement a right-fitted workforce model that reduces vendor complexity, protects continuity, and delivers
measurable improvements in operational performance. While the focus of this paper is on clinical operations,
there is application for data management, biostatistics, safety/pharmacovigilance, etc.
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The Clinical Operations Challenge:
Managing Growth Without Losing Control

35%

Projected talent shortage
across life sciences

30%

Average turnover rate for
CRAs and CPMs

85%

Trials that fail to meet
initial timelines
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The Talent Bottleneck

The life sciences industry faces a persistent talent challenge.
Contemporary sector research finds a projected 35% talent deficit across
critical clinical operations roles by 2030, compounded by a 30% average
annual turnover rate for key jobs like Clinical Research Associates (CRAS)
and Clinical Project Managers (CPMs). This scenario creates significant
instability.

The financial impact of this instability is substantial. According to a 2025
report, turnover among clinical research professionals can exceed 25%

in major research organizations. When this affects a pivotal role like a
Clinical Project Manager—with an average salary of $110K—the costs of
replacement and lost productivity mount quickly. This workforce instability
also contributes to crippling operational days with a staggering 85% of
clinical trials failing to meet their timelines and 94% of those that are

delayed are set back by over a month.
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The False Choice:
Permanent Teams vs. Full Outsourcing

Clinical operations
leaders traditionally

face a binary decision:
build internal capacity
through permanent hiring
or outsourcing to CROs.
Each approach creates
distinct challenges.
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The Permanent Hiring Trap

Building fixed internal teams addresses control and continuity concerns
but creates rigidity:

Fixed costs regardless of project volume: Permanent headcount
creates overhead during valleys between trials.

Limited specialized expertise: Smaller sponsors cannot justify full-
time specialists in every functional area.

Hiring timeline constraints: Recruiting and onboarding specialized
talent takes 3-6 months, delaying project starts.

Retention challenges: High turnover rates mean constant recruitment
cycles and knowledge loss.

The CRO Dependency Challenge

Full CRO outsourcing promises flexibility and comprehensive capabilities
but introduces new operational, timeline, and quality risks:

+ Knowledge loss and fragmentation: CRO teams work across multiple

sponsors, diluting focus and institutional knowledge.

High CRO staff turnover: CROs experience the same industry
turnover rates, compounding continuity issues.

Limited transparency: Bundled contracts obscure true cost drivers
and make variance management harder to track.

Incentive misalignment: CROs may expand scope for revenue, not
sponsor objectives.

Lagged visibility: Sponsors receive delayed notice of operational
issues due to reporting cycles.

Resource Insufficiency: not having the right skills sets or a demand
for certain sets on clinical trial studies that have trial timeline and
quality impact.
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Two Common Scenarios:
Two Flawed Choices

When a pivotal trial lost its lead Project Manager, the team faced a
crippling delay. Instead of a slow hiring process or a disruptive CRO
handoff, they brought in an on-demand expert who integrated seamlessly
within days. This right-fitted approach stabilized the study and protected
the timeline, providing the space to find a permanent replacement
without compromising momentum.

High turnover was plaguing a top pharma’s best talent, who were bogged
down by administrative work. Instead of adding more headcount to the
problem, they used a precision FSP team to automate repetitive tasks like
TMF management. This right-fitted solution immediately freed up their
senior experts to focus on high-impact strategy and risk management,
boosting morale and overall effectiveness.

What Clinical Operations Leaders
Actually Need: Strategic Flexibility
for Complex Trials

The real requirement is not to choose between internal teams or external
CROs, but to build operational models that deliver:

1. Perfect scalability: Capacity that expands and contracts with study
demands

2. Retained control: Direct oversight of critical operations, timeline with
embedded expertise that understands your specific systems and
SOPs

3. Protected continuity: Stable teams that build institutional knowledge
without the disruption of CRO turnover

4. Real-time visibility: Immediate access to operational metrics
enabling proactive issue identification and resolution

5. Operational acceleration: Remove barriers with optimized, custom
team model

6. Best Quality-Match to Need: Deploy the right experts, at the right
time on a project
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The Right-Fitted Workforce Model:
A Strategic Alternative

The right-fitted workforce model represents a fundamental rethinking of how clinical operations
teams are structured and scaled. Rather than choosing between permanent internal teams or full CRO
outsourcing, this approach strategically complements embedded expertise with Al-enabled collaboration,
where applicable, to deliver the benefits of both approaches while eliminating their respective drawbacks.

Core Model Principles

Workforce Expertise, Not Vendor Management

The foundation of the right-fitted model is embedded clinical operations
professionals who work directly within your organization or the CRO through
direct placement, hybrid or contract solutions, these experts integrate with
your existing SOPs and systems, and focus exclusively on your program success.
Unlike CRO staff who divide attention across multiple sponsors, embedded
experts develop deep institutional knowledge and maintain complete alignment
with your strategic objectives.

Strategic Clinical Staffing for Perfect Scalability

Unlike traditional staff augmentation that simply provides bodies, the right-fitted
model offers strategic staff augmentation—the precise expertise you need,
exactly when you need it, without the rigidity of permanent headcount or lengthy
CRO contracting processes.

Agentic Al Coworkers for Operational Efficiency

The third pillar of the right-fitted model is Al-enabled collaboration through what
we term Agentic Al Coworkers—purpose-built automation that augments human
expertise rather than attempting to replace it. These tools handle routine
operational tasks while embedded experts focus on strategic oversight, clinical
judgment, and exception management.

Agentic Al Coworkers streamline clinical operations by automating administrative, repetitive, and error-
prone workstreams. This allows clinical experts to dedicate their time to high-impact, strategic activities.
For example, in managing the Trial Master File (TMF), Al can automate document classification, metadata
extraction, versioning alerts, and completeness checks. This level of automation ensures the TMF
remains audit-ready daily, eliminating the need for periodic reconciliations or last-minute inspection
preparations.
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Operational Benefits:
What You Actually Gain

The right-fitted workforce model delivers measurable
improvements across the key operational challenges that
clinical operations leaders face daily.

Accelerated Timelines (Potentially 15-20%

Faster): Right-fitted models reduce start-up
delays, streamline vendor coordination, and
enable real-time issue resolution through
embedded experts.

Greater Budget Predictability and Negotiation

D@ Power: This model provides superior financial
control through transparent, FTE-based pricing
and live cost tracking, replacing opaque CRO
fee structures. A precision FSP model can
directly reduce costs on managed workstreams
by potentially 10-20%. Separately, for sponsors
who still require outsourcing to CROs, offloading
work frees up significant internal bandwidth.
This increased capacity allows your team to
more diligently oversee vendor performance
and provides stronger leverage to negotiate
favorable contract terms and pricing.

Increase CRO Accountability: Sponsors

ﬁgﬁ% retain IP, improve continuity, strengthen vendor
= leverage, and adjust unnecessary CRO markups
by internalizing core operational expertise while
still using CROs for specialized needs.
Stronger Operational Resilience: Embedded
g';'g expertise and flexible workforce models help

sponsors maintain performance amid talent
shortages, protocol amendments, regulatory
shifts, and other external pressures.
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Implementation
Framework:
Getting Started

1. Assessment/pilot

(Months 1-3)

Pinpoint painful barriers or
key handoff failures. Pilot
embedded expertise or
augmentation where it will
demonstrate the highest

value.

Expand to more functions,
ensure embedded pros and
Al collaboration tools tie into
your core systems.

\

3. Optimize/expand

(Month 10+)

Sharpen algorithms/
workflows, right-size CRO
reliance, and iterate from
pilot lessons.

To ensure a perfect fit, the
framework is intentionally
flexible, allowing its scope
and timeline to be scaled
according to your project’s
specific needs.

Success factors: Executive
sponsorship, clear KPIs, pilot-
first approach, partnership
mindset, and integrated
technology.
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Measuring Success:
KPIs That Matter

How do you know if the right-fitted workforce model is delivering value? Establish clear key performance
indicators before implementation and track them consistently.

Primary Operational Metrics

METRIC TARGET IMPROVEMENT EXAMPLES*

15-20% potential reduction in overall study duration from protocol approval

Study Timeline to database lock

Budget Variance 20-30% improvement in budget predictability; <5% variance from forecast
Start-Up Speed 30-40% faster time from protocol finalization to first patient enrolled

_— <10% annual turnover rate for embedded team members vs. 30% industry
Team Continuity

average
Issue Response Real-time issue identification and resolution vs. monthly reporting cycles
CRO Dependence 20-30% reduction in core operational activities outsourced to CROs
Inspection Readiness Decrease timeline for inspection readiness by 20%

*These percentage metrics are meant to be representative only and individual study performance may vary.

Secondary Quality Indicators

Beyond primary operational metrics, track quality indicators that reflect sustainable operational excellence:

« Data quality: Query rates, data cleaning cycle times, audit findings.
» Regulatory compliance: Inspection readiness, deviation rates, corrective action timeliness.
« Site satisfaction: Site engagement scores, protocol deviation rates, retention.

* Internal team satisfaction: Employee engagement, knowledge transfer effectiveness.
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Strategic Considerations
for Leadership

When This Model Makes Sense

The right-fitted workforce model delivers the greatest value for
organizations facing one or more of the following conditions:

+ Variable trial activity where fixed headcount becomes inefficient

+ A need for stronger oversight and protection of proprietary processes
orIP

+ Persistent CRO challenges, including turnover, communication gaps, or
limited transparency

« Growth in key clinical trial functions without corresponding headcount
approval

+ Specialized expertise requirements that traditional hiring or broad CRO
models cannot meet

Risk Mitigation

As with any operational transformation, risks are manageable with
proactive planning:

+ Integration challenges: Addressed through phased implementation
and clear role delineation

» Technology adoption issues: Reduced through comprehensive training
and ongoing implementation support

+ Cultural resistance: Overcome by securing executive sponsorship and
demonstrating early wins

* Vendor dependency: Mitigated by retaining internal knowledge and
leveraging open, standard technology platforms
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Conclusion

Building for Sustainable
Operational Excellence

Clinical operations continue to evolve in complexity, and legacy models such as large permanent teams
or wholesale CRO outsourcing struggle to keep pace. The right-fitted workforce approach provides a
practical alternative: embedded expertise, scalable staffing, and Al-enabled visibility that enhance
speed, control, and quality.

Beyond measurable gains, the model strengthens operational resilience, enabling teams to maintain
performance despite market shifts, staffing limitations, or regulatory pressures.

For leaders seeking a strategic, sustainable evolution of clinical operations, the path is clear: begin with

targeted pilots, demonstrate value quickly, and expand the model in deliberate phases to build a modern,

high-performance operating engine for drug development.

clinovo.com | The Right-Fitted Workforce Model


https://clinovo.com/

clinovo

ABOUT CLINOVO

Clinovo breaks barriers in clinical
research and drug development—
delivering faster, leaner, and smarter
clinical operations solutions. We reimagine
how clinical operations teams are scaled,
managed, and empowered by blending domain

expertise, strategic staffing, precision FSP, and Al 2Rk
collaboration. s,
Our embedded experts and Al Coworkers SR

integrate seamlessly with sponsor SOPs and
systems to deliver faster timelines while
reducing dependence on external CROs. We
enable sponsors to accelerate development and
deliver breakthrough therapies without
compromise.

To learn more about implementing the right-fitted workforce
model in your organization, visit www.clinovo.com or
contact our team to schedule a trial strategy consultation.
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