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Executive Summary

The Request for Proposal (RFP) is the cornerstone of sponsor-led vendor selection in clinical trials, enabling
pharmaceutical and biotechnology companies to solicit competitive bids from Contract Research Organizations
(CROs). In today's clinical research environment, outsourcing is ubiquitous — surveys report that around 75—
81% of sponsors use outsourced services (H\ www.clinicalleader.com) (‘2‘ www.clinflo.com). Drawn from a range
of therapeutic and operational needs, sponsors issue RFPs to ensure that CROs align with their scientific goals,
timelines, and budgets. A well-crafted RFP with detailed protocol summaries, clear scope of work, and defined
performance metrics yields more accurate and comparable proposals ([3] www.rhoworld.com) ([4]
www.appliedclinicaltrialsonline.com). Conversely, inadequate or vague RFPs invite inconsistent bids, scope creep,
and strained sponsor—-CRO relationships — as one authority warns, “An inadequate RFP leads to inadequate
proposals, which leads to an inadequate project plan...and the potential collapse of the relationship between

sponsor and CRO" (°! www.appliedclinicaltrialsonline.com).

This report provides an in-depth examination of the RFP process in clinical trials from multiple perspectives. We
trace the historical evolution of CRO outsourcing and the regulatory impetus for rigorous vendor selection. We
then dissect each stage of the RFP lifecycle — from initial feasibility assessments (often via an RFI) through
drafting, distribution, proposal evaluation, and award. For sponsors, we analyze how to define outsourcing
strategy, specify technical requirements, and incorporate oversight and compliance requirements into the RFP.
We summarize best practices (and common pitfalls) in RFP development: ensuring full operational readiness
before issuing an RFP, supplying complete trial parameters (site numbers, phenotypes, timelines, etc.), and

integrating cross-functional teams (clinical, procurement, quality) into the process (\°’

www.appliedclinicaltrialsonline.com) () www.rhoworld.com). Perspectives from both sponsors and CROs are
highlighted - for example, some CROs caution that sponsors may inadvertently use RFP cycles simply to mine

feasibility data beyond the intended bid process (I’ trialhub.com).

We include illustrative case scenarios, expert advice, and data-driven insights (including market forecasts). For
instance, the global CRO market was estimated at $79.5 billion in 2023 and is projected to double by 2032
(CAGR ~9-10%) ('®! www.contractpharma.com) (") www.clinflo.com), reflecting intense competition for clinical
projects. We present tables summarizing RFP content elements and sponsors’ common mistakes (with
remedies) to organize this information. Finally, we discuss future directions: the role of e-procurement and Al
in RFP management, evolving outsourcing models (e.g. shifts toward functional-service provision), and
regulatory trends (such as ICH-GCP E6(R2) emphasizing sponsor oversight even with CROs). This
comprehensive analysis, grounded in industry data and expert sources, aims to guide sponsors in crafting
effective RFPs and navigating the bid process successfully.

Introduction and Background

The growth of CRO partnerships. Since the mid-20th century, pharmaceutical companies have steadily
outsourced clinical development tasks to specialist CROs. Early CRO firms emerged in the 1970s, and over the
past decades outsourcing has flourished. One analysis found that global spending on CRO services grew at an
average of ~15% annually from 1985 through 2005, reaching an estimated $8 billion by the mid-2000s (/!
www.appliedclinicaltrialsonline.com). Outsourcing has since become the norm: in one survey, 82% of sponsors
reported using two or more full-service CROs in a given year (!'") www.appliedclinicaltrialsonline.com). Today, more
than 50% of R&D budgets in pharma/biotech go to external services (including CRO support) (W
www.clinicalleader.com). Clinical development complexity — new modalities, global trials, specialized endpoints —
drives this trend. As Sponsor X must navigate advanced therapies and large datasets, CROs offer needed
expertise and infrastructure to execute trials efficiently (1°! www.contractpharma.com) (\°! www.clinflo.com).
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Defining the RFP in clinical outsourcing. In procurement parlance, a Request for Proposal (RFP) is a formal
invitation by the sponsor for vendors to bid on a defined scope of work. In the context of clinical trials, sponsors
(the drug- or device-developing company) issue RFPs to pre-qualified CROs, detailing the protocol or study
synopsis, key deliverables, timelines, and expectations. The CROs then prepare proposals outlining their
approach, resources, timelines, and costs for the trial. The sponsor evaluates these proposals according to
predetermined criteria (expertise, cost, timelines, quality systems, etc.) and awards the contract to the most
suitable CRO ('?) www.appliedclinicaltrialsonline.com) (°) www.rhoworld.com). The winning CRO's proposal, built
on the RFP’'s framework, essentially becomes the project plan. As one industry source notes, “Sponsors typically
select CROs in a competitive bid process. Sponsors issue an RFP to a number of CROs. The RFP describes the

project the winning CRO will perform” ([12] www.appliedclinicaltrialsonline.com).

Role in ensuring comparability and clarity. Using a structured RFP helps sponsors compare “apples to
apples.” By supplying each CRO with the same comprehensive information, proposals become aligned on scope
and assumptions. Clinical operations experts emphasize that a detailed RFP yields more accurate and

4]

comparable bids ("°! www.rhoworld.com) (1) www.appliedclinicaltrialsonline.com). For example, providing the

number of sites and subjects, visit schedules, and case report form outlines enables CROs to base budgets on

the same parameters (!'*) www.rhoworld.com) (!

www.appliedclinicaltrialsonline.com). Clear RFPs reduce the need
for CROs to guess, and prevent hidden assumptions that make evaluation difficult. Conversely, a nebulous or
"light" RFP often leads to widely divergent bids and eventual misalignment.As Bradley Anderson warns, “The
plan the CRO wants [to win the bid] will be the one that...risks you will have a [project] plan not reflecting their
actual needs. ... CROs have learnt that, on average, a low price wins contracts” ('*!
www.appliedclinicaltrialsonline.com). In practice, budgets can balloon if the initial RFP is incomplete: only later

does the sponsor realize the study as executed requires much more resources than the bid reflected.

Current landscape and market context. Outsourcing and RFP dynamics do not occur in a vacuum. Today's
CRO industry is large and growing. Contract Pharma recently reported the global CRO services market at $79.5
billion in 2023, with projections to $175.5 billion by 2032 at ~9.3% CAGR (!° www.contractpharma.com).
ClinFlo Consulting estimates similar trends, noting the market (~$80 billion in 2023) is on track to double by the
early 2030s ("°! www.clinflo.com). This explosive growth reflects sponsors’ pressing needs: rising trial
complexity, higher regulatory hurdles, and data demands compel sponsors to engage specialized CRO
capabilities (e.g. advanced analytics, decentralized trial tech). As IQVIA's Gary Ellsworth observes, sponsors
face "increasing pressure to accelerate clinical research ... while navigating multiple broader factors, including
regulatory changes, policy shifts, investment challenges, [and] adoption of advanced technologies” (”51
www.contractpharma.com). In a competitive market with dozens of top-tier CROs (and hundreds of niche service
providers), the RFP process is a critical battleground where sponsors obtain best value, and CROs vie for prized
programs.

Importance of RFP quality. Given this high-stakes environment, the RFP must be precise. Clinical operations
experts consistently note that sponsor missteps in writing RFPs lead to downstream problems. In short: garbage
in, garbage out. If the RFP omits key details or is inconsistently structured, CROs will make their own
assumptions to fill gaps — and each may ratchet assumptions to favor its pricing. This undermines bid
comparability and can blemish quality. Both sponsors and consultants have stressed that “the more details
included in the RFP, the more accurate the bid" ("'°) www.clinicaltrialsarena.com), and that “an inadequate
document leads to inconsistencies among bidders, a poor project, bad budget management and a problematic

relationship” (" www.clinicaltrialsarena.com).

Structure of this report. We proceed by outlining the RFP lifecycle and the roles of sponsors and CROs. The
report includes: an analysis of pre-RFP planning (including RFI/pre-qualification), RFP drafting and content
essentials, evaluation and selection processes, common pitfalls and best practices (with quantitative examples),
and case studies illustrating successes and failures. We also examine future developments in RFP management
(such as digital procurement tools and Al) and draw conclusions on how evolving trends (e.g. Functional Service
Provider models, decentralized trials) will shape the sponsor-CRO bidding process. Throughout, claims are
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supported by industry surveys, expert commentary, and regulatory guidance to provide a comprehensive,
evidence-based perspective on how sponsors effectively ask CROs for bids in clinical trials.

The RFP Process: Steps and Strategy

Sponsor Outsourcing Strategy and Preparation

Before issuing any RFP, sponsors must define their outsourcing strategy. This involves clarifying what tasks
will be outsourced, what remains in-house, and what mix of service vendor models suits the company's needs.
Sponsors may decide between full-service CROs (FSO) for end-to-end trial execution, functional service
providers (FSP) for discrete functions, or hybrid models. As experts note, a crucial early step is to ask: Why are
we outsourcing, and what are our goals? ( ). Drivers might include capacity constraints,
geographic expansion, or leveraging specific expertise. Large pharma often favor FSP/hybrid to retain in-house
control over core processes, whereas biotech firms (with few internal resources) typically rely on full-service
CROs for complete trial management ( ) ( ). For chief smaller biotechs, "full-
service outsourcing (FSO) still accounts for the majority of outsourced trials — somewhere in the region of 60—
70%" ( ), whereas big sponsors increasingly mix and match (ClinFlo reports 35% of sponsors
raising FSP use in 2024 vs 29% for FSO) ( )-

Crucially, before issuing an RFP, sponsors are advised to do their homework on the clinical plan. Brad Anderson
emphasizes that sponsors too often issue RFPs without a solid understanding of trial needs. If too many details
are left undefined, a CRO may propose only a "bare-bones” plan to win on price, leaving the sponsor vulnerable
to under-scoped trials ( ). Sponsors should instead invest internal effort or
consultancy to crystallize the protocol, endpoints, and critical assumptions (e.g. expected adverse event rates,
monitoring frequency). Even if some specifics will be finalized with the CRO, having a detailed initial plan keeps
control on the sponsor side. As Anderson explains, sponsors who fail to define key needs are essentially inviting
CROs to "design a plan they want, not the one the sponsor needs...focusing more on price than on what [their]
actual needs were" ( ).

Some organizations formalize this planning via a Make-vs-Buy analysis or as part of a portfolio strategy (

). The sponsor’s outsourcing team (often a cross-functional committee of clinical leads,
project managers, and procurement) defines scope and budget. It is prudent at this stage to establish
evaluation criteria and processes for the impending RFP. In addition, sponsors should verify that they can meet
oversight obligations: under ICH-GCP E6(R2), sponsors remain ultimately responsible for trial quality and
data integrity, even when duties are delegated to CROs ( ). Thus the RFP should be
drafted with regulatory compliance in mind, ensuring that any CPCs (Critical Processes and Procedures)
outlined are aligned with sponsor’s quality management plan.

In summary, the pre-RFP phase involves: documenting the trial scope, determining needed resources, choosing
an outsourcing model, and assembling an RFP development team (often including clinical, regulatory, legal, and
procurement experts). Only once the sponsor’s internal needs and parameters are well defined should the
formal RFP document be compiled. This preparation helps avoid later scrambling for details, clarifies budgeting,
and puts the sponsor in a proactive position when negotiating with CROs.

Pre-Qualification and RFI

Before actually sending out detailed RFPs, many sponsors conduct an initial Request for Information (RFI) or
vendor pre-screening. The purpose of an RFl is to get to know potential CROs' capabilities and gauge which
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ones are suited to the project’s needs (\*°! www.clinicaltrialsarena.com). Sponsors may circulate an RFI to a broad
list of possible vendors, asking for high-level information about experience, capacity, and core competencies.
Key RFI items often include: corporate overview, therapeutic area expertise, prior relevant trials, quality systems,
staffing, regulatory track record, and references ("*°! www.clinicaltrialsarena.com). Sponsors may also invite CROs
to give brief presentations or answer questionnaires. The RFI helps sponsors shortlist CROs: typically only
those meeting the project’s core requirements (e.g. geographic footprint, therapeutic familiarity, adequate
manpower) are invited to the formal RFP stage ('*/! www.clinicaltrialsarena.com).

Segmenting this process can enhance efficiency. For instance, if a project is localized to Russia, China, and
Latin America, an RFI can include geographic operations and site access data to screen for relevant presence.
The sponsor then proceeds with RFP only among candidates who clear the RFlI filter. This two-tiered approach
ensures the final RFP pool is manageable and composed of qualified contenders. The Clinical Trials Arena
stresses, "The purpose of the RFI is to gain maximum information about potential partners and determine if they
have the capabilities to be included in a more formal RFP process."” Without this step, sponsors risk issuing full
RFPs to many unqualified bidders or overlooking specialty CROs that silently meet the need.

Often, large or strategic projects also involve an innovative partnership approach. For example, some
sponsors establish “preferred provider” relationships with certain CROs via master contracts or blanket
purchasing agreements, and then issue project-specific RFPs only to that preferred list ("*°!
www.clinicalleader.com). This recognition of strategic long-term partners coexists with spot RFPs for one-off
needs or capacities beyond the preferred network. In all cases, the principle holds: do not issue a broad, open
RFP without narrowing the field through RFIs or prequalification.

Drafting the RFP Document

Once the sponsor has defined its needs and shortlisted CRO candidates, the formal RFP document is drafted. A
high-quality RFP is typically a comprehensive package containing: study background, scientific objectives,
detailed scope of work (SoW), protocol synopsis or appendices, timeline and milestones, budget guidance, and
evaluation criteria. The language must be precise and unambiguous. Grounds for later disputes can be
minimized by carefully outlining responsibilities for both sponsor and CRO, and by stating any mandatory
compliance requirements (e.g. adherence to ICH GCP, local regulatory filings, data privacy laws).

Essential components of the RFP: While formats vary by sponsor, most effective RFPs include the following
sections:

e Sponsor and Program Overview: Background on the sponsor’s organization and the investigational product or program.
This may cover disease indication, development history, and high-level objectives. Providing this context helps CROs tailor

their approach and demonstrate relevant expertise (‘3] www.rhoworld.com).

e Study Description/Protocol Synopsis: A summary (or full copy) of the clinical protocol, including primary endpoints, study
design (phases, arms, randomization schema), key inclusion/exclusion criteria, and any unique aspects (e.g. biomarkers,
adaptive design). Important cost drivers such as the number of planned subjects and procedures should be mentioned. For
example, the Rho guide advises sponsors to provide “details about the study, such as number of sites, number of subjects,

types and frequency of procedures and assessments” to ensure accurate costing (“3] www.rhoworld.com).

e Scope of Work (SoW): The specific activities the CRO will perform. This could range from full-trial management (site
identification, monitoring, data management, etc.) to select functions (e.g. only pharmacovigilance or biostatistics). The RFP
must clarify which tasks remain with the sponsor or other vendors. For instance, it should enumerate CRO responsibilities
such as site qualification visits, regulatory submissions, safety reporting, database build, etc. If any services like central lab

work, IRT services (interactive response technologies), or specialized testing are needed, this section notes them ([29]

www.rhoworld.com).
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e Timelines and Milestones: Expected project schedule including key dates (e.g. contract negotiations target date, study
startup, first patient in/out, last patient out, database lock). Precise timing allows CROs to plan resourcing. The sponsor may
specify milestone deadlines or ask for a draft Gantt chart.

e Budget and Assumptions: While an RFP does not usually name a total budget, it should give enough information for CROs
to estimate costs. Sometimes sponsors provide a cost ceiling or ask CROs to bid within a rate structure. Key assumptions
(like number of queries per subject, monitoring frequency) should be given or requested explicitly ([301
www.appliedclinicaltrialsonline.com). Many RFPs include a budget grid format for CROs to fill, although caution is
warranted (see "Mistakes” section below). At minimum, the sponsor should instruct bidders on currency, payment terms,
and any desired cost breakdown.

e Evaluation Criteria: The metrics and scoring the sponsor will use to compare proposals. Common criteria include
technical/lhuman resources capabilities, relevant experience, quality systems, proposed solution or project plan, and cost
competitiveness. Sponsors often weight factors (e.g. 40% technical, 30% price, 20% quality track record, etc.). Stating
these guidelines fosters transparency and drives CROs to address what the sponsor values most.

e Instructions to Bidders: Practical guidance such as submission deadline, contact person, questions deadline, and required
format (paper, PDF, slide deck). The sponsor may allow an open question period or a bidder's conference to clarify
uncertainties. Often, all CRO questions are answered in an amendment so that all bidders have the same information.

It is critical not to skimp on RFP detail. Many sources warn against sending just a bare-bones description (e.g.
a short email, a loose protocol outline) to CROs (°") www.clinicaltrialsarena.com). A lean RFP forces providers to
“guess the missing pieces,” leading to diverging assumptions. Instead, sponsors should aim for a standalone
RFP document (often 20-50 pages or more) that can be appended by protocol or annexes. This includes
appendices or links to relevant documents (protocol, investigator brochure, sample CRFs, draft informed
consent forms, etc.) so CRO bidders have full context. Clinical Trials Arena advises: “Avoid sending an isolated
protocol synopsis or emails with minimal information to the CROs. You have to write/compile your full RFP

document” (1°?! www.clinicaltrialsarena.com).

Checklist of RFP content items: Several industry guides compile lists of what to include. From references [5],
[11], [29], and others, we can tabulate key RFP elements as follows:

Element Details to Provide

Overview of compound/device, mechanism, development stage, prior studies or results. Sponsor
Clinical Background 3]
organization and program pipeline overview ('~ www.rhoworld.com).

Epidemiology/Indication Disease background, standard of care context, target patient population demographics.

) . Phase, design (e.g. double-blind, placebo-controlled), number of arms, randomization, endpoints
Trial Synopsis K o K i o
(primary, secondary), major inclusion/exclusion criteria.
Planned regions/countries. If site network known, list site qualifications (e.g. an Alzheimer’s study

Sites and Geography . X . .
may list dementia centers). Ask for site fees if needed.

X Total enrollment target, by arm if applicable, and any subgroup or cohort breakdowns (e.g. PK
Number of Subjects cohort)

. Schedule of assessments per subject (screening, treatment visits, follow-ups), along with any
Visit Schedule . . o .
imaging or lab work. Use of eDiaries, ePRO, or biomarker assays.

Indication of data capture: provide draft CRFs or list of key data domains (demographics, labs,

Data and CRFs K
adverse events, etc.). Mention EDC or eCRFs.

SAE/AE definitions, expected event rates (if known), oversight (e.g. Data Safety Monitoring Board

Safety/AE Plan . . .
requirement), expedited reporting needs.

Known submission plan (e.g. IND/CTA planned, primary regulator), any orphan/fast-track status,

Regulatory Strategy . . .
compliance expectations (ICH GCP, EU Rep requirements, etc.).

. Quality management expectations (audits, SOP compliance), required certifications (ISO, etc.).
Quality/Procurement . . . .
Review history with CRO, vendor oversight approach.
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Element

Timeline/Milestones

Roles & Responsibilities

Regulatory/Admin Tasks

Budget Assumptions

IT/Systems

Other Vendors

Evaluation Criteria

Budget/Finance

Legal Terms

Submission
Instructions

RFP in Clinical Trials: A Guide to CRO Vendor Selection

Details to Provide

Enrollment start-end, study completion date, database lock, interim analyses, site activation

goals, submission targets.

Clear demarcation: what functions CRO does vs sponsor or other vendors (e.g. if sponsor will
supply IRT or lab management, or if CRO should provide those).

If CRO to handle regulatory filings (IND/NDA disturbances, EU amendments, etc.), language
requirements, import/export licences, etc.

Any assumptions for costing: # queries per patient, # AEs per patient to track, monitoring
intensity (e.g. visits vs remote), enrollment rates. Ask CROs to list their assumptions if needed

(‘”O‘ www.appliedclinicaltrialsonline.com).

Specify which technology platforms will be used (e.g. EDC system, CTMS, trial master file

repository, eTMF). CRO should note integration requirements.

Identify any co-vendors (central labs, limited-service CROs, imaging analysis, IVRS/IXRS
providers, etc.) and whether costs should be coordinated.

Weighting of price vs quality, specific scoring scheme if any. Emphasize priority factors (e.g. time
to start, patient recruitment plan, CRO experience).

Currency, invoicing schedule, payment terms (fixed-price vs time-and-materials), any requested
rate card.

Inclusion of key contract points (indemnification, liability caps, data ownership, audit rights).

Sometimes sponsors attach a draft master agreement.

Format (PDF, hard copy), number of copies, contact info, deadline (date/time), Q&A submission
deadline, annexes list.

By systematically covering these areas, sponsors can minimize ambiguities. Many RFP templates and checklists

exist in industry references (/! www.appliedclinicaltrialsonline.com) (%) www.rhoworld.com). Table 1 (below)
illustrates the components and rationale in RFP drafting:

RFP Section

Project Overview

Protocol/Study Synopsis

Scope of Work (SoW)

Responsibilities (CRO vs
Sponsor)

Sites [ Geographies

Timelines & Milestones

Data Management & Tech

Contents [ Details

Sponsor/program background, indication,
objectives

Design (randomization, arms), endpoints,
inclusion/exclusion, visit schedule

Detailed tasks by study stage (start-up,
enrollment, monitoring, data, stats,
safety, close-out)

State what sponsor will do (e.g. supply
drug/device, manage certain vendors)

Countries, number of sites (if known),
site qualification criteria

Key dates: RFP due date, kickoff, first
patient infout, interim analyses, last
patient, DB lock, report delivery

EDC system, data transfer, security
standards, reporting frequency

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

Purpose [ Example

Contextualize the trial; e.g. "Phase Il trial of
compound X for osteoporosis; patient population,

development stage.” ([3] www.rhoworld.com)

Align on core study plan; e.g. "100 patients, 3
sites, randomized 1:1, 12 visits over 24 weeks."

(“3] www.rhoworld.com)

Define CRO deliverables; e.g. "CRO responsible for
site monitoring, data entry, central lab
coordination.”

Avoid duplication or gaps; e.g. “Sponsor provides
drug supply logistics; CRO manages randomization

via Sponsor’s IRT."

Help CRO scope region-specific work; e.g. "5 EU
countries, each 3 high-volume hospitals.”

Ensure timetable alignment; e.g. “Target first
patient in by Q2 2025, database lock by end of
2026."

Specify IT requirements; e.g. "Using Sponsor's
Medidata Rave; CRO must provide SOC 2 Type Il
compliance.”
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RFP Section
Regulatory/Compliance

Requirements

Budget & Financial Terms

Quality Expectations

Legal [ Contractual Issues

Evaluation Criteria and
Process

Submission Instructions

Appendices and
References

IntuitionLabs - Custom Al Software Development

Contents [ Details

Expected regulatory submissions (IND,
PRO, NDA), local regulations, audit rights

Pricing format (time&materials, fixed),
rate card (if applicable), currency,
invoicing frequency

SOP compliance, KPls, audit rights,
escalation paths

Key clauses (confidentiality, liability,
termination rights), or reference to
attached model contract

How proposals will be scored/factored,
timeline of selection, points of contact

Format requirements, submission
portal/email, number of copies, due
date/time, contact for queries

Protocol, IB, CRFs, SOP samples, past
study data (if needed)

RFP in Clinical Trials: A Guide to CRO Vendor Selection

Purpose | Example

Confirm CRO's regulatory roles; e.g. "CRO to
submit IND amendment; Sponsor to manage final
document sign-off.”

Guide bidders on cost structure; e.g. “Submit
effort estimates in aggregate and resource-hourly
rates.”

Set quality bar; e.g. "CRO must comply with
Sponsor’s QA Plan; allow Sponsor audits at site
and vendor level."

Signal terms; e.g. "Award is subject to Sponsor’s
standard CRO Agreement (draft provided).”

Transparency for CROs; e.g. "Proposals scored on
40% technical approach, 40% cost, 20% quality
history."

Avoid logistical confusion; e.g. “Submit PDF via
secure portal by 5pm EDT on June 15. Questions
due June 8."

Provide source documents; e.g. “See attached
Phase | study report and draft CRF for reference.”

Table 1: Key sections and content of an RFP for CRO services in clinical trials (compiled from industry sources

("3 www.rhoworld.com) ('*! www.appliedclinicaltrialsonline.com)).

Request for Quotation (RFQ) vs Request for Proposal (RFP)

In some outsourcing processes, sponsors may choose between a Request for Proposal (RFP) and a simpler
Request for Quotation (RFQ). The RFP is typically used when solutions are complex and service delivery
models vary; it invites detailed proposals, project plans, and cost breakdowns (/%!

www.appliedclinicaltrialsonline.com) (131 www.rhoworld.com). An RFQ, by contrast, usually assumes a defined

scope and asks vendors to quote prices or fill a budget grid. In clinical trials, RFPs are far more common than

RFQs, because every trial has bespoke scientific and operational requirements. If a sponsor already has a

standardized process and only needs price bids (for example, routine lab tests or supplies), an RFQ might

suffice. However, when selecting a CRO for a new trial, the emphasis is on evaluating approach and capability as

much as price. Vendors like to compare "apples to apples,” which requires an RFP’s narrative detail, not just

line-item pricing.

Some sponsors also use a Request for Information (RFI) stage (as above) strictly to pre-qualify or gauge
interest. Others might send a short Request for Interest (RFI) or “Request for Indication” to confirm capacity

before the full RFP. Regardless, once the decision is to proceed, RFP is the document that drives the

competitive bid.

Issuing the RFP and Q&A Process

When the RFP package is finalized, sponsors formally distribute it to the selected CROs (often by secure email,

portal, or a procurement system). A bid deadline is set, giving enough time (typically 4-6+ weeks for large

Phase lll, shorter for smaller trials) for CROs to prepare thorough proposals. During the bid period, sponsors
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usually allow questions from CRO bidders. These queries and sponsor responses are logged and shared with all
bidders to ensure fairness (no hidden information advantage). Sponsors may hold a bidder’s conference or one-

on-one calls to clarify any complex matters.

Sponsorship organizations should clearly communicate logistics: submission format (e.g. PDF, number of
pages), confidentiality requirements, and timeline for decision. It is advisable to state that any proposal changes
after submission (except clarifications or best-and-final offers, if requested) are not permitted. In general,
timeliness and adherence to instructions are often considered in evaluation scoring as part of the CRO's

responsiveness.

RFP Content: Details and Requirements

Crafting an RFP for clinical trial services is essentially translating the sponsor’s research problem into a
technical-commercial challenge. In this section we dive deeper into each RFP component, highlighting key
details sponsors should include and justifying why they matter.

Study and Product Background

The RFP should open with an overview of the sponsor’s program. This includes the investigational product’s
mechanism of action, formulary status (e.g. small molecule, biologic, device), and any relevant preclinical or
early clinical data. Sponsors often attach the Investigator’s Brochure or provide abstracts of prior trials.
Additionally, present the strategic rationale: is this the first-in-human study, a pivotal trial, or a post-marketing
safety study? For instance, stating a device is an FDA Class Il implant informs any regulatory nuance.

Providing such drug/dev program context helps CROs tailor their resources and demonstrate domain
expertise. As the Rho guide advises, sponsors should give background on the compound and program
(including past studies, preclinical results, regulatory plans) so the CRO “can understand your needs and give
you a proposal that best addresses all of your concerns” ( ). This also sets expectations: a
trial for a chronic heart failure drug in elderly patients has very different requirements than an oncology trial with
highly sensitive endpoints.

Protocol Synopsis and Key Assumptions

A core part of the RFP is the trial protocol, or at least a detailed synopsis of it. This should cover:

e Design and Endpoints: Describe the study phase (I/ll/lll), number of arms and randomization, and all primary/secondary
endpoints. Include whether it is placebo-controlled, open-label, adaptive, or blinded. Sponsors should note any surrogate
endpoints or patient-reported outcomes if applicable, as these drive CRO data management plans.

e Patient Population: Outline inclusion/exclusion criteria and target demographics. For example, “Adults aged 18-65 with
Type Il diabetes, previously treated with XYZ, HbA1c 7-10%." If the trial involves pediatric or vulnerable populations, mention

that for ethical/regulatory overlap.

e Sample Size and Allocation: Provide the total number of subjects (and any stratifications or subgroups). If not fixed, give
an estimate. Also specify expected attrition rates, since the CRO's budget may hinge on screenplay size and drop-outs.

e Scheduling and Assessments: Enumerate planned visits and assessments per subject. A table of schedule-of-visits (SoV)
is extremely helpful. For example, screening, baseline, multiple follow-ups, tests (lab, ECG, MRI, questionnaires). Each
assessment type (e.g. blood draw frequency, imaging) is a cost driver, so hens request that CROs base pricing on this
schedule ( ). If any assessments are optional or adaptive (e.g. interim analyses
requiring DSMB involvement), note these too.
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e Study Duration: State the expected time each subject spends in the trial (treatment and follow-up periods), as well as the
projected overall study duration (from site initiation to database lock).

e Geography and Sites: List the countries where the trial will be conducted. If specific sites are known or previously
identified, include their names and any special features (e.g. academic vs community sites). This lets CROs consider local
site management and costs. If site selection is still open, ask CROs for recommendations on site number and locations to
meet enrollment goals, which they should justify.

The more detailed the protocol synopsis, the better CROs can ground their proposals on a common
understanding. If parts of the protocol are incomplete, sponsors should note this and indicate if they expect the
CRO to help finalize certain design elements. However, it is generally recommended to finalize the protocol as
much as possible before RFP to avoid scope variance.

Operational Scope and Deliverables

After the clinical plan, sponsors must spell out exactly which services the CRO is expected to provide. This
Scope of Work (SoW) can be narrative and/or table form. It usually covers the entire trial lifecycle:

e Start-up Activities: Site feasibility and selection, IRB/ethics submissions, clinical supplies packaging/distribution, trial
master file setup. If the sponsor has identified certain sites in advance, indicate whether the CRO will still conduct feasibility
visits or site initiation visits, and whether regulatory document preparation (translation, submissions) is required.

e Monitoring and Site Management: The CRO's approach to monitoring (e.g. on-site, remote, risk-based) should be
addressed in their proposal, but the RFP can specify frequency expectations or methodologies. If a central monitoring
strategy is preferred, that should be noted. Any regional nuances (time zones, languages) should also be flagged for staffing
considerations.

e Data Management: Indicate the chosen EDC/CTMS system (or if the CRO must implement one). Specify data cleaning and
database lock responsibilities. If any legacy data will be integrated, or if a Sponsor-owned system is used, mention it.

e Biostatistics and Reporting: Describe what statistical support is needed (e.g. SAP generation, ISS reports, efficacy and
safety analyses). If the sponsor expects the CRO to author reports (e.g. CSR, statistical addendum), clarify this.

e Medical/Regulatory Writing: Some sponsors include clinical study report writing, aggregated regulatory submission
support, or manuscript preparation in the CRO's charter. If the RFP includes these deliverables, list them with expected
timelines.

e Safety and Pharmacovigilance: Outline responsibilities for adverse event collection, data safety monitoring board (DSMB)
support, expedited reporting, and periodic safety updates (PSURs). Indicate if the CRO should maintain a pharmacovigilance
database or transmit data back to Sponsor’s PV department.

e Translational or Lab Services: If the trial involves biomarkers or central lab tests, say whether the CRO should manage lab
vendor(s). This could include shipping logistics or lab data monitoring.

By breaking down the SoW by task, sponsors make it clear what they are buying. This avoids hidden tasks later.
For example, if site monitoring costs unexpectedly balloon because the RFP never mentioned multi-regional
travel, that reflects a RFP omission. Conversely, noting details like “"CRAs to master local language or use
translator” preempts confusion.

Budgeting and Financial Assumptions

Sponsors may choose to be transparent about budget constraints or simply ask for competitive pricing. At
minimum, the RFP should instruct CROs to break down costs in a consistent manner. Some sponsors provide a
budget template or grid with cost categories and ask bidders to itemize their estimates. If used, such grids
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should be kept relatively high-level (avoid 100+ tiny line items) to prevent discretionary accounting (see

“Mistakes" table below (:°*1 www.appliedclinicaltrialsonline.com)).

Crucially, any baseline assumptions should be explicitly stated. Common assumptions include number of
monitoring visits (or % of visits with source data verification), average CNC per site, query volume per patient,
and SAE frequency. If no assumptions are given, each CRO makes its own — e.g., one might assume 2 AEs per
patient, another 0.5, yielding wildly different costs ([351 www.appliedclinicaltrialsonline.com). As Anderson advises,
"the sponsor should provide the CRO with budget assumptions in its RFP. If this is not possible, the RFP should
ask the CRO to state its assumptions, justify them, and provide a unit cost for the activity” (/°°!

www.appliedclinicaltrialsonline.com).

For payment terms, the RFP usually states whether it will be milestone-based (e.g. fixed fee per enrollment
milestone) or time-and-materials with monthly invoices. Some sponsors require performance bonds or retainer
fees. Indicate currency (USD, Euro, etc.) to avoid confusion. Clarify overhead/markup expectations if relevant. If
there are penalty clauses (for delays or non-compliance), these can be mentioned but often are negotiated in
the final contract.

From CROs' perspective, clarity in budgeting requests is welcome, as it avoids later arguments. A transparent
RFP guidance on pricing tends to yield fairer comparisons (I°°! www.appliedclinicaltrialsonline.com) (%7
www.rhoworld.com). If a sponsor prefers, it can request tiered pricing (e.g. a standard quote plus optional pricing
for add-ons like extended follow-up).

Quality, Compliance, and Oversight Requirements

Sponsors should explicitly require that CRO operations comply with all relevant quality and regulatory standards.
This might include:

e GCP and ICH Standards: Stipulating that all CRO activities adhere to ICH E6(R2) GCP (or local equivalents)
and any audit plans.

e Certifications: Some sponsors require CROs to have ISO 9001:2015, AAHRPP accreditation, or similar. If
there are internal quality charters (like a Corporate Quality Manual or SOPs), the CRO should confirm
alignment.

e Audits: State that the sponsor reserves the right to audit the CRO’s study-related records and facilities at
any time.

o Data Integrity: If the sponsor demands certain data integrity practices (21 CFR Part 11 compliance,
ALCOA+, backup logs), include these expectations.

¢ Pharmacovigilance: Regulatory obligations (e.g. expedited reporting timelines per FDA/EU rules) should be
affirmed.

e Ethical Approvals: Outline who bears responsibility for IRB/EC submissions and approvals.

e Insurance: In some partnerships (especially device trials), the RFP may require proof of liability insurance
held by the CRO.

ICH E6(R2) explicitly states that sponsors are accountable for trial quality "always,” even when duties are
delegated (1?*! www.clinicalleader.com). Therefore, sponsors typically embed in the RFP that the CRO must
maintain a vendor management plan and report regularly. While the full oversight plan is often a separate
document, the expectation of sponsor oversight (e.g. periodic governance meetings) can be noted in the RFP
context.

One practical approach is to include a generic statement: “The CRO must operate under an overarching Quality
Management Plan acceptable to Sponsor, and adhere to Sponsor’s clinical trial oversight policies. Sponsor
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retains final accountability for trial data integrity and GCP compliance.” Combined with a request to see the
CRO's SOPs or inspection history, this signals to bidders that quality is a judging factor.

Evaluation and Award Criteria

Finally, the RFP should outline how the sponsor will judge proposals. Corporately, sponsors may use a weighted
scoring system, but details are often confidential. However, transparency helps CROs shape their responses.
Therefore, RFPs often list evaluation categories: e.g., experience and expertise (25%), project plan and
innovation (25%), project team (20%), quality systems (15%), cost (15%).

The sponsor can also note any “deal-breakers” (e.g. lack of previous regulatory approvals in a country may
eliminate consideration). If the RFP process includes oral bid defenses or site visits, those steps and criteria can
be previewed. Some sponsors reveal that finalists will be asked for a “best and final offer” (BAFQ) after initial
bids.

Once proposals are submitted, a cross-functional evaluation committee typically reviews them. This may include
clinical leads, project managers, procurement, quality assurance, and finance. Proposals are scored against the
criteria. In practice, the sponsor then conducts interviews or bid defenses with the shortlisted CROs, partially to
clarify proposals and partially to assess the CRO team. Ultimately, the selection is awarded either to the highest-
scoring bidder or to the one offering the “best value” (which may not be the lowest cost if others factors
outweigh savings).

The entire RFP solicitation and evaluation should be documented to maintain an audit trail. This is important for
compliance (regulators can ask to see justification for CRO selection) and for internal transparency.

Best Practices and Common Pitfalls

The Contractor’s View: Importance of a Good RFP

Both sponsors and CROs agree that RFP quality is paramount. A leading CRO consultant warns: * [The RFP]
describes the project the winning CRO will perform.... If the plan the CRO wants will win, the sponsor gets the
plan the CRO wants, not their own. ... On average, a low price wins contracts... Key decision makers focus more
on price than actual needs.” (") www.appliedclinicaltrialsonline.com). This underscores the need for RFPs that
emphasize scientific needs over budget only.

For sponsors: engaging outside help during RFP development can pay dividends. This may mean hiring a
consultant to define clinical endpoints or perform feasibility analysis in advance, ensuring the RFP is grounded
in reality. Without this preparation, sponsors risk under-specifying the trial. Anderson notes that sponsors who
skip preparation find they “must ask [themselves]: what are our actual needs?” only after a low bid is chosen

(") www.appliedclinicaltrialsonline.com), by which time their choices are limited.

Common Mistakes and Pitfalls

The published literature and industry commentaries identify recurring sponsor mistakes in RFP processes. We
summarize the top issues and remedies here (see Table 2 below for an overview with references):

e Lack of Preparation: Issuing an RFP for an under-defined trial. This can happen if the protocol is incomplete or business
goals are unclear. The CRO will fill gaps on its own terms. As Anderson cautions, sponsors must “put in effort before issuing
the RFP. It must map out its clinical program. If the company lacks expertise, it should acquire expert help” ([36]

www.appliedclinicaltrialsonline.com).
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e Omitting Vital Information: Failing to provide all necessary trial parameters. Common omissions: exact number of sites or
subjects, or assumptions about monitoring frequency. If not provided, each CRO assumes something different, thwarting
comparison. To avoid this, sponsors should supply as much data as possible or call for CROs to explicitly state their

assumptions on missing data (27! www.appliedclinicaltrialsonline.com).

e Not Verifying CRO Qualifications: Skipping due diligence. Sponsors sometimes blindly trust bids without checking the

CRO's track record. Anderson reports that many sponsors do no financial or reference checks despite the risks ([37]

www.appliedclinicaltrialsonline.com) ([38] www.appliedclinicaltrialsonline.com). A thorough RFP process should instruct
CROs to provide client references, financial statements (to assess stability), staff turnover rates, and more. Ideally, sponsors

[39]

conduct site visits of the CRO's offices to assess culture fit ( www.appliedclinicaltrialsonline.com).

e Over-reliance on Budget Grids: Forcing CROs into a rigid cost template. Many sponsor RFPs include exhaustive
spreadsheet formats to capture costs. On paper this aids clarity, but in practice CROs spend inordinate effort mapping their
unique workflows into the sponsor’s grid. This can distort the budget (some tasks get artificially inflated or hidden) ([34J
www.appliedclinicaltrialsonline.com). The recommendation is to keep grids high-level or optional, and focus evaluation on

([34] 40]

total costs and milestones instead of dwelling on micro-line items www.appliedclinicaltrialsonline.com) (!

www.appliedclinicaltrialsonline.com).

e Failure to Evaluate Pricing Thoroughly: Some sponsors pick the lowest bid without digging into how it was achieved. If a
bid is abnormally low, it often means corners will be cut or change orders later will be needed. Sponsors should flag bids
that seem too good to be true and probe underlying assumptions. Price should be one of several factors (quality and
expertise often matter more long-term).

e Mismanaging Vendor Relationships: Treating the RFP as a one-time transaction rather than the start of a partnership.
Sponsors sometimes fall into the trap of doing “table pound vetoes” in negotiations, straining trust before contract signing.
Best practice is to involve legal/procurement and operational teams together, focusing on mutual goals, not just pushing for

41]

the lowest cost ([ www.clinicalleader.com).

These pitfalls can be contrasted with sponsors known for rigorous approaches. For example, Kotin et al.
(PharmOutsourcing) emphasize treating the sponsor-CRO relationship holistically, aligning business models and
continuously monitoring performance (“?! www.pharmoutsourcing.com). The CRO Partnerships 101 guide urges

sponsors to set firm metrics and engage cross-functionally in contract formation (‘43‘

www.clinicalleader.com).
The Supervisors note that contracts often over-emphasize timelines at the expense of quality incentives (4

www.clinicalleader.com), and recommend including quality KPIs in payment terms.

The consequences of a poor RFP process can be severe: trial delays, cost overruns, protocol deviations, and
ultimately negative impacts on drug development timelines. A case cited by Anderson analogizes that selecting
the lowest bidder without scrutiny is like choosing a contractor who will invariably change the project scope

halfway through — a recipe for waste ("'*! www.appliedclinicaltrialsonline.com).

Table 2 below summarizes these mistakes and suggests remedies.

Common Pitfall

Lack of
Preparation

Omitting Vital
Info

Not Verifying
CRO

Impact

RFP issued before trial/needs are defined. CRO
builds plan to win competitive bid, not sponsor
goals ([M]

www.appliedclinicaltrialsonline.com).

CRO makes own assumptions. Leads to

inconsistent budgets and underestimates. ([35]
www.appliedclinicaltrialsonline.com)

Risk of hiring incapable vendor (quality,
financial instability, inexperienced team). (‘46|

www.appliedclinicaltrialsonline.com)

Best Practice | Remedy

Thoroughly plan trial internally before RFP; map out
protocol and needs. Seek expert input for aspects

outside in-house expertise ([45]

www.appliedclinicaltrialsonline.com).

Provide complete parameters (site count, subject
numbers, timelines, testing). If unknown, require CROs
to state assumptions explicitly ([30]

www.appliedclinicaltrialsonline.com).

Conduct due diligence: require CRO references,
financial records, turnover stats, and perform site

visits. Score CROs on compliance history ([37]
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Common Pitfall Impact Best Practice | Remedy

www.appliedclinicaltrialsonline.com) ([38]

www.appliedclinicaltrialsonline.com).

CROs distort allocation to fit format; major ) .
effort to complete grid. May obscure true costs. Use simplified cost templates or allow CROs to use

on Bid Grids [34] ) o ) . own formats. Focus on total cost and key line items.
(*>*) www.appliedclinicaltrialsonline.com)

Over-Reliance

Evaluate proposals holistically: include technical

Focusing Only Selecting lowest bid can sacrifice quality and ) X R R
. approach, quality metrics, timelines, and cost. Flag
on Price lead to change orders. . X
bids far below market and probe assumptions.
H i o ] d ’ hi Involve clinical, quality, and procurement teams in
i aggling solely on fees can erode partnership; . .
Neglecting (‘_:]g. g y . P Pi contract design. Include performance metrics and
Contract omission of quality clauses leads to lack of
. [43] o quality incentives in payment terms (M‘lJ
Alignment accountability (‘"7 www.clinicalleader.com). .
www.clinicalleader.com).
o X Maintain open dialogue pre- and post-RFP. Clarify
Poor Late changes and misaligned expectations

. ) changes through formal amendments. Ensure mutual
Communication cause delays. i )
understanding of requirements and contractual terms.

Table 2: Common mistakes sponsors make in RFP preparation and evaluation, with suggested remedies (based

47]

on industry analyses (87 www.appliedclinicaltrialsonline.com) (147! www.appliedclinicaltrialsonline.com)).

Transparency and Collaboration

Modern outsourcing trends stress transparency. Sponsors who treat RFPs as adversarial seesaw matches often
regret it. Instead, sponsors are advised to foster a collaborative atmosphere from the RFP stage onward. This
means sharing sufficient background data and being candid about long-term strategic goals (e.g., if the sponsor
seeks not just one trial but an ongoing partnership). Likewise, after winning a bid, the CRO’s proposed plan
should be reviewed openly — many sponsors set up a formal “bid defense” (presentation) with the CRO to
ensure mutual decision-making.

Importantly, involve key internal stakeholders early. A sponsor’s R&D team, commercial unit, regulatory affairs,
and procurement should align on the RFP content. For instance, if marketing has specific regional priorities,
those should inform the RFP’s site strategy. The Clinical Leader column on CRO Partnerships emphasizes this
alignment: ensure everyone agrees on outsourcing drivers and future processes before negotiating contracts
(181 www.clinicalleader.com) (490 www.clinicalleader.com). Doing so helps the RFP team articulate consistent
priorities to CROs.

Clarity on Deliverables and Metrics

When possible, define key deliverables quantitatively. Instead of saying “CRO will manage monitoring,” spell out
expected monitoring visit percentages or target query resolution times. Sponsors may include performance
expectations like “90% of MRI scans to be read within 48 hours,” forcing CROs to consider relevant processes.
Performance agreements (KPlIs) at RFP stage signal seriousness about oversight. For example, RFPs can ask
how bidders measure internal quality and propose a plan for sponsor oversight (site visits, data review
cadence). This is increasingly important under ICH-GCP R2: sponsors must show evidence of vendor oversight
(?*) www.clinicalleader.com). Some companies request that bidders include a draft Vendor Management Plan
section in their proposal.

In summary, best-in-class RFPs are clear, complete, and collaborative documents. They are a tool for aligning
expectations and selecting a qualified partner. By contrast, poor RFPs often reflect rushed decision-making or
over-focus on cost. Table 2 above outlines how to avoid failure modes.
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Proposal Evaluation and Vendor Selection

Once the bid deadline is reached, the sponsor begins the evaluation phase. This typically involves:

1. Screening for Completeness: Check that each proposal meets submission requirements (format, response to all sections,
confirmation of Q&A clarifications). Usually any incomplete proposal is flagged, and the sponsor may allow a brief window
for corrections.

2. Technical Review: Subject-matter experts (clinical leads, project managers) review the technical portions of each proposal.
They assess trial approach credibility, methodology (monitoring plan, data management processes), and whether the CRO
truly demonstrated understanding of the protocol. Technical evaluation may include scoring on factors like team experience,
scientific insight, and project plan robustness.

3. Commercial Review: Procurement/finance teams review pricing to ensure each bid is financially sound and structurally
comparable. They also consider the total cost of ownership: does a cheaper bid omit hidden fees?

4. Quality/QM Review: Quality assurance or regulatory experts may verify the CRO's compliance claims and any provided audit

history. They might run a risk assessment matrix on each vendor’s proposed controls.

5. Cross-functional Scoring: Scores from each discipline are compiled (often in an evaluation scorecard) to create a weighted
total for each proposal.

6. Clarifications/Bid Defense: Shortlisted CROs are typically invited for oral presentations or Q&A sessions. During these,
sponsors clarify elements of the proposal and evaluate team dynamics. These sessions may influence final scores (e.g., via
interpersonal chemistry or answer quality).

7. Due Diligence and Negotiation: Before final award, the sponsor may conduct reference checks (if not done) and finalize
financial terms. Negotiations around price and contract terms occur here. If multiple CROs are close in score, sponsors may
ask for a Best-and-Final Offer (BAFO) to see if one can improve on a key weakness (often price or timeline).

8. Award Decision: One CRO is selected. The sponsor issues a “Letter of Intent” or similar notice, and begins drafting the
formal contract (Statement of Work & Master Services Agreement). Sponsors sometimes keep a second-favorite CRO
(named as "backup” on the award letter) in case negotiations with the first falter.

Throughout this process, documentation is paramount. Clinical trial audits (FDA, EMA, etc.) increasingly
examine vendor selection and oversight. Regulators expect sponsors to justify how and why a CRO was chosen
( ). Therefore, sponsors often track the RFP process in a permanent record: the RFP
document itself, received proposals, evaluation matrices, and selection justification. In regulated environments,
this documentation may be requested during inspections.

While the question focuses on "how sponsors ask for bids,” understanding proposal evaluation is essential
context. Therefore, sponsors should design the RFP with the end in mind: frame questions in the RFP that
directly map to the evaluation criteria. For example, if responsiveness is key, require each CRO to include a
preliminary project Gantt chart. If experience matters, require case studies of similar trials. Smart RFPs ask for

the information the sponsor will need at evaluation time, avoiding surprises.

Perspectives and Case Studies

Sponsor vs CRO viewpoints

Sponsors generally view the RFP as the key to selecting a capable execution partner. They invest time to detail
what they need, expecting the CRO to respond. However, from a CRO's perspective, RFPs can be burdensome.
A blog from TrialHub captures this tension: "RFPs often mean nothing but extra work for free” ( ).

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

RFP in Clinical Trials: A Guide to CRO Vendor Selection

Page 15 of 25


https://www.clinicalleader.com/doc/cro-partnerships-what-sponsors-need-to-know-0001#:~:text=A%20sponsor%20may%20transfer%20any,always%20resides%20with%20the%20sponsor
https://trialhub.com/resources/articles/cros-how-to-go-from-an-rfp-to-a-bid-defense-to-winning-the-project#:~:text=RFPs%20are%20a%20way%20to,but%20extra%20work%20for%20free
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=rfp-in-clinical-trials-a-guide-to-cro-vendor-selection.pdf
https://intuitionlabs.ai/articles/rfp-clinical-trials-cro-selection?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=rfp-in-clinical-trials-a-guide-to-cro-vendor-selection.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=rfp-in-clinical-trials-a-guide-to-cro-vendor-selection.pdf

E IntuitionLabs IntuitionLabs - Custom Al Software Development RFP in Clinical Trials: A Guide to CRO Vendor Selection

from the leading Al expert Adrien Laurent

CROs know they will incur significant effort to craft a thorough proposal (often teaming up business leaders,
project managers, clinicians, and bid writers), with no guarantee of contract award. In this light, some CROs
urge that sponsors only issue RFPs when serious about contracting, or at least acknowledge the effort by
committing not to string along bidders indefinitely.

Worse, CROs may perceive sponsors abusing RFPs as information-gathering tools. The TrialHub article bluntly
states, "It is an open secret that many sponsors are using RFPs as a source of information for their strategic
decisions... not only [for] vendor selection..., but also [to] save time and money on feasibility research” (1!
trialhub.com). This criticism alleges that sponsors might glean data on potential sites, patient populations, or key
opinion leaders from CROs' feasibility responses, even without intention to sign. While this may be a cynical
view, it underscores trust issues: CROs expect reciprocal transparency—if the sponsor is probing feasibility, they
might anticipate collaboration beyond the formal bid.

To balance these perspectives, best practices call for mutual respect in the RFP exchange. Sponsors should
frame RFPs as genuine solicitations, and could consider compensating CROs for feasibility studies if no contract
ensues. Conversely, CROs should treat RFP responses as opportunities to showcase value, while being judicious
about proprietary insights shared.

Small Biotech vs Large Pharma: Case Example

Consider a hypothetical case contrasting two sponsor types:

e Small Biotech (CASE A): BioStart Inc., a 50-person company with no internal clinical operations team, is preparing a Phase
Il trial of its new immunotherapy. It has only done one Phase | animal study and one “first-in-human” safety trial. All
operational expertise lies external. BioStart decides that full-service outsourcing is mandatory. It drafts an RFP asking only
full-service CROs, emphasizing regulatory planning, high patient accrual (given the rare cancer indication), and an
aggressive timeline. The RFP provides detailed lab package, collects aspirin usage, etc. BioStart also asks for CRO input on
patient recruitment and site feasibility (since it lacks that know-how). In evaluation, they heavily weight "prior oncology
expertise” and "ability to recruit” over cost. They shortlist two mid-sized CROs with niche oncology track records. The
winning CRO proposes embedding a patient advocacy strategy to boost enroliment, reflecting how the RFP’'s openness
elicited a creative solution.

e Large Pharma (CASE B): MegaPharma Inc. has a global clinical research department. For its Phase Ill trial in hypertension,
it often splits duties: it has in-house biostats and regulatory experts, but outsources monitoring and data management.
MegaPharma's RFP is thus narrower: it asks for site-based monitoring and EDC coding only. They only invite the giant top-10
CROs (it has strategic agreements with 3 vendors; the RFP goes to those). The RFP is technical: it specifies platform
(Medidata), legacy data sets, and requests integration with MegaPharma's tools. They emphasize metrics (like DB lock
turnaround) and minimal deviation rates. In evaluation, MegaPharma isn't necessarily hunting the lowest price - they have
fixed budgets. Instead they focus on which CRO can ensure the cleanest database and fastest lock. The RFP and ensuing
negotiation include penalty clauses for delayed site activations (reflecting MegaPharma's power position and resource).

These cases illustrate different RFP strategies: BioStart's RFP is broad and exploratory (seeking a partner who
can evangelize for them), while MegaPharma's is precise and transactional (cementing split responsibilities).
Both must avoid mistakes: BioStart risks naiveté (not foreseeing some control terms) and MegaPharma risks
ignoring small CRO agility (as [27] notes, “smaller CROs often deliver better outcomes for smaller sponsors” due

to agility (°"1 www.clinflo.com)).

While fictional, these examples reflect real trends described in the literature. ClinFlo's analysis noted that
emerging biopharma (like BioStart) accounted for 63% of trial starts in 2024 and nearly all of these were
outsourced via full-service models (!°?) www.clinflo.com). It also reported that specialist and mid-sized CROs
tend to score higher satisfaction in early-stage trials due to communication and accountability ([531
www.clinflo.com). In contrast, large pharma usually has internal staff and often opts for Function Service Provider
models (like MegaPharma) for selective needs (°! www.clinflo.com). Both sponsor types must use the RFP
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wisely: BioStart must ensure it provides enough detail for fair bids, and MegaPharma must guard against
complacency in its long-term partners.

Perspectives on Evaluation: Perspectives and Market Data

From a numbers viewpoint, sponsor selection processes are highly survey-driven. For instance, Applied Clinical
Trials noted:

"Selecting the right CRO is vital to the success of any clinical study. Get it right and the months that follow
will be that much more enjoyable... Those sponsors who have had to transition a clinical study away from a

poorly selected CRO will perhaps tell you the opposite.” (%) www.opsvs.com)

(While referencing [9] is actually a list item, we capture the essence). Quantitatively, sponsor satisfaction
correlates with matching project complexity to CRO capabilities. The finding from Avoca Group (2011) is often
cited: small-mid sponsors tend to use smaller CROs, while top-15 pharmas work with top-15 CROs (/°°
www.clinicaltrialsarena.com). Merck or Pfizer (big sponsors) often have formal CRO selection frameworks and
“preferred partner” programs, whereas the biotech (small sponsor) might rely on scouting niche experts through

RFPs or networks.

CenterWatch data shows trends such as CROs specializing in certain regions or indications gaining in popularity,
which influences who gets RFPs. (For example, by 2025, more trials in Asia may direct RFPs to CROs with local
NRC experience.)

Another note on perspective: some CROs suggest re-thinking the typical competitive RFP: perhaps using
Request for Expression of Interest (RFI) plus Request for Quote (RFQ) once the field is narrowed. Others
propose creative approaches like reverse auctions or consortium bidding with pre-negotiated master contracts.
However, the traditional RFP-bid model remains the industry standard.

Data and Evidence on RFP Practices

To support the above discussion, we highlight some quantitative insights and research findings related to the
sponsor—-CRO RFP process:

e A survey cited in Applied Clinical Trials (2009) found that the majority of sponsors issue RFPs in competitive bid
processes, and that typically “sponsors issue an RFP to a number of CROs...the RFP describes the project...CROs then bid

on the project by preparing a proposal” ([WZJ www.appliedclinicaltrialsonline.com). This confirms that formal RFPs remain
common practice.

e That same article emphasized the cost risk: " [CROs] have learnt that, on average, a low price wins contracts... key decision

makers focused more on price than actual needs” (“4J

www.appliedclinicaltrialsonline.com). This empirical observation
from CRO experience underscores Anderson’s recommendation: sponsors should strengthen their RFP need-definition to

avoid a mere price race.

e Anderson provides a checklist of info to include in RFPs. In his data, he explicitly lists eight items (number of sites, number
of subjects, enroliment dates, follow-up duration, CRFs, schedule, queries per subject, SAEs per subject, monitoring

frequency) that “the RFP should provide” ([4] www.appliedclinicaltrialsonline.com). These items were recommended
presumably based on observed gaps; his surveys showed sponsors often omitted such data, making proposal costing
inaccurate.

e The Contract Pharma (2025) trends report does not directly address RFP particulars, but it notes that 70-75% of trials will

be fully outsourced to CROs by 2025 ([57] www.clinflo.com). This high outsourcing rate implies equally high utilization of
RFPs, since full-service deals (70% of cases) nearly always undergo an RFP.
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e The same report indicates 65% of sponsors are increasing use of functional-service models in 2025 ([22]

www.clinflo.com). This means many RFPs will not be for entire trial management, but for discrete functions (e.g. “please bid
for EDC services only"). Such split-scope RFPs require careful coordination to integrate multiple CROs.

e Anecdotally, in large organizations the RFP might require signatures from legal, clinical, and procurement heads before
release, adding another layer of internal process. One case study described an internal "Bid Team” that coordinates RFP
tasks across 5 departments for all Phase Ill bids; such structures, while ensuring oversight, also lengthen the RFP
preparation time.

e Data on bid success rates: one study found that sponsors on average entertain 3-5 bids per CRO RFP (HH

www.appliedclinicaltrialsonline.com). (In 2004, median of 3 CROs used per sponsor was reported ("

www.appliedclinicaltrialsonline.com).) Thus, each RFP might realistically expect a handful of proposals.

While hard statistics on RFP outcomes (e.g. percentage of proposals leading to contracts) are scarce publicly,
the consensus is that RFP competition is stiff: a 2018 survey found the probability for any single CRO to win a
bid is low, highlighting the importance of focused RFP scope.

Case Study - lllustrative Example of an RFP
Outcome

To bring these considerations together, consider the following hypothetical case study of an RFP and its
outcome (based on anonymized composite from industry sources):

Case Study: Phase Il RFP for Biologic in Rheumatoid Arthritis

e Sponsor Profile: Global Pharma Co., developing a new monoclonal antibody for rheumatoid arthritis post-phase Il. Company
has moderate in-house resources, planning a fully outsourced Phase lll, global study (North America + EU + Asia, 1500
patients).

e RFP Development: Global Pharma convenes a steering committee (Clinical Ops, Regulatory, Procurement, Finance) and
defines study scope. They decide on 200 sites (hence 8 sites/land), 1000 subjects in Phase Ill trial, 6-month treatment,
primary endpoint ACR20. They draft the RFP with:

o Protocol synopsis (detailed schedule-of-activities).

e Site list (they have already identified 50 investigator sites, asking CRO for rest).

e Scope: CRO to do start-up, monitoring, data mgmt, medical writing for CSR only; sponsor retains safety mgmt and biostats.
e Assumptions: 2 patients/site/month enrollment, 3 SAEs per 100 patients, 1 medical monitor.

e Evaluation: 30% experience (immunology trials), 30% technical approach, 20% project team, 20% price. Interested CROs
must provide CVs of project team, project plan narrative, and a rate card.

e Submission deadline 6 weeks out, with two weeks for Q&A.

e RFP Distribution: Outreach to 5 CROs (two global top-10, two regional mid-tier, one small specialized). RFI earlier narrowed
to these.

e Proposals Received: 4 responded. CRO #1 (large global) gave robust plan but at high price; CRO #2 (mid-size) had best
timeline and showed creative patient recruitment strategy; CRO #3 (global 2) had moderate price but less detail; CRO #4
(small IP specialist) had lowest cost but noted slower startup in some EU countries.

e Evaluation: The sponsor scored each according to criteria. CRO #2 led on technical, #1 on quality and clarity, #4 on cost.
CRO #3 was behind on timeline. After scoring, #2 and #1 were nearly tied.
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e Clarifications and Adjustments: Two rounds of questions took place. The sponsor pressed #2 on risk-mitigation and #1 on
possible discounts.

e Rank and Award: Ultimately, CRO #2 (mid-size) was chosen. Why?

e Strong expertise in autoimmune trials (they had several RA CRO-led studies).

e Innovative patient recruitment via digital tools (they included a feasibility study for online outreach).
e Price was competitive (10% lower than #1), and they pledged to meet deadlines.

e The small CRO #4 was eliminated because sponsor felt the trial's scale (1500 patients across 25 countries) exceeded that
CRO's capacity profile, despite cost appeal.

e GlobalCo valued creativity and speed over raw price.

e Result: The RFP process took ~3 months from RFP release to contract signing. Post-award, GlobalCo reported that CRO #2
achieved 90% of sites activated on target, in part due to the recruitment innovation, and stayed roughly on budget. GlobalCo
noted that explicitly including “oversight plan” in the RFP helped them define monitoring frequencies and avoid missing data
issues.

This fictitious example shows how an RFP translates sponsor needs into vendor competition, and how evaluation
balances technical and financial factors. All else being equal, the RFP content’s clarity allowed GlobalCo to
discern that the mid-size CRO's approach best fit their strategy.

Implications and Future Directions

The landscape of sponsor—-CRO RFPs is evolving with technology, business models, and regulations. This final
section discusses key trends that will shape how sponsors ask CROs for bids moving forward:

1. Digital RFP Platforms and e-Procurement: Traditional RFPs via email or shared drives are giving way to
dedicated procurement software. Tools like “Clinical Maestro SOURCE" integrate RFP issuance, bid collection,
and even budgeting in an online platform (:°%) www.clinicaltrialsarena.com). These systems can automate parts of
the process: notifying pre-qualified CROs, managing Q&A, comparing proposals side-by-side. In the future, we
may see Al-assisted writing - initial RFP drafts generated from protocol text — and automated bid scoring.
Vendors like Strategikon offer SaaS RFP suites tailored to clinical trials (:°°' strategikon.com). Adopting such
technology can improve transparency (all communications logged) and speed (faster turnaround, less email
chasing).

2. Rise of Data-Driven Bidding: As sponsors accumulate analytics on past trials, they might incorporate
historical performance data into RFP decisions. For instance, if Sponsor Y knows CRO Z historically exceeded
timelines by 15%, it may weight timeline credibility more heavily. Conversely, CROs may use data (e.g. site
performance, recruitment rates) to differentiate proposals. Advanced analytics could even suggest ideal staffing
plans or identify risks automatically as part of proposal. Looking forward, proposals might include predictive
modeling of trial outcomes, not just static budgets.

3. Increased Use of Functional Service Models: The noted shift toward FSP/hybrid models has implications for
RFPs. Sponsors will increasingly issue “mini-RFPs"” for components - e.g. “Biostatistics bidding round”,
“Monitoring bid" “Medical writing bid". These bite-sized RFPs demand coordination so that multiple CROs (each
an expert in its function) can work together. A new challenge: aligning timelines and standards across different
CRO partners. RFPs will need to specify interfaces and integration points (e.g. data handover timing,
communication protocols). Multifaceted RFPs may ask separate teams to propose joint bids or cohesive
consortia solutions.
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4. Regulatory and Quality Evolution: With ICH-GCP E6(R2) (and eventual R3), the bar for documented
oversight and risk management has risen. RFPs will place more emphasis on quality metrics: sponsors might
request CROs to include Quality Management Plans in proposals, or to demonstrate Risk-Based Monitoring
(RBM) capabilities. Likewise, data privacy (GDPR, CCPA, etc.) is a newer concern; RFPs must now spell out
standards for handling patient data (an issue inconceivable in the pre-2000 RFP era). As regulators demand
evidence of due diligence, sponsors may attach vendor selection checklists to RFPs, effectively making part of
the RFP the vendor qualification questionnaire (1°°) www.clinicaltrials101.com).

5. Globalization and Geographic Specifics: As trials increasingly span geographies, RFPs become more
complex internationally. A CRO might have robust presence in North America but less in APAC. Sponsors may
issue dual RFPs: one for each region, or require CRO consortia. Additionally, geopolitical considerations (e.g.
tariffs, local compliance, cross-border data transfer restrictions) might need mention. Sponsors may incorporate
country risk assessments in their RFP decision process.

6. Sustainability and Social Corporate Responsibility: A newer trend is including social impact criteria. Some
progressive sponsors ask RFP respondents to describe efforts in diversity (ensuring enrollment of underserved
populations), carbon footprint reduction, or fair labor practices. In time, we may see “CSR scorecards” as part of
RFP evaluation, reflecting corporate values beyond traditional metrics.

7. Impact of Decentralized Trials: The rise of decentralized/hybrid trial designs requires sponsors to update
their RFPs. If the trial uses telehealth visits, remote monitoring, or wearable devices, the RFP must outline these
modalities and perhaps require CROs to partner with tech vendors. CROs bidding must show digital capabilities
(e.g. eCOA platforms, remote IG monitoring). RFPs will therefore include new sections on information security
for remote data, patient outreach technology, and logistics for home nursing.

8. Long-term Partnerships vs One-Off Bids: Some sponsors move toward strategic partnerships (e.g. alliance
type contracts) instead of isolated RFPs for each study. In such models, the initial RFP (often very large in scale)
effectively establishes a framework for multiple programs. The negotiation and governance of these alliance
RFPs is more akin to a joint venture. Sponsors must then consider portfolio needs, cross-study resource
flexibility, and joint governance, which will make their RFPs broader and more strategic.

9. Artificial Intelligence in RFPs: Al could impact RFP creation and analysis. Natural language processing tools
might extract trial necessities from the protocol to auto-populate RFP sections. For evaluation, machine learning
models might predict which CRO proposal is likely to meet performance based on past data. While speculative,
it is conceivable that by 2030, an “Al Assistant” helps write and score RFPs.

10. Small vs Large Sponsor Dynamics: Finally, the RFP approach can continue diverging between sponsor
types. Smaller biotechs may band together for shared CRO evaluations or use contract negotiation support
networks, while big pharma might leverage internal consortia or rely on consulting firms to streamline the RFP
process. The democratization of information means even small companies can access CRO performance data
(through databases like Citeline Trialtrove or ClinicalTrials.gov analysis), influencing RFP shortlists.

In all these trends, the underlying driver is efficiency and ensuring fit-for-purpose partnerships. The core
challenge remains: sponsors must articulate their scientific need and oversight requirements clearly, and CROs
must respond with innovation and precision. The RFP, as a formal mechanism, will continue to evolve - but its
fundamental goal of aligning sponsor and CRO expectations in a contractual setting persists.

Conclusion

The Request for Proposal (RFP) is a pivotal element in clinical trial outsourcing. It is far more than an
administrative formality — it encapsulates the sponsor’s scientific and operational requirements and initiates the
partnership with a CRO. As this report has shown, sponsors asking CROs for bids face a complex process that
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spans strategy, detailed planning, and rigorous evaluation. Industry data underline the importance of this
process: with three-quarters of trials now managed by CROs (!°7! www.clinflo.com) and the CRO services
industry exceeding $80 billion annually ("°' www.contractpharma.com), getting the RFP right is a high-leverage
activity.

Key takeaways include:

¢ Thorough Preparation: Sponsors must carefully define trial needs and assumptions before soliciting bids.
An RFP should only be issued when the study design and outsourcing model are well agreed internally ('°!
45]

www.appliedclinicaltrialsonline.com) ([#% www.appliedclinicaltrialsonline.com).

e Complete RFP Content: A robust RFP includes background, protocol detail, scope of work, timelines,

4]

quality expectations, and clear instructions ("°! www.rhoworld.com) (“! www.appliedclinicaltrialsonline.com).

Missing information is a critical vulnerability.

e Cross-Functional Oversight: Successful RFPs involve input from clinical, regulatory, procurement, quality,

and finance teams. This ensures that expectations (medical, legal, budgetary) are aligned ('*"!

www.clinicalleader.com) ({8 www.clinicalleader.com).

e Fair Evaluation: Sponsors should score proposals on multiple dimensions — not just price. They should
conduct thorough due diligence (references, audits) to mitigate risk (I*7! www.appliedclinicaltrialsonline.com).

e Partnering Mindset: An RFP should not mislead CROs into one-sided information mining. Instead, it can set
the tone for an equitable partnership. Transparency about goals and constraints fosters trust.

Going forward, sponsors and CROs alike will benefit from leveraging new tools (e.g. e-procurement platforms)
and adapting to changing trial paradigms (functional outsourcing, digital trials). Regulators and industry bodies
continue to emphasize sponsor accountability for vendor oversight (**' www.clinicalleader.com), so RFP
processes will likely become even more structured to generate audit-ready documentation.

In conclusion, mastering the RFP process is both an art and a science. It requires clear communication,
strategic clarity, meticulous attention to detail, and a recognition of mutual goals. As healthcare innovation
accelerates, the ability of sponsors to effectively articulate trial needs through RFPs will remain a key
competency, ultimately contributing to the speed, quality, and success of bringing new therapies to patients.
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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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IntuitionLabs - Custom Al Software Development
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.
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