E IntuitionLabs  IntuitionLabs - Custom AI Software Development Evaluating CRO COStS: A Guide for Clinical Trials

from the leading Al expert Adrien Laurent

Evaluating CRO Costs: A Guide for Clinical
Trials

By InuitionLabs.ai - 9/30/2025 - 15 min read

cro cost evaluation clinical trial budget cro pricing models cro selection

clinical trial outsourcing cro rfp

4

Y 4 ///////

Evaluating CRO Costs

/ intuitionlabs.ai
L d

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 1 of 9


https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/articles/evaluate-cro-cost-clinical-trial?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf

E IntuitionLabs  IntuitionLabs - Custom AI Software Development Evaluating CRO COStS: A Guide for Clinical Trials

from the leading Al expert Adrien Laurent

Best Practices to Evaluate the Cost of a
CRO for a Clinical Trial

Conducting clinical trials is complex and expensive. Many sponsors rely on Contract Research
Organizations (CROs) to manage tasks from regulatory submissions to site monitoring and data
analysis ( medinstitute.com). A CRO “provides clinical trial services... including regulatory affairs,
planning, site selection and initiation, patient recruitment support, clinical monitoring, data
management, biostatistics, medical writing, and project management” ( medinstitute.com).
Outsourcing to a CRO can increase trial efficiency but also adds cost. For this reason, sponsors
must rigorously evaluate CRO proposals and pricing before selection. Below are industry-
recommended best practices for assessing CRO costs in a clinical trial.

Define Scope and Requirements Up Front

Before soliciting bids, a sponsor should have a clear picture of its trial's needs. This means
having a detailed (even if draft) study protocol, well-defined endpoints, patient population,
number of sites, and expected duration. A rushed or vague planning process tends to yield
unrealistically low CRO bids that omit needed services ( www.appliedclinicaltrialsonline.com).
One consultant notes that when sponsors lack internal expertise, they often let the CRO fill in the
details — and CROs know that "on average, a low price wins contracts” (
www.appliedclinicaltrialsonline.com). If sponsors do not “educate themselves on what their
needs are,” CROs will propose a bare-bones plan at a low cost, only for scope and budget to
“inflate" later once the gaps become apparent ( www.appliedclinicaltrialsonline.com).

o Map out internal needs: Identify all tasks you must outsource (e.g. monitoring, data
management, biostatistics) and set key parameters (patients, sites, visit schedule, follow-
up). If needed, consult experts to refine the plan.

e Prepare detailed RFP materials: Along with a draft protocol, include any known
assumptions or constraints (e.g. expected screen failure rates, dropout rates, number of
queries per subject). The more information the CRO has early, the more accurate and
comparable their budget quotes will be ( www.clinicalleader.com) (
www.appliedclinicaltrialsonline.com). For truly unknown factors, instruct each CRO to state
its assumptions explicitly in the proposal ( www.appliedclinicaltrialsonline.com) (e.g. “We
assume 2 queries per CRF" or "SAE rate = X per subject”).

Follow a Structured Outsourcing Process

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved.

Page 2 of 9


https://intuitionlabs.ai/articles/ai-drug-development-pipeline
https://intuitionlabs.ai/articles/ai-regulatory-submission-rework
https://intuitionlabs.ai/articles/ai-powered-bi-pharmaceutical-applications
https://intuitionlabs.ai/articles/ai-powered-bi-pharmaceutical-applications
https://medinstitute.com/blog/effective-management-of-your-clinical-trial-budget/#:~:text=often%20necessary%20to%20hire%20a,and%20compliance%20with%20national%20and
https://intuitionlabs.ai/articles/clinical-data-management-software
https://intuitionlabs.ai/articles/clinical-data-management-software
https://medinstitute.com/blog/effective-management-of-your-clinical-trial-budget/#:~:text=often%20necessary%20to%20hire%20a,and%20compliance%20with%20national%20and
https://www.appliedclinicaltrialsonline.com/view/top-5-mistakes-rfp-writing#:~:text=Sponsors%20allow%20this%20to%20happen,have%20a%20solid%20clinical%20plan
https://www.appliedclinicaltrialsonline.com/view/top-5-mistakes-rfp-writing#:~:text=Sponsors%20allow%20this%20to%20happen,have%20a%20solid%20clinical%20plan
https://www.appliedclinicaltrialsonline.com/view/top-5-mistakes-rfp-writing#:~:text=Sponsors%20allow%20this%20to%20happen,have%20a%20solid%20clinical%20plan
https://www.clinicalleader.com/doc/is-your-cro-charging-you-the-right-price-0001#:~:text=Since%20the%20RFP%20is%20specific,this%20stage%20in%20the%20process
https://www.appliedclinicaltrialsonline.com/view/top-5-mistakes-rfp-writing#:~:text=To%20help%20the%20CRO%20write,proposal%2C%20the%20RFP%20should%20provide
https://www.appliedclinicaltrialsonline.com/view/top-5-mistakes-rfp-writing#:~:text=It%20is%20true%20that%20in,unit%20cost%20for%20the%20activity
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/articles/evaluate-cro-cost-clinical-trial?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf

E IntuitionLabs  IntuitionLabs - Custom AT Software Development EValuating CRO COStS: A Guide for Clinical Trials

from the leading Al expert Adrien Laurent

A deliberate RFI/RFP process helps control costs. Industry practice is to first issue a Request for
Information (RFI) to narrow potential CROs. Identify 3-5 qualified CROs whose capabilities
match your needs ( www.clinicalleader.com). Then send a formal Request for Proposal (RFP) to
those prequalified vendors, giving them sufficient time and Q&A opportunities (
www.clinicalleader.com). During this stage:

¢ Provide clarity and communication. Detail as much as possible about the protocol, timelines, and
expected disruptions. Allow vendors time to ask clarifying questions before finalizing proposals (
www.clinicalleader.com). Many overpricing issues stem from early miscommunication — the more
ambiguity sponsors eliminate upfront, the less likelihood of "hidden” costs later (

www.clinicalleader.com).

¢ Cross-functional review. Form a review team (clinical operations, finance, regulatory, etc.) to
compare bids. Evaluate each proposal on all dimensions: cost, technical approach, and
organizational fit ( www.clinicalleader.com). It helps to normalize bids into common categories (e.g.
project management, monitoring, data management) so that costs for similar services can be
compared. However, beware overloading with minutiae; it's usually sufficient to compare major
categories (if the total budgets are within ~25% of each other, small line-item differences are often
noise ( www.appliedclinicaltrialsonline.com)).

¢ Bid defense meetings. Invite shortlisted CROs for in-depth presentations. Use these sessions to
probe cost assumptions and gauge collaboration style ( www.clinicalleader.com). Seeing how a CRO
explains its bid — and how responsive they are to follow-up questions — gives insight into their
transparency and flexibility. For example, one sponsor notes in such a session you can judge “how
much value [the CRO] might place on your business” and prompt revised proposals as needed (

www.clinicalleader.com).

Understand and Compare Pricing Models

Different CROs may propose different pricing structures. Common models include:

¢ Fixed-fee: The CRO quotes a lump sum for the defined scope. This provides maximum
budget predictability, since the sponsor knows upfront what the trial will cost. (A drawback
is that any change or overrun must be renegotiated or handled via change orders.) Fixed-
price contracts encourage CROs to contain costs, and sponsors “know what their cost will
be...regardless of the number of changes” ( www.clinicalleader.com).

o Time & Materials (Hourly): The CRO bills actual hours (plus travel/per diems) at agreed or
variable rates. This model can be attractive for high-scope uncertainty, but it makes final
costs unpredictable. Sponsors using T&M must track time closely — otherwise they risk
overruns. (In fact, sponsors have reported ending up paying more than higher fixed bids
simply because low initial T&M bids ballooned over time ( www.clinicalleader.com).)

e Activity-Based: A hybrid in which each deliverable or activity (e.g. each monitoring visit,
each statistical analysis) has a fixed price ( www.clinicalleader.com). This binds the CRO to
efficiency: if they complete a task in fewer hours, they profit more, but overruns are the
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CRO's problem. Kim (a CRO consultant) calls activity-based pricing “the most transparent”

model ( www.clinicalleader.com).

o Performance/Risk-Share: Fees tied to achieving milestones or outcomes (e.g. enrollment
targets). Such schemes align the CRQO's incentives with trial success. (Sponsors beware
potential conflicts — a CRO might, for instance, accelerate enrollment at the expense of data
quality if only speed is rewarded.)

* Upfront Markup and Overhead: Regardless of the model, CRO proposals typically build in
an overhead or profit margin. Expect CRO markups on direct costs of roughly 10-25% (
www.clinicalstudies.in). Sponsors should ask CROs to document these in the budget (see
Transparency below).

Be aware that variable or hourly billing can hide costs. If a CRO proposes per-hour staffing
rates, insist on knowing those rates and how hours are estimated.Sponsors “can feel they are
being nickel-and-dimed" under pure T&M, with limited predictability ( www.clinicalleader.com).
Conversely, fixed-price arrangements remove most surprises — as one CRO president noted, a
flat monthly fee structure “removes the challenges” of billing disputes ( www.clinicalleader.com).

Require Transparency and Detail

To fairly compare quotes, insist that each CRO break its budget into meaningful components. For
example, instead of a single $50,000 “EDC setup” line, ask the CRO to divide it into licensing,
programming, testing, etc. ( www.clinicalstudies.in). Similarly, flag any vague entries like
“management fee"” or "overhead,” and request a breakdown. Sponsors often push back on these
broad items, demanding justification in terms of actual costs ( www.clinicalstudies.in). (In fact,
guidance from regulators and industry encourages transparency: sponsors should be prepared
to show that each budget item is fair market value or based on historical data (

www.clinicalstudies.in).)

¢ Budget assumptions attachment: Many teams find it helpful to attach a document of assumptions
to the budget. This would spell out, for instance, the number of investigational products, expected
queries per patient, visit lengths, costs of translators, etc. When reviewers see identical assumptions
for all bids, price comparisons become valid. In one case mentioned, adding an assumptions
worksheet allowed a sponsor to reallocate funds once they saw the real cost drivers (
www.clinicalstudies.in).

e Cost component review: Look at each category: e.g. monitoring (number of site visits x cost/visit),
investigator stipends, lab tests, CRAs' hours, data cleaning, etc. Check if any “pass-through” costs
(IRB fees, shipping, licenses) are billed at cost or with markup. If the proposal uses a fixed total for
something, drill into whether that covers worst-case scenarios. For example, "“if some monitoring
visits are done remotely vs in person, how is that priced?”
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e Change Orders and Contingencies: Agree in advance what will trigger extra charges. A best
practice is to identify likely risk areas before starting and budget contingently. For instance, ask each
CRO: "“If enrollment is 20% slower, what extra cost would that incur?” or “If we need to add 2 more
sites in a backup country, what is the per-site cost?” ( www.clinicalleader.com). Defining these items
up front — perhaps in the Master Services Agreement — sets clear expectations for how delays or
protocol amendments will be paid for. Panzitta (CRO president) notes that with a fixed monthly fee,
it's very straightforward to compute: “a two-month delay will cost an additional X dollars” (
www.clinicalleader.com).

Compare Like for Like and Focus on Value

When proposals come back, don't just focus on the price tag. Construct a consistent scoring
system for the bids. For example, assign points for technical factors (CRQO’s experience, trial
complexity handling, planned enrollment rate, projected FDA interactions, etc.) and then divide
the total score by the proposed cost. This yields a “value per dollar” metric: a higher ratio means
more value for the money ( www.appliedclinicaltrialsonline.com). Experts advise sponsors to
“stop looking for the cheapest solution and start looking for the best value” (
www.appliedclinicaltrialsonline.com). In practice, the lowest bid may cut corners (e.g. fewer
monitoring visits), only for the sponsor to pay extra later under change orders (

www.appliedclinicaltrialsonline.com).

o Beware low bids that omit essentials. If one quote is much lower, scrutinize what's been
trimmed. In one analysis, CROs routinely scaled back services to lower initial quotes, then
charged higher rates for any “extra” visits or tasks later (
www.appliedclinicaltrialsonline.com). For each difference you see (e.g. one CRO plans 12
monitoring visits, another 8), ask the CRO to justify it. The sponsor should insist on the
necessary coverage (not vice versa) ( www.appliedclinicaltrialsonline.com).

« Evaluate responsiveness and flexibility. A CRO that bids slightly higher but provides
robust justification and demonstrates partnership spirit may be worth it. Consider qualitative
fit: how well did they grasp your trial's risks? How proactive were they in the defense
meeting? These can translate into efficiency during the contract.

Use Benchmarks and Historical Data

Because CRO quotes can vary widely, use external data to sanity-check bids. Studies show that,
without benchmarks, proposals for the same trial can differ by over 100% ( strategikon.com). If
your company has run similar trials, compare the new bids to historical costs (adjusting for
inflation and scope). Industry surveys (e.g. from Tufts CSDD or CRO industry analyses) can
provide ballpark per-patient or per-site costs. Some specialized benchmarking tools exist: for
example, Strategikon's CORE system claims to align bids with current market rates (
strategikon.com).
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* Feel for market rates. Even simple comparisons help. If one CRQO's per-visit monitoring rate
is double another’s, ask why. If overseas site fees are much lower than typical local rates,
verify the currency assumptions. CROs that bid “out of range" without good reason should
be questioned.

« Professional due diligence. Review the CRO's track record on staying within budget. Ask
for references from past clients on similar studies. Check turnover rates of key staff to
assess stability. A financially troubled or chronically understaffed CRO may deliver on
schedule but with increased costs in the long run.

Key Cost Components and Risk Factors

In evaluating cost, make sure all major expense categories are covered. For instance:

« Site and patient costs: Payments to investigators, patient travel reimbursements, IRB/EC
fees, and specimen shipping can constitute 30-50% of a trial's total budget (
www.clinicalleader.com). Ensure bids realistically estimate per-site enrollment and site
startup expenses.

e Monitoring and visits: On-site CRA visits are a major driver. Check how many visits per site,
per patient, and the cost per visit. Travel budgets can escalate quickly if sites are far apart (
medinstitute.com). Ask if any visits can be remote (at lower cost) and how that is handled.

+ Data management and technology: Budget for electronic data capture (EDC) system
licenses, data cleaning, and statistical programming. Fixed fees for EDC setup or reporting
should be broken out (software license vs. custom programming) ( www.clinicalstudies.in).

o Regulatory and oversight: Costs for protocol development, regulatory submissions (IND,
IDE), safety reporting, and audits/components should be captured. Some CROs roll these
into an overhead fee — ensure that overhead rate is understood ( www.clinicalstudies.in).

* Project management and contingency: A project manager'’s time, teleconferencing,
translations (if global), and contingency buffers belong in the budget. Note that a sponsor
will want to know their own finance team is comfortable with the CRO’s project management
hours.

Also account for risk factors: enrollment delays, protocol amendments, or staff turnover all can
drive costs up unexpectedly ( medinstitute.com). During proposal review, ask each CRO for a
brief Risk Management Plan. For example, have them outline how costs would change if
enrolliment is 30% slower than planned, or if an unexpected regulatory amendment is needed.
Document and cap these in the contract where possible.

Negotiate and Document Clearly

Finally, negotiate terms that protect both sides. Some tips:
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« Clarity on change orders: Define in the MSA what constitutes a change in scope. Both
sponsor and CRO should agree on triggers (e.g. increased visit windows, added ADE
reporting) ( www.clinicalstudies.in). Decide payment terms for such changes in advance
(e.g. hourly vs. fixed price add-ons).

¢ Payment schedules and caps: If using T&M or milestone payments, confirm the invoicing
rhythm and any maximum budgets. For fixed-fee models, discuss consequences of under-
run (does sponsor get a credit?) or over-run.

o Audit rights: Build in the ability for sponsor audits of CRO billing close-outs. Even if rare,
knowing you can request backup documentation and rate justifications can deter builds of
unapproved costs.

» Ongoing oversight: Once the contract is in place, monitor actual spend versus budget
continuously. Monthly financial reviews help catch discrepancies early. If the CRO rate cards
or team change, verify that updated costs are reasonable. For instance, if a senior CRA is
replaced by a junior, ensure rates reflect that change ( www.clinicalleader.com).

Conclusion

Evaluating CRO costs requires attention to both numbers and details. Sponsors should invest
time before selecting a CRO: define trial needs, craft a thorough RFP, and insist on transparent,
comparable proposals. Rather than choosing the lowest bid, focus on total value — the right CRO
will deliver quality data and timely enroliment without endless change orders. Use benchmarks,
clarify assumptions, and negotiate payment models (fixed, hourly, or hybrid) to align incentives.
Throughout the selection and execution phases, clear communication and documentation are
key. By following these best practices, sponsors can control outsourcing costs and increase the
likelihood that the trial stays within budget and on schedule ( www.clinicalleader.com) (

www.appliedclinicaltrialsonline.com).

Sources: Expert industry articles and guidelines on CRO budgeting and selection (
medinstitute.com) ( www.clinicalleader.com) ( www.appliedclinicaltrialsonline.com) (
www.appliedclinicaltrialsonline.com) ( www.clinicalstudies.in) ( www.clinicalleader.com) (
strategikon.com). Each cited reference provides detailed advice on RFPs, pricing models, and
budget transparency for clinical trials.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs
leads the US market in custom Al software development and pharma implementations with proven
results across public biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies including Scilex
Holding Company (SCLX) and leading CROs across North America.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11
compliance expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years
in software development, multiple successful exits, and patent holder. Recognized as one of the top
Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs,
chatbots, and ERP systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private
cloud Al infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data
conversion, automated document analysis, and intelligent data extraction from clinical and regulatory
documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and
custom field force applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants,
and automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory
management solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and
real-time pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring,
and custom data visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and
implementation guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 8 of 9


https://intuitionlabs.ai/contact?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/articles/evaluate-cro-cost-clinical-trial?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf

o [Py A e i Evaluating CRO Costs: A Guide for Clinical Trials

from the leading Al expert Adrien Laurent

DISCLAIMER

The information contained in this document is provided for educational and informational purposes only.
We make no representations or warranties of any kind, express or implied, about the completeness,
accuracy, reliability, suitability, or availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or
its representatives be liable for any loss or damage including without limitation, indirect or consequential
loss or damage, or any loss or damage whatsoever arising from the use of information presented in this
document.

This document may contain content generated with the assistance of artificial intelligence technologies.
Al-generated content may contain errors, omissions, or inaccuracies. Readers are advised to
independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are
the property of their respective owners. All company, product, and service names used in this document
are for identification purposes only. Use of these names, logos, trademarks, and brands does not imply
endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in
pharmaceutical and biotech companies. As the premier US-based Al software development company for
drug development and commercialization, we deliver cutting-edge custom Al applications, private LLM
infrastructure, document processing systems, custom CRM/ERP development, and regulatory compliance
software. Founded in 2023 by Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of
software development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your
business needs, please consult with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 9 of 9


https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://www.linkedin.com/in/adrienlaurent/
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/articles/evaluate-cro-cost-clinical-trial?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-cro-costs-a-guide-for-clinical-trials.pdf

