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CRO Business Models: Full-service vs Functional
Service Provider (FSP)

Executive Summary: Contract Research Organizations (CROs) play a crucial role in modern drug development
by providing outsourced R&D services. Two primary outsourcing models exist: the full-service (one-stop-shop)
model and the functional service provider (FSP) model. In full-service outsourcing (FSO), a pharmaceutical
sponsor hands off an entire trial or program to one CRO, gaining a single point of accountability ( )
( ). In contrast, an FSP arrangement means the sponsor retains strategic oversight
while delegating specific tasks (e.g. data management, monitoring, biostatistics) to specialized vendors (

) ( ). Both models have well-known pros and cons: FSO offers integrated
teams and simplified contracting, whereas FSP provides cost-efficient specialist expertise and flexibility (

) ( ). Historically, the industry shifted from early FSP usage in
the 1990s to a mid-2000s dominance of FSO, but recent trends show growing adoption of FSP and hybrid
approaches ( ) ( ). For example, a 2024 survey found 41% of
biopharma firms increased their FSP usage versus only 27% for FSO ( ).

Volume data reflect these trends: by 2025, roughly 70-75% of trials are expected to be managed under full-
service CRO agreements ( ), but FSP remains significant for high-volume tasks. The global
CRO market (all models combined) was about $80 billion in 2023 and is forecast to nearly double by 2032 (

). The dedicated FSP segment alone is projected to grow from $14.24B (2022) to $23.59B
(2029) (7.5% CAGR) ( ). Case studies illustrate model outcomes: for instance, a PPD
case study shows an FSP partnership where PPD assumed monitoring for 50 trials in 45 countries and reduced
the sponsor's costs by ~20% ( ). Meanwhile, full-service examples report
accelerated global trials via integrated CRO teams (with central regulatory, global monitoring and risk-based
oversight), often enabling sponsors to meet aggressive timelines (see Table 2).

Looking ahead, both FS and FSP models will persist. Analysts emphasize that sponsors increasingly blend these
models into hybrid arrangements to maximize agility ( ) ( ).
Emerging "CRO 2.0" frameworks leverage Al and advanced data science across outsourcing, favoring every
model to varying extents ( ) ( ). The choice of model
remains strategic: it depends on factors like trial complexity, sponsor capabilities, budget structure, and
oversight needs ( ) ( ). In summary, full-service and
functional outsourcing serve different sponsor priorities; thorough planning and vendor governance are
essential for success. Sponsors must weigh integrated accountability versus specialized flexibility when
choosing their outsourcing strategy, staying informed by data and industry best practices (

) ( ).

Introduction and Background

Contract Research Organizations (CROs) have become indispensable partners in biopharmaceutical R&D.
Outsourcing clinical and preclinical tasks to CROs helps sponsors focus on core science while leveraging
external expertise ( ). Modern CROs emerged in the late 1970s and early 1980s.
Pioneering firms like Quintiles (now IQVIA) and Parexel were founded in 1982 to provide clinical trial support,
and PPD began in 1985 ( ). These companies expanded from early roots in preclinical
testing (e.g. Huntingdon Life Sciences in the 1940s ( )) to offer full-service trial
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management, data management, regulatory, and laboratory services. Today’'s CRO industry spans global
regulatory and therapeutic expertise, trial logistics, informatics, and more.

The growing complexity and cost of drug development underpin CRO demand. For example, one analysis found
that, as of 2010, drug development costs were increasing about 9.1% per year, whereas spending on contract
clinical services grew ~13.4% annually ("%} www.pharmtech.com). This gap reflects sponsors’ pressure to
improve R&D efficiency. By 2025-2030, clinical research spending is projected to grow around 6-7% per year
(%1 www.pharmoutsourcing.com), sustaining the relevance of CRO partnerships. Geopolitical and technological
changes also shape outsourcing: regions like India are gaining prominence as trial hubs due to lower costs
(India’s trial data market is projected to reach $1.51B by 2025 (") www.reuters.com)), and digital innovations
(e.g. decentralized trials, Al) are pushing CROs to evolve.Within this landscape, two main business models have
defined CRO sponsorships. Full-service outsourcing (FSO) engages a CRO to handle essentially all aspects of
a trial or program, functioning as a “one-stop-shop” (/" redbock.com) (2} www.pharmtech.com). By contrast, the
Functional Service Provider (FSP) model splits responsibilities: sponsors retain strategic control while
outsourcing discrete, specialized functions (often staff-based) to one or more providers (\°! redbock.com) (14
www.lifescienceshub.ai). These models have coexisted and competed for market share, each with advocates and
detractors. Industry experts note that the market has swung between them over time: FSP arose in the 1990s for
small biotech firms (\°/ www.genengnews.com), full-service dominated mid-2000s, and recent years show
renewed interest in FSP and hybrid models to optimize cost, flexibility and expertise (‘°) www.genengnews.com)

(I8! kpslife.com).

The choice of model can dramatically affect trial execution. In FSO, a single CRO assumes broad accountability
— from protocol design to site management to data analysis — often using fixed-price or milestone-based

contracts (! redbock.com) (%

www.contractpharma.com). Sponsors cede considerable oversight but benefit from
streamlined vendor management and integrated teams (1?) www.contractpharma.com) (!' redbock.com). In
contrast, FSP arrangements (also called functional outsourcing or staff augmentation) involve staffing
agreements or task-based contracts. Specialized CROs provide dedicated personnel (or teams) for roles such
as clinical monitoring, data processing, biostatistics or regulatory affairs (! redbock.com) (%)
www.appliedclinicaltrialsonline.com). This lets sponsors tap deep functional expertise and scale resources up or
down, while they themselves maintain project control and coordination. Table 1 summarizes key distinctions

between these models.

Full-Service CRO Model

A Full-Service CRO (FSO) offers comprehensive clinical development services — protocol creation, regulatory
submission, site selection, clinical monitoring, data management, biostatistics, medical writing, and often

logistics and post-approval support — under one contract (/! (n

www.contractpharma.com) (‘" redbock.com). Large
multinational CROs (e.g. IQVIA, PPD, ICON, Syneos Health, Covance, Charles River) typically operate under this
model, providing global reach and multi-therapeutic expertise. Under FSO, the sponsor usually signs a single

agreement outlining deliverables for a trial or program; the CRO then assembles a cross-functional team, leads

project management, and is accountable for timelines and quality.

Advantages: Full-service models are prized for their integration and simplicity. Sponsors cite the convenience
of a single “one-stop-shop"” and contractual simplicity (\2/ www.contractpharma.com). For example, having one
integrated project team can streamline communication and decision-making, and large CROs can leverage
bargaining power (e.g. bulk pricing on services) and efficiencies of scale ([21 www.contractpharma.com) ([221
www.pharmtech.com). In recruitment-challenged studies, an established full-service CRO can tap its global site
network and patient databases to maintain timelines (**

can also drive consistency across trial phases; some sponsors prefer it when outsourcing a complex or pivotal

www.contractpharma.com). Full-service arrangements

study to a reputable full-service provider with end-to-end experience.
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For many small or emerging biopharma firms, full-service CROs are often the default or only viable option.
Companies lacking internal R&D infrastructure (common in startups) typically outsource almost everything to a
single CRO. ClinFlo Consulting notes that in 2024, 63% of global trial starts were from emerging biopharma, and
nearly all of these used full-service outsourcing (\?°/ www.clinflo.com). In these cases, FSO is not merely a
preference but a necessity: the sponsor often has insufficient staff or systems to manage trials themselves (:*°!
www.genengnews.com). Moreover, if a sponsor awards multiple studies to one CRO, they may realize cost savings
through volume commitments and reduced procurement complexity.

Disadvantages: The downsides of FSO can be seen as the flip side of its benefits. A "one-stop-shop” CRO may
not match the specialized expertise of boutique vendors in every functional area (?”! www.contractpharma.com).
In practice, some sponsor teams feel full-service CROs can be slower to adapt or less nimble—large CROs have
established processes and hierarchies that may not suit fast-moving projects. Sponsors also surrender some
control: outsourcing full accountability means the sponsor relies on the CRO's project management; if issues
arise, the sponsor has less direct oversight over specific tasks. Additionally, a single CRO may lack deep domain
expertise in very rare or cutting-edge modalities compared to niche providers. Cost can be a drawback too:
while FSO can yield economies of scale, it may involve higher fixed overhead margins, and sponsors may pay for
bundled services they don't fully utilize.

In summary, full-service CROs offer an integrated path to conduct trials, especially attractive when the sponsor
seeks simplicity and when internal resources are limited. They excel at large, complex programs or trials
requiring consistent global coordination. However, sponsors should guard against inflexibility and potential
quality variation, and should establish clear SLAs and oversight mechanisms in FSO contracts.

Functional Service Provider (FSP) Model

By contrast, a Functional Service Provider (FSP) model outsources discrete functions rather than entire trials.
Here, the sponsor retains strategic and operational oversight, using external providers as needed. FSP
arrangements often consist of staffing contracts or unit-based agreements. Typical services under FSP include
clinical monitoring, data management, biostatistics, medical writing, pharmacovigilance, and regulatory affairs.
For example, a sponsor might contract an FSP CRO to supply all Clinical Research Associates (CRAs) for
monitoring, while project management and site selection remain in-house. The key characteristic is that the
sponsor remains the central project coordinator, and CRO(s) provide specialized talent and capabilities within

[28]

defined roles (°! redbock.com) ( www.pharmoutsourcing.com).

Advantages: FSP's greatest strength is flexibility and specialization. Sponsors only pay for—and engage—
exactly what they need. This can yield cost efficiencies: no “one-size-fits-all” overhead is imposed, and teams
can be scaled to workload. The plug-and-play nature of FSP contracts lets sponsors ramp FTEs (full-time
equivalents) up or down within an agreed structure (1?9} www.contractpharma.com) (-9
www.pharmafocusasia.com). If a trial's data entry workload spikes, an FSP provider can add programmable staff
quickly; conversely, resources can be curtailed if work slows. Sponsors can choose the best-in-class vendors
for each function (e.g. a top biostatistics firm, a leading pharmacovigilance specialist), potentially getting
deeper expertise than a generalist full-service CRO might provide. In today’s environment, sponsors cite FSP for
achieving modularity: they avoid having to oversee the minutiae of each outsourced function, because each FSP
provider operates almost like an internal department for that function ("*' www.pharmoutsourcing.com) ('

www.pharmafocusasia.com).

Another advantage is potential cost predictability. Many FSP contracts are role-based, akin to dedicated Time-
&-Materials staffing, where the sponsor pays a fixed rate for each FTE or role (I°°! www.pharmafocusasia.com).
This can simplify budgeting: sponsors estimate expenses based on planned headcount or deliverables, often
with predetermined rates. Sponsors can also benefit from reduced vendor management overhead for routine
tasks: once an FSP framework (e.g. a Master Services Agreement) is in place, adding or rebalancing resources
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can be faster than negotiating new full-scope contracts each time ("*?! www.genengnews.com) ("

www.pharmafocusasia.com).

Disadvantages: FSP places more management burden on the sponsor. Instead of a single vendor, sponsors
may end up coordinating multiple specialized providers and ensuring they all advance the study coherently. This
requires significant in-house project management infrastructure (e.g. a robust vendor management office) and
domain expertise across functions. Inadequate oversight can lead to quality issues or misaligned processes
between providers. Indeed, some industry experts caution that small companies or start-ups should be wary:
“"Managing multiple FSP relationships requires in-house resources and expertise... If you're small, you should
fully outsource a project because you probably have insufficient human resources” (12°! www.genengnews.com).
In other words, the FSP model is most effective for sponsors that are mature enough to supervise specialized
vendors.

Another challenge is contractual complexity. While individual FSP contracts are simpler (often just fixed rates
or work orders), a sponsor might have dozens of such agreements covering different functions and studies.
Financially, there is also the risk of “scope creep”: because functional scopes can be fluid, sponsors must
carefully manage change controls and budgeting. On the flip side, FSP's flexibility can sometimes backfire: if a
new urgent study arises, ramping new FTEs across multiple vendors can take time unless the FSP providers
have talent readily available.

In practice, functional models have evolved over time. Industry thought leaders have identified basic FSP
subtypes (I°?) www.genengnews.com): transactional (spot contracting by project), preferred-provider (a vetted
pool with pre-negotiated terms for quick work orders), and sole partnership (an alliance-like single-vendor FSP
relationship). Preferred-provider FSPs allow sponsors to fast-track staffing since rates/SOPs are pre-set, while
sole partnerships risk complacency unless periodically re-competed. Regardless of the subtype, the common
thread is that FSP suits situations with high volumes of standardized work (e.g. enrolling and managing large
numbers of sites, running many similar studies) or where niche expertise is needed in depth.

In summary, the FSP model offers sponsors the ability to “build their own CRO" using specialized vendors,
balancing cost and expertise against increased oversight. Sponsors considering FSP emphasize their desire to
retain strategic control. As Redbock explains, FSP lets sponsors “outsource only the services required...
supplement operational execution while preserving the sponsor’s control over strategy and data” ([31
redbock.com). When chosen carefully, FSP can yield substantial cost savings and agility. However, success
demands rigorous governance and clarity on responsibilities.

Hybrid and Collaborative Models

In response to the trade-offs above, many sponsors now favor hybrid or full-range models that blend FSO and
FSP elements. Rather than a strict choice, companies may split programs by function. For example, a biotech
might outsource site management and monitoring via an FSP provider while contracting one CRO to handle
pharmacovigilance and medical writing; another sponsor might use a full-service CRO for clinical operations but
supplement with specialist biostatisticians from an FSP. This flexibility is often built into multi-arm contracts or
umbrella agreements.

Leading CROs themselves have adapted by offering blended or “full-range” services. A recent industry blog
by Fortrea notes that sponsor goals increasingly require "blending elements of Full Service Offering (FSO) and
FSP to create a flexible hybrid outsourcing solution” ("'*! www.fortrea.com). Such arrangements can take the form
of alliance partnerships (long-term strategic agreements) or deck-of-services models (where multiple service
lines are agreed pre-emptively). Importantly, these hybrids aim to capture the best of both worlds: for instance,
a CRO alliance may commit to delivering all trial needs while also embedding FSP-style dedicated teams on key
tasks.

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 5 of 15


https://www.genengnews.com/insights/fsps-provide-an-option-to-traditional-cro-approach/#:~:text=There%20are%20three%20basic%20FSP,involves%20an%20open%20bidding%20system
https://www.pharmafocusasia.com/information-technology/emerging-trends-functional-service-outsourcing#:~:text=situation%20it%20provides%20to%20them,about%20the%20management%20of%20out
https://www.pharmafocusasia.com/information-technology/emerging-trends-functional-service-outsourcing#:~:text=situation%20it%20provides%20to%20them,about%20the%20management%20of%20out
https://www.genengnews.com/insights/fsps-provide-an-option-to-traditional-cro-approach/#:~:text=Managing%20multiple%20FSP%20relationships%20requires,%E2%80%9D
https://www.genengnews.com/insights/fsps-provide-an-option-to-traditional-cro-approach/#:~:text=There%20are%20three%20basic%20FSP,involves%20an%20open%20bidding%20system
https://redbock.com/news/fsp-vs-fso-which-model-best-serves-your-needs/#:~:text=Functional%20Service%20Provision%20,control%20over%20strategy%20and%20data
https://redbock.com/news/fsp-vs-fso-which-model-best-serves-your-needs/#:~:text=Functional%20Service%20Provision%20,control%20over%20strategy%20and%20data
https://www.fortrea.com/insights/applying-agile-approach-hybrid-outsourcing#:~:text=At%20Fortrea%2C%20we%E2%80%99ve%20found%20that,sponsor%E2%80%99s%20current%20and%20future%20needs
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fsp-vs-full-service-a-guide-to-cro-outsourcing-models.pdf
https://intuitionlabs.ai/articles/fsp-vs-full-service-cro-model?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fsp-vs-full-service-a-guide-to-cro-outsourcing-models.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fsp-vs-full-service-a-guide-to-cro-outsourcing-models.pdf

E IntuitionLabs

IntuitionLabs - Custom Al Software Development
from the leading Al expert Adrien Laurent

FSP vs. Full-Service: A Guide to CRO Outsourcing Models

Organizations like PHASTAR have observed this evolution. Today’s best practice is often sophisticated
outsourcing rather than pure pendulum swings. One analysis concludes, “What we're observing is an evolution

towards a more sophisticated and agile outsourced model — a balanced and strategic approach that leverages

the core strengths of each model in a more bespoke manner” ('l www.pharmoutsourcing.com). Sponsors

typically define internal criteria (e.g. risk tolerance, internal oversight bandwidth, therapeutic importance) and
allocate parts of their portfolio to the model that fits. The key is alignment: the decision on FSO vs FSP (or

hybrid) must match study needs and corporate structures ("'® www.contractpharma.com) (!

5]

www.contractpharma.com). For instance, if a sponsor budgets per Therapy Area, it might standardize on FSP for

that TA's data programs, while using FSO for early-phase trials to leverage CRO global networks (/**

www.contractpharma.com) ({81 www.contractpharma.com).

Key Considerations: Choosing the most appropriate model is complex. Experts recommend assessing factors

such as the volume and nature of work, sponsor experience, and oversight capabilities. For example, MacGarvey

(2020) advises that the “first key consideration is the nature of the package to be outsourced and how much of
the work will be delivered or overseen by the Sponsor.” At extreme ends, a virtual biotech outsourcing a single

complex pivotal study would lean full-service, whereas a large pharma outsourcing a high-volume data analysis

workload might prefer FSP (”6] www.contractpharma.com). Table 1 below summarizes other pragmatic trade-offs

(e.g. cost structure, flexibility, expertise). Ultimately, many sponsors now plan their outsourcing with a decision

tree covering: trial complexity, resource needs, and contractual structure (\'°) www.contractpharma.com) (I°!

www.contractpharma.com).

Aspect

Scope of Work

Contract Type

Control &
Oversight

Flexibility

Expertise
Depth

Transparency
& Control

Cost Structure

Full-Service CRO (FSO)

End-to-end trial/program execution - CRO
handles all phases of the study life cycle ([7]
redbock.com) ([2]

www.contractpharma.com).

Project- or program-based contract. CRO is
accountable for entire deliverables (often
fixed-price or milestone-driven) ([ﬂ
redbock.com) (%
www.contractpharma.com).

CRO leads project management; sponsor
cedes much control (fewer touchpoints with

specific tasks) ([ﬂ redbock.com).

Less flexible once contracted (scope locked,
changes require negotiation). Suited to
prioritized, stable programs.

Integrated team with broad capability; may be
generalists across functions ([27]

www.contractpharma.com).

May have less transparency into low-level
activities (data processes, monitor activities).
Sponsor focuses on milestones.

Economies of scale for large programs; cost
typically bundled. Potential cost-savings via
volume if multiple programs with same CRO

(21 www.contractpharma.com).

Functional Service Provider (FSP)

Specific functions (e.g. monitoring, data management,
biostatistics). Sponsor retains overall responsibility ([3]

redbock.com) ([4] www.lifescienceshub.ai).

Typically time-&-materials or unit-priced contracts per role
or deliverable. Often role-based FTE agreements or fixed
30]

deliverable bundles (! www.pharmafocusasia.com) (1%

redbock.com).

Sponsor retains strategic oversight and decision-making.
CRO teams operate like extended "“internal” departments

([3] redbock.com) ([28] www.pharmoutsourcing.com).

Highly flexible scaling of resources. Sponsor can adjust
team sizes or skill mix on the fly (within agreed framework)

([29] www.contractpharma.com) ([30]

www.pharmafocusasia.com).

Access to deep functional expertise. CROs specializing in
one area often provide higher proficiency (e.g. expert

[29]

biostatisticians) ( www.contractpharma.com) ([3]

redbock.com).

Greater transparency over tasks and data (sponsor sees
outputs directly). However, sponsor must manage multiple
reports and interfaces.

Pay-as-you-go staffing costs; often lower overhead since
only needed functions are outsourced. Significant cost-

savings possible by optimizing headcount ([33J

. 3 .
WWWw.prnewswire.com) (N] www.pharmafocusasia.com).
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Aspect Full-Service CRO (FSO) Functional Service Provider (FSP)

Complete outsourcing when sponsor lacks

|deal Use infrastructure. Complex, risky or global trials Routine or high-volume tasks (e.g. data entry, monitoring

across many sites), or highly specialized work streams.

Cases needing end-to-end coordination ([25] L . .
Sponsors with internal managers and multiple studies.

www.clinflo.com).

Functional/Staffing CROs and dedicated service partners

Major full-service CROs (IQVIA, Medpace, (e.g. TFS HealthScience, PPD FSP unit, Paragon,

Example
ICON, Covance, Syneos, etc.). Often have L . [23]
Vendors . Bioclinica's staffing, etc.) (
FSP divisions as well.

) o ) : 3
www.appliedclinicaltrialsonline.com) (‘QI redbock.com).

Market Trends and Data Analysis

The CRO industry continues to expand rapidly, driven by global R&D trends. Recent analyses estimate the
global CRO market (all services, full service + functional) at roughly $80 billion in 2023, on track to about
$160B by 2032 (~10% CAGR) ("%} www.clinflo.com). These growth figures align with broader forecasts of 6-7%
annual growth in clinical trial spending through 2030 (1?1 www.pharmoutsourcing.com). Within this, the
functional service provider segment is also growing. Market forecasts (though to be interpreted cautiously)
project the FSP segment to rise from about $14.24B (2022) to $23.59B by 2029, a 7.5% annual CAGR (/"
www.prnewswire.com). Table 2 highlights these market benchmarks.

Market
Metric Global CRO Market (all outsourcing) FSP Contracting Segment
2022/2023 [10] ) 1] ;
Value ~$80 billion (2023 estimate) ( www.clinflo.com)  $14.24 billion (2022) ( WwWWw.prnewswire.com)
2030s =$160 billion by 2032 (~10% CAGR) (/'°! $23.59 billion by 2029 (7.5% CAGR) ("
Forecast www.clinflo.com) WWWw.prnewswire.com)
Primarily driven by clinical trial globalization and Driven by cost pressure, specialization needs ([34]
Relative complexity (24 www prnewswire.com) (18] www.prnewswire.com) (20!
Growth Driver ) } o ' -P ’ )
www.lifescienceshub.ai) www.pharmoutsourcing.com)

Outsourcing Adoption: Surveys and industry reports confirm that outsourcing remains the norm. It is estimated
that roughly 70-75% of drug trials (Phases I-1V) were being conducted under outsourced CRO management
(mostly FSO) by 2025 ([9] www.clinflo.com). In practice, nearly all midsize and large pharma conduct at least part
of their programs via CROs (1°°! www.reuters.com). However, the split between FSO and FSP is shifting. A 2024
industry whitepaper reports 41% of sponsors have recently increased FSP usage, compared to only 27%
increasing FSO ('°! kpslife.com), indicating relative momentum towards functional models. Similarly, procurement
data suggest FSP requests-for-proposal (RFPs) have been rising across the sector (/”!

www.pharmoutsourcing.com).

Regional and Therapeutic Dynamics: Geographically, the Asia-Pacific (especially India and China) continues to
grow as a destination for trials, altering CRO strategies. Lower-cost sites in India have attracted investment - for
example, Parexel plans to add 2,000 staff in India as it seeks to leverage the country’s projected $1.51B clinical
trial market by 2025 (12" www.reuters.com). Many CROs use their global footprint as a selling point in full-service
deals. At the same time, digitalization and decentralized trials have globalized patient access, potentially
benefiting both models. Therapeutically, sponsors of large portfolio disease programs (e.g. oncology) may still
prize full-service CRO coordination, whereas companies focused on narrower indications (rare diseases,
neuroscience) often tailor specialist FSP resources.
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Performance Insights: Recent studies are beginning to compare outcomes. One pilot study (Applied Clinical
Trials, 2023) explored how model choice correlates with trial performance, noting that a more granular view of
outsourcing models (beyond just FSO/FSP) is needed to fully understand impacts (°°!
www.appliedclinicaltrialsonline.com). Anecdotally, sponsors report that smaller CROs (often FSP-oriented or mid-
sized full-service firms) can deliver higher satisfaction and agility for early-phase trials ('°”) www.clinflo.com),
whereas large CROs tend to drive success in mega-phase registrational programs (due to scale). Data also
indicate that hybrid models or strategic partnerships are increasingly considered best practice for large
portfolios, combining the efficiency of centralized planning with the flexibility of distributed expertise (/”!

www.pharmoutsourcing.com).

Case Studies and Examples

Theoretical comparisons soft-land in real-world cases. For example, PD-1: In a published FSP partnership, a
major biotech tasked PPD’s FSP division to handle clinical monitoring for 50 complex trials across 45
countries. Under this model, PPD not only took over all CRA/site support but also launched new studies, while
the sponsor’s annual operating costs dropped by over 20% (“2] www.appliedclinicaltrialsonline.com). PPD
accomplished this by “rebadging” existing sponsor staff (transferring them into PPD employment) and by
consolidating country operations, illustrating how an FSP can efficiently absorb entire staff and sites to
streamline operations (!'?! www.appliedclinicaltrialsonline.com). This example highlights an extreme FSP scenario:
the sponsor retained oversight of study endpoints, while the FSP CRO managed end-to-end monitoring
execution.

By comparison, full-service CRO case studies emphasize integrated problem-solving. Although published
academic examples of entire FSO partnerships with outcome metrics are rarer, practical examples abound in
industry literature. One notable example (synthesized from industry publications) involved a mid-size biotech
needing to run a global Phase Ill oncology trial in 18 countries within 24 months. A full-service CRO partnership
was used. The CRO deployed global regulatory teams to synchronize submissions across regions and a
multilingual CRA network for site training, along with a centralized risk-based monitoring framework to
overcome recruitment delays. The result was on-time study completion and a successful dossier submission,
illustrating how an FSO can accelerate complex trials via integrated resources (for details, see Clinical Research
Made Simple case study series (www.clinicalstudies.in) (www.clinicalstudies.in)).

In practice, many sponsors adopt mixed strategies: for lower-risk routine trials they may use FSP (or even
insourcing), while for high-profile Phase lll studies they partner with a top CRO full-service. Clearly, the best
practice often lies between pure extremes. A recent industry commentary emphasizes that leading
organizations are evolving “towards a more sophisticated...agile outsourced model” that "leverages the core
strengths of each model in a bespoke manner” (“4] www.pharmoutsourcing.com). As one CRO executive put it:
sponsors want flexibility to swap in specialist help as needed, without sacrificing integrated management when

16]

timelines or stakes are critical (") www.pharmoutsourcing.com) (1'®) www.contractpharma.com).

Implications and Future Directions

Strategic Implications: The choice between FSO and FSP models (or an optimum blend) has deep implications
for drug development strategy and cost management. Sponsors should match the model to their capabilities
and project portfolio. Small biotechs, with limited oversight bandwidth, may pay the price if they overuse FSP:
they risk lapses in coordination across vendors (:2°) wwww.genengnews.com). Conversely, big pharma may
underutilize efficiencies if they default to giant CROs for all tasks. Procurement and R&D leaders thus need to
define clear criteria (Table 1 lists several) and negotiate contracts accordingly. Multi-year alliances and
framework agreements can help streamline future outsourcing actions under an FSP model by pre-positioning
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capabilities and terms. On the FS side, sponsors must ensure robust KPIs and governance clauses to guard
against delays and misaligned incentives.

Technological Trends: Emerging technologies are reshaping outsourcing models. Analytical tools (Al-driven
trial optimization, real-time monitoring dashboards) can be embedded in either model, but may favor FSP’s
staff-based integrations. Industry thought pieces on “CRO 2.0" describe how advanced data science, machine
learning, and remote data capture will be leveraged by CROs (HBW www.lifescienceshub.ai). For example,
automated data-handling might allow FSP teams to work more transparently with sponsors’ systems, while
decentralized trial platforms could be offered by full-service CROs as part of an all-in program. Agile digital
CROs might even offer hybrid roles: e.g. a global data platform provided by one partner, with FSP "data
managers” overseeing it at client sites. The key is that regardless of model, CROs are investing in technology to
enhance efficiency.

Workforce and Organization: The two models also shape organizational structures. Full-service CROs tend to
maintain large internal staff and broad teams, allowing employees to experience diverse functions within one
employer (°¢) www.clinicalresearchnewsonline.com). Functional CROs (or FSP divisions) concentrate deep
expertise; their hiring focuses on specific skills and the teams often work on long-term client engagements ([391

www.clinicalresearchnewsonline.com) (MOJ

www.pharmexec.com). This has talent market implications: specialized
talent may prefer working at niche firms, while others seek the variety of a big CRO. Outsourcing strategies
likewise influence incentives: an FSO model might give a single CRO end-to-end performance accountability
(including patient retention, data quality, etc.), whereas FSP spreads that accountability across various

providers, requiring tight integration roles on the sponsor side.

Economic Outlook: Financially, the CRO industry is healthy: as of mid-2025 leading CROs (Danaher, Medpace,
IQVIA, ICON, Thermo Fisher) reported strong earnings and renewed demand ("*" www.reuters.com). This
suggests sponsors continue to spend robustly on trials, even amid economic pressures. However, analysts
caution the environment remains uncertain (e.g. funding constraints, geopolitical risks) (\?! www.reuters.com). In
this context, sponsors drive hard bargains and demand flexible models. We may see more risk-sharing (e.g.
milestone-based FSP fees) and innovative contracting in response. Hybrid partnerships (sometimes called
“integrated risk alliances") are likely to become more formalized.

Regulatory and Compliance: As regulations grow more complex globally, FSP firms offering regulatory
expertise could become more popular. Sponsors underwhelmed by full-service generalists may contract FSP
regulatory teams in emerging markets. Conversely, FSO providers invest in building regulatory centers of
excellence to entice sponsors with the promise of compliance ease. The 2022 EU Clinical Trials Regulation,
Health Authority initiatives, and data privacy laws (GDPR/others) all add overhead, making regulatory know-how
a key competitive factor.

Future Outlook: Looking forward, both models are expected to remain relevant. Surveys indicate continuing
adoption of outsourcing overall (?°) www.pharmoutsourcing.com). Industry experts agree that rather than
“pendulum swings” between models, sponsors will optimize hybrid approaches. Fortrea (2024) advises that
sponsors “choose the model that truly meets your needs,” implying a need for case-by-case planning (/'°!
www.fortrea.com). Advances in trial design (e.g. adaptive trials, complex master protocols) might advantage full-
service platforms that can coordinate global logistics, yet such trials also require specialized analytics (an FSP
forte). In precision medicine fields, highly specialized FSP teams (e.g. expertise in genomic data analysis) may

become a necessity.

Ultimately, the strategic implication is that outsourcing model selection is itself a strategic decision.
Sponsors must consider long-term implications: an FSP partnership today could harden into a strategic alliance
for a core function, while an FSO deal might set a precedent for how broadly any major program is outsourced.
Current thought leaders recommend flexibility: be ready to shift parts of a program between FSO and FSP as
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studies evolve (/! www.pharmoutsourcing.com) (!'*) www.pharmoutsourcing.com). The winners will manage
outsourcing as an integral part of their development strategy, backed by data on costs, quality, and speed.

Conclusion

In summary, Full-Service and Functional Service Provider outsourcing models each offer unique value
propositions for pharmaceutical development. Full-service CROs excel at integrated project leadership and one-
stop convenience (1! www.contractpharma.com) (I redbock.com), making them ideal when sponsors lack
infrastructure or need global coordination. FSP specialists deliver targeted expertise and workforce flexibility (!

30]

redbock.com) (%7 www.pharmafocusasia.com), reducing costs on high-volume or specialized tasks. The market

data demonstrate both models are growing: global CRO spending is rising (doubling by 2032 (/0!

[11]

www.clinflo.com)), and FSP is one of the fastest-growing segments (' www.prnewswire.com).

Successful sponsors choose a mix that aligns with their capabilities and the demands of each program (!'°!
www.contractpharma.com) (") www.pharmoutsourcing.com). As many observers note, the industry is shifting
toward hybrid and alliance models, blending FSO and FSP to gain agility and efficiency (\'*! www.fortrea.com)
(") www.pharmoutsourcing.com). Future developments in technology and trial design will continue to influence
this balance. Importantly, all claims here are grounded in industry sources and data ("*! www.contractpharma.com)

(2] www.appliedclinicaltrialsonline.com).

Each sponsor must carefully evaluate its R&D objectives, oversight resources, and cost constraints. There is no
universally “"best” choice. Rather, ongoing assessment and flexibility are key. As the contracts and case studies
in this report illustrate, the right CRO model can accelerate timelines and save costs, but only if it is matched to

the project’s needs and managed diligently. In the evolving landscape of clinical research, the hybridization of

full-service and functional models appears to be the future path “to truly meet [sponsor] needs” (I'*

www.fortrea.com) (!

Tables:

Outsourcing

Model

Scope

Contracting

Management

Expertise

Flexibility

Cost
Structure

141 www.pharmoutsourcing.com).

Full-Service (FSO)

All trial activities (end-to-end) ([1]

redbock.com)

Single CRO accountable for entire

trial/program ([ﬂ redbock.com)

CRO project management and integrated team

() www.contractpharma.com)

Broad but possibly generalist; scale and
network strengths ([2J
www.contractpharma.com) ([22]

www.pharmtech.com)

Less flexible to change (scope fixed); best for
pre-planned projects

Fixed-fee or milestone-based; possible
volume discounts ([2‘

www.contractpharma.com)

Functional (FSP)
Specific functions/roles (monitoring, data mgmt, etc.) ([3]

redbock.com)

Often multiple contracts or SOWs; sponsor retains
oversight (1! redbock.com) (128

www.pharmoutsourcing.com)

Sponsor-led management; CRO teams act as extensions of

sponsor's team (‘3| redbock.com)

Deep functional expertise; staff often highly specialized in
one area ([29] www.contractpharma.com) ([3]
redbock.com)

Highly flexible staffing (scalable resource model) ([30]

www.pharmafocusasia.com)

Resource-based (time & material or fixed FTE rates);

potential cost savings on narrow scope (/7

WWW.prnewswire.com)
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Outsourcing . .
Full-Service (FSO) Functional (FSP)
Model
Small sponsors lacking infrastructure; Sponsors with strong vendor management; repetitive or
Ideal For complex single studies requiring end-to-end specialist tasks; supplementing internal teams (47!
execution (I2°) www.clinflo.com) www.appliedclinicaltrialsonline.com)

Can be inflexible; potential gaps in specialist

127] Requires high sponsor oversight; coordination of multiple
(

Key Drawback depth; complex to alter mid-course . [26]
vendors; risk of scope creep ( www.genengnews.com)

www.contractpharma.com)

Market

Global CRO (all models) FSP Segment
Segment
2022/23 =$80 billion (CRO services) ('

. . $14.24 billion (" www.prnewswire.com
Market Size  \ww.clinflo.com) ( . )

Forecast . [10] . o [11] i
(2030s) =$160 billion by 2032 ( www.clinflo.com) $23.59 billion by 2029 ( Www.prnewswire.com)
CAGR ~10% (2023-2032) (”0] www.clinflo.com) 7.5% (2023-2029) (W] WWW.prnewswire.com)
Rising trial complexity, globalization ([34] Need for cost efficiency, specialization, regulatory expertise
Growth www.prnewswire.com) (1% (1341 www.prnewswire.com) ({20!
Drivers -P : ) ( ’ -
www.lifescienceshub.ai) www.pharmoutsourcing.com)

References: Key claims are supported by industry publications and data sources. For example, MacGarvey
(2020) and clinical outsourcing surveys describe the FSO and FSP advantages and considerations (/*!

www.contractpharma.com) (°) www.contractpharma.com): market forecasts on CRO spending are cited (I'”’

www.clinflo.com) (" www.prnewswire.com); and case study evidence comes from trade articles (I

www.appliedclinicaltrialsonline.com) (www.clinicalstudies.in) and reputable news outlets (" www.reuters.com) (12"
www.reuters.com). All numerical data (market sizes, survey percentages) and expert observations are tied to
citations as indicated above. Each claim in this report can be traced to these sources for validation and further
reading.
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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.

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.
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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.
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