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Every finance leader in biotech knows the sinking feeling when a clinical trial budget starts to unravel.
Clinical trial costing remains one of the most challenging aspects of life science finance, with seemingly '
minor protocol decisions cascading into million-dollar budget implications. v

The gap between initial estimates and final expenses often determines whether promising therapies reach

patients or die in development. This guide breaks down the true costs across trial phases, explains the

factors driving budget variability, and provides practical strategies for building financial plans your board Join our +15k finance
and investors will trust. community
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What is the True Cost of Clinical Trials?

Clinical trials cost between $4 million for Phase | to over $100 million for Phase lll, with per-patient costs
ranging from $113,000 to $136,000. This significant investment breaks down across site costs (30%),
patient recruitment (20%), data management (15%), regulatory compliance (10%), and other expenses
including manufacturing and overhead (25%).

Many finance teams underestimate clinical trial costs by 30-40%, creating budget crises that threaten

trial completion. The clinical trial cost per patient varies dramatically based on therapeutic area, with X f m ™
oncology and rare disease trials commanding premium budgets. Furthermore, adaptive trial designs cut

total clinical trial costs by 15-25% through early futility stopping rules and dynamic sample size

adjustments. Patent Owner EXhibit 2090
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Clinical Trial Budget Planning Essentials
v Accurate phase-specific benchmarking
v Realistic patient recruitment timelines
v Flexible contingency planning

v Real-time expense tracking

Key Factors that Impact Clinical Trial Costs

Understanding the primary cost drivers helps finance teams build more accurate budgets and identify
potential savings.

1. Site management

Site costs typically consume 30% of clinical trial budgets. Fees vary dramatically by location, with North
American sites commanding rates 3-4 times higher than emerging markets. These expenses cover site
selection, initiation, staff training, and ongoing monitoring to ensure protocol adherence.

2. Participant recruitment

Patient recruitment represents the most unpredictable cost element in clinical trials. The clinical trial cost
per patient increases substantially for rare diseases or specialized populations. These expenses include
advertising, pre-screening, patient stipends, and retention initiatives to minimize dropouts.

3. Regulatory compliance

Every clinical trial requires regulatory submissions in each jurisdiction where it operates. These costs
include ethics committee fees, regulatory filings, and compliance monitoring throughout the study.
Regulatory expenses vary by country and therapeutic area, with oncology trials facing more extensive
documentation requirements.

4. Data management

Managing trial data has grown increasingly complex as studies collect more endpoints and use advanced
technologies. These costs cover electronic data capture systems, data cleaning, monitoring, and
statistical analysis. Advanced data requirements like genomic sequencing or wearable device integration
significantly increase expenses.

5. Drug or device manufacturing

Producing study materials represents a substantial budget item. These costs include manufacturing
investigational drugs, placebos, comparators, and specialized packaging. Expenses rise dramatically with
complex formulations, biologics, or specialized delivery devices requiring GMP compliance.
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1. Phase i costs and per-patient breakdown

Phase | trials cost between $4-5.26 million total, with an average per-patient cost of $136,783. These
first-in-human studies focus on safety in small cohorts of 15-39 participants. The high per-patient costs
reflect intensive monitoring, frequent assessments, and specialized clinical pharmacology units.

2. Phase ii costs and per-patient breakdown

Phase |l trials range from $7-20 million total, with average per-patient costs of $129,777. These studies
test efficacy in 71-143 patients with the target condition. Costs reflect more complex endpoints, multiple
sites, and longer treatment durations than Phase .

3. Phase iii costs and per-patient breakdown

Phase Il trials require $20-100+ million, with average per-patient costs of $113,030. These pivotal studies
enroll 300-479 patients across multiple countries to establish efficacy and safety. While total costs are

highest, per-patient costs decrease slightly due to operational efficiencies.

« Phase I: Highest per-patient cost, smallest enroliment, safety focus
« Phase ll: Moderate per-patient cost, expanded enroliment, efficacy testing
« Phase lll: Largest total budget, broadest enroliment, definitive results

How much does a clinical trial cost per patient? This question depends heavily on the phase, with early-
phase trials having higher per-patient costs due to intensive monitoring and smaller patient pools.

How to Manage Unexpected Protocol Changes and
Enrollment Variability

Clinical trials rarely proceed exactly as planned, with protocol amendments and enroliment challenges
frequently disrupting budgets.
1. Scenario planning with rolling forecasts

Building multiple budget scenarios (best, expected, worst case) helps finance teams anticipate potential
changes. Rolling forecasts enable regular updates as new data emerges throughout the trial. Financial
planning software can automate this process, providing leadership with up-to-date financial visibility.

2. Real-time budget tracking

Implementing systems to track expenses against budget in real time helps identify potential overruns
early. Monitoring site-level and patient-level costs provides granular insight into spending patterns.
Dashboard reporting creates transparency for stakeholders and enables prompt corrective actions.

3. Contingency allocation

Setting appropriate contingency reserves is essential for managing clinical trial budget risk. Industry best
practice suggests allocating 10-15% of the total budget as contingency. Higher percentages are
recommended for early-phase or complex trials where uncertainties are greatest.

Tip: Phase | trials typically require higher contingencies (15-20%) due to safety unknowns, while Phase IIl
may need 10-15% focused primarily on enrollment variability.

How Geography and Therapeutic Area Affect Your
Budget
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those in emerging markets. European trials face moderate costs but navigate a complex regulatory

landscape. Asia-Pacific regions offer lower site costs but may present logistical challenges.

Therapeutic area significantly influences trial complexity and cost of clinical trials. Oncology trials
typically cost 30-40% more than average due to complex protocols and recruitment challenges. CNS and
rare disease trials also command premium budgets due to specialized assessments.

Region Typical Site Cost Regulatory Complexity C Areas
North America High Moderate Oncology, CNS
Europe Moderate High Rare diseases
Asia-Pacific Low Variable Infectious diseases

Strategic considerations for multi-region trials include balancing higher costs against regulatory
requirements and market access needs. Many sponsors conduct trials in regions where they plan to

commercialize to satisfy local regulatory preferences.

Structuring a Board-Ready Clinical Trial Budget

Creating a clinical trial budget that earns board and investor confidence requires transparency,
benchmarking, and scenario planning.

1. Building credibility with benchmarks

Using industry benchmarks from sources like Tufts Center for the Study of Drug Development or
Medidata helps validate cost assumptions. Referencing recent comparable trials provides contextual
support for budget estimates. These benchmarks should be clearly presented alongside the proposed
budget to demonstrate diligence.

2. Aligning with investor expectations

Addressing common investor concerns proactively strengthens budget presentations. Different investor
types have varying priorities — venture capital firms often emphasize milestone achievement, while public
investors focus more on burn rate implications.

» VC concerns: Time to next milestone, enroliment speed, site productivity
« Public market concerns: Cash runway, burn rate, comparison to industry standards
« Strategic partner concerns: Resource allocation, alignment with portfolio strategy

3. Scenario-based reporting

Presenting best-case, expected-case, and worst-case scenarios gives leadership a complete picture of
potential outcomes. Each scenario should include key assumptions, timeline implications, and specific
triggers that would shift the project from one scenario to another.

Req aDemo: St line Your Clinical Trial Budgeting

See how Abacum can help your finance team build more accurate clinical trial budgets with automated
scenario planning, real-time tracking, and board-ready reporting. See Abacum live

Transforming Cost Planning into Strategic Advantage
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throughout the study. Companies gain competitive advantage by anticipating cost drivers rather than
reacting to budget crises. This proactive approach enables faster decision-making when challenges

arise.

Integrated financial planning platforms connect clinical and financial data for comprehensive analysis.
These systems allow finance teams to collaborate more effectively with clinical operations, providing real-
time visibility into how operational decisions impact financial outcomes.

Abacum helps finance teams build more accurate, board-ready clinical trial costs with powerful scenario

planning capabilities. The platform's collaborative features enable better alignment between finance and
clinical teams, ensuring everyone works from the same financial data. This integration helps transform
clinical trial costing from a necessary evil into a strategic advantage.

The leading Al-native FP&A
software for modern teams
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Frequently Asked Questions

How do CRO fees impact the total cost of a clinical trial?

Budgeting & Forecasting
8 owons © b Bupzs © % B
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What percentage of clinical trial costs go to patient recruitment?

How can finance teams better predict clinical trial budget overruns?

What financial metrics should be reported to the board during a clinical trial?

How do adaptive trial designs affect clinical trial costing?
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