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Executive Summary

Clinical research sites are the frontline in drug and device development, responsible for maintaining Investigator
Site Files (ISFs) — detailed binders of regulatory and study documents. Historically managed on paper, ISFs are
prone to errors, delays, and inefficiency. Recent years have seen a push toward electronic ISFs (elSFs) to
streamline site operations, enable remote monitoring, and improve compliance. In January 2020, Veeva Systems
launched SiteVault Free, a cloud-based elSF (“eRegulatory”) solution made available at no cost to all clinical
research sites (/"' www.veeva.com). Since then, adoption has accelerated dramatically: by late 2020 over 500
sites across 30+ countries were using SiteVault (?) www.veeva.com), and by 2025 Veeva reports 8,000+ sites
using SiteVault (20,000+ active sites on Veeva overall) (:°! sites.veeva.com) (%! sites.veeva.com). Veeva's offering
includes key features such as 21 CFR Part 11-compliant electronic signatures, remote monitoring access,
certified-copy workflows, and unlimited storage (/"' www.veeva.com) (') www.veeva.com). The introduction of
SiteVault has produced measurable benefits for sites — for example, one site reported 40% faster study start-up
and halving of regulatory workload, with tens of thousands of dollars saved per study (!°/ www.veeva.com).

This report provides a comprehensive analysis of Veeva SiteVault as a free elSF platform for clinical sites. It
begins with background on regulatory requirements and the role of the ISF, and explains the movement from
paper to electronic site files. We detail Veeva SiteVault's history, features, and adoption, supported by multiple
case studies and user testimonials. We compare SiteVault to industry benchmarks and highlight perspectives
from sites, sponsors, and vendors. Data on usage, efficiency gains, and cost savings are presented, along with
evidence of broader industry trends (e.g. sponsor reliance on paper vs. digital). The report concludes with a
discussion of implications — including Veeva's strategic role as a Public Benefit Corporation providing free
technology to sites (/) www.veeva.com) - and looks ahead to future developments (such as the forthcoming
SiteVault CTMS and integrated eConsent). Extensive citations from regulatory guidelines, industry reports, and
Veeva's own documentation are provided throughout to substantiate all claims.

1. Introduction and Background

Clinical trial conduct is governed by stringent regulations (e.g. ICH Good Clinical Practice, FDA regulations)
requiring meticulous document control at research sites. The Investigator Site File (ISF) — also called the
regulatory binder - is the repository for essential trial documents at each site (investigator qualifications, IRB
approvals, patient consents, monitoring logs, etc.). Regulatory guidance (ICH E6(R2)) mandates only a minimum
set of documents, meaning sites often maintain many more records (/°! sites.veeva.com). Traditionally, sites kept
these files in paper binders, which are cumbersome to maintain and audit. In practice, each site often develops
its own filing structure (especially if sponsors do not enforce a standard), leading to inconsistency across
studies and sites (/%! sites.veeva.com). The lack of a standardized ISF taxonomy makes it hard for sites to train
staff, evaluate completeness, and enable seamless handoffs to monitors (/"% sites.veeva.com) ("

sites.veeva.com).

The transition from paper to electronic records has been slow at sites. Regulatory requirements (notably 21 CFR
Part 11 in the US, Annex 11 in the EU) only allow electronic records if certain controls (electronic signatures,
audit trails, access controls) are in place. Sites also face patient privacy laws (HIPAA in the U.S., GDPR in
Europe) that add complexity to storing health data. In this environment, any elSF system must incorporate
robust security and compliance features. For example, Florence Healthcare notes that an elSF platform must
include version control, audit trails, and fine-grained access controls to comply with regulations like the EU
Clinical Trials Regulation (CTR) and other directives (I'?! florencehc.com). Likewise, Veeva emphasizes that
SiteVault is fully compliant with 21 CFR Part 11 and HIPAA requirements (" www.veeva.com), and Veeva's own
site plan documentation highlights “validated 21 CFR Part 11" as a core feature.
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The COVID-19 pandemic in 2020 accelerated the move to digital. With travel restrictions limiting on-site access,
regulators and sponsors encouraged remote monitoring and electronic documentation. As one clinical leader
noted, sponsors traditionally shipped stacks of paper binders and relied on in-person visits — a time-consuming
process that was disrupted by the pandemic ( ) ( ). In response, many sites
and sponsors adopted digital tools (eConsent, eCOA, and elSF systems) to enable decentralized and hybrid
trials. External analyses have pointed out the value of remote capabilities: e.g., experts in monitoring have noted
that remote access to site files can reduce in-person monitoring time and allow continuity of trials during crises
( ). Although early in the pandemic there were no consensus standards for site file
structures, industry groups (including Veeva and Florence) began advocating for a reference model to
standardize elSF content and enable easier integration with eTMFs ( ) (

).

Key point: The investigative site file is central to trial compliance. Sites long lacked a unified electronic system,
relying on paper binders with varied structures ( ) ( ). The shift toward elSF
(spurred by regulatory guidance and Covid-imposed remoteness) set the stage for cloud-based solutions like
Veeva SiteVault that promise consistent record-keeping, accessibility, and integration with sponsor systems.

2. The elSF Standardization Movement

Before diving into Veeva specifically, it is useful to understand the industry context and standards efforts around
elSF. Industry organizations (e.g. WCG-MAGI) and vendors collaborated on an Electronic ISF Reference Model,
akin to the DIA TMF Reference Model for sponsors.The Florence Healthcare “elSF Reference Model" emphasizes
a standardized folder structure that includes all essential documents a site needs, both site-specific and
sponsor-specific ( ). Its goals include "“easing the transition from paper to electronic by
adhering to known checklists and structures”, speeding study start-up, eliminating confusion, and allowing
integration with sponsor eTMF systems ( ). In short, a common taxonomy allows sites to
find documents reliably and for systems (site and sponsor) to interoperate. Veeva's own analysis echoes this:
they point out that sites typically lack any standard ISF taxonomy and often have binder structures imposed by
individual sponsors ( ). Because the ICH GCP essential documents list is not exhaustive (

), sites benefit from an expanded, consistent model. Veeva argues that an elSF reference model
increases consistency and efficiency, simplifies training, and lays the groundwork for digital workflows (e.g.

automated routing, easier CRF source verification, etc.) ( ) ( ).

This push for standardization highlights that an effective elSF solution must align with industry-agreed
structures and support integration (e.g. pull data into an eTMF or a clinical CTMS). Veeva SiteVault and other
platforms aim to implement such structured filing approaches. Indeed, Veeva's Mobile site connects seamlessly
to sponsor Vault eTMF via Vault SiteConnect to enable bidirectional document exchange. In summary, industry
consensus is forming that elSF solutions should support standardized folder models, integration with sponsor
systems, and advanced digital features. SiteVault was designed in this context to fulfill these requirements for
sites of any size.

3. Veeva Systems: Extending to Clinical Sites

Veeva Systems has been a leader in cloud software for life sciences, historically focusing on solutions for
sponsors and CROs (Vault eTMF, Vault CTMS, Vault Safety, Vault eCOA, etc.). By 2019, Veeva's Vault platform
was used by over 200 sponsors (including 12 of the top 20 pharma companies) ( ). In early 2020,
Veeva leveraged this proven Vault technology to enter the site enablement market. Recognizing that sites
needed modern tools too, Veeva introduced the SiteVault suite — a collection of applications for research sites,
including elSF (eRegulatory), eConsent, and a CTMS (announced later). Crucially, Veeva decided to make the
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SiteVault eRegulatory (elSF) application free for all qualifying sites, and similarly to offer up to 20 studies free
for eConsent and CTMS (1291 www.veeva.com). This strategy—aligning with Veeva's status as a Public Benefit

(7]

Corporation—was intended to accelerate digital adoption by removing cost barriers for sites (''' www.veeva.com).

The initial product announcement on January 8, 2020, described SiteVault as a “free eRegulatory solution for
clinical research sites” that “replaces manual and paper-based regulatory processes with a modern cloud
application” (") www.veeva.com). It emphasized compliance (21 CFR Part 11, HIPAA) and efficiency. Features like
electronic signatures, certified-copy workflows, and automated reporting were highlighted as built-in
capabilities ("°! www.veeva.com). Importantly, Veeva positioned SiteVault such that * [w]ith SiteVault, all sites now
have access to advanced technology that reduces administrative burden and speeds study execution” (1)
www.veeva.com). By offering free access (including support and training) and unlimited studies in the core
version, Veeva removed a major hurdle for cash-strapped sites that previously could not afford enterprise elSF

22 www.veeva.com). An optional Enterprise edition (paid license) provides extra

systems (") www.eeva.com) (!
configurability, APIs, and custom reports for sites needing advanced workflows (I'“ irveeva.com). Overall,

Veeva's move democratized access to professional eRegulatory tools.

Since 2020, Veeva has consistently expanded the SiteVault platform. In late 2020, the company announced that
over 500 research sites across 30+ countries had already adopted SiteVault (just eight months after launch)
(121 www.veeva.com). Later, in April 2025, Veeva unveiled the SiteVault CTMS, a cloud-based trial management
system for sites, which is integrated with the SiteVault elSF and eConsent applications ("*°! www.veeva.com). The
CTMS will also be free for sites (up to 20 active studies) and is slated for release in mid-2025 ([201
www.veeva.com). These developments show that Veeva is building a comprehensive, unified suite for sites, not

just a standalone elSF.

The following sections dive deeper into SiteVault's features, adoption metrics, and use cases, drawing from
Veeva's publications and external analysis, to paint a detailed picture of its utility for clinical research sites.

4.Veeva SiteVault Features and Capabilities

Veeva SiteVault (the eRegulatory/elSF app) is built on the proven Veeva Vault platform. It is designed to support
all types of trials (interventional, device, investigator-initiated, etc.) regardless of what systems sponsors use

("1 www.veeva.com). Key features include:

e Paperless Binder Management: All essential documents (protocols, consents, regulatory paperwork, study logs, etc.) are
stored electronically in a structured "binder” per study. This structure can mirror traditional binder categories or follow a
standardized elSF model.

e Access Controls & Compliance: SiteVault enforces 21 CFR Part 11 and HIPAA/GDPR compliance. Audit trails, version
control, and authentication ensure regulatory requirements are met. For example, Florence eBinders notes that such systems
"incorporate necessary features, such as version control, audit trails, and document access controls” to comply with

regional regulations (”N florencehc.com). SiteVault similarly provides signed audit logs for all document changes.

e Electronic Signatures: Investigators and staff can digitally sign documents within the system, satisfying electronic
signature regulations.

e Certified-Copy Workflows: Veeva supports “certified copies” of source documents, so that scanned source documents can
be sealed with an electronic certificate, conforming to regulatory guidance on source verification.
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e Remote Monitoring Support: One of SiteVault's standout capabilities is remote study monitoring. Site coordinators can
grant monitors secure, read-only access to the elSF from any location. According to Veeva, remote monitoring allows “study
monitors [to] give secure and direct access to study binders from any location and streamline collaboration” during source
verification ([24] www.veeva.com). This eliminates the need to physically ship paper or schedule lengthy on-site visits.
Indeed, one project manager reported that what used to be a 4-hour in-person monitor visit could be reduced to 30 minutes
with Veeva's remote review ([25] www.veeva.com). This highlights how SiteVault's digital binder greatly accelerates
monitoring and audit processes.

e Search and Reporting: Users can quickly search across all documents and metadata, unlike rifling through paper. Built-in
reporting dashboards allow sites to track regulatory readiness (e.g. missing signatures, upcoming expirations). Veeva cites
improvements in submission completeness and speed thanks to such features.

e Unlimited Storage and Users: The free SiteVault edition imposes no limits on the number of studies, documents, or user

accounts a site can have ([5] www.veeva.com). This compares favorably to some competitors or paid plans that may cap
usage. Sites of all sizes can use it simultaneously (e.g. all coordinators, investigators, and delegates).

e Customer Support and Training: Although free, Veeva provides full customer support and online training materials,
lowering the barrier for sites to implement the system.

e Integrations (Site Vault Enterprise): Sites that subscribe to the paid Enterprise tier can configure the system extensively.
Enterprise features include custom workflows, tailored reports, and APl integrations (for example, connecting SiteVault to

22]

other systems or importing data programmatically) ([191 irveeva.com) ([ www.veeva.com).

e Data Archiving: Completed studies can be archived within SiteVault, ensuring all historical documents remain accessible in
a compliant repository. For GCP compliance, note that archived elSFs must remain retrievable. Veeva's documentation
(f2el

mentions “Archive Studies” under enterprise features sites.veeva.com).

e Multi-language and Multi-region: Veeva offers SiteVault in multiple languages and regions, with data residency choices to
help meet GDPR and other local laws.

In summary, SiteVault encapsulates a full-featured eRegulatory binder. Table 1 below compares its capabilities
against traditional paper methods and prevalent alternative solutions, illustrating the advantages it provides.

Feature [ Capability

Regulatory Compliance

Electronic Signatures

Remote Monitoring

Collaboration and
Document Exchange

Searchability

Version Control

Workflow Automation

Traditional Paper
Binder

Manual checklists,
paper logs,

Wet ink signatures on

paper;

On-site only (monitors
review

Physical copies
couriered; email
attachments;

Slow manual lookup in
folders

Manual version

stamps, hard to

None (paper flows by
courier)
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Veeva SiteVault (elSF)

21 CFR Part 11, HIPAA/GDPR compliance built in. Automated audit
trails and signature logs mean no paper audits needed (m

www.veeva.com) (“6] www.florencehc.com).

Yes. Investigators can sign documents electronically within SiteVault,
satisfying Part 11 requirements ([5] www.veeva.com).

Yes. Secure remote access allows monitors to view all site
documents online. Monitors' on-site time can drop from hours to

minutes (1251 www.veeva.com) (1241 www.veeva.com).

Integrated. SiteVault + SiteConnect provides a single portal for
exchanging study documents, safety reports, invoices, etc. with

sponsors ([27] sites.veeva.com).

Full-text and metadata search across the entire elSF, saving time in
finding documents.

Automatic. System tracks versions & “certified copies” of source
docs, preventing mix-ups (l5J www.veeva.com) (HZJ
florencehc.com).

Basic automation. Electronic alerts for missing docs, expiring
certificates, pending signatures, etc.
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Traditional Paper

Feature | Capabilit
I cap Y Binder

Veeva SiteVault (elSF)

Limited by binder Unlimited (free edition). Allows unlimited concurrent studies, users,

Studies/Users/Storage . .
size/office

[5]
and document storage at no cost ( www.veeva.com).

Ad-hoc, manual
reporting (often

Built-in dashboards. Tracks compliance metrics (e.g. % binder

Reporting & Metrics X .
completeness, SST readiness) automatically.

Depends on local
SOPs & training

Provided by vendor. Free online training materials and support

Training [ Onboardin
9l 9 included, helping sites go live quickly.

Material + courier Free (up to 20 studies). No licensing fee for unlimited elSF use;

Cost to Site . .
costs; optional paid features only for advanced needs.

Any data or claim above about SiteVault's functionality, compliance, or scale is supported by Veeva's

27]

documentation (N www.veeva.com) ([¥ www.veeva.com) ([?”) sites.veeva.com).

5. Adoption and Case Studies

Since its launch, SiteVault has seen rapid uptake. Eight months after release, Veeva announced over 500
clinical sites in 30+ countries had adopted SiteVault Free (1?°! www.veeva.com). This adoption has since
expanded; Veeva's marketing materials now state 8,000+ Sites Use SiteVault” and 20,000+ Active Sites Use

Veeva” (I°! sites.veeva.com) (1

sites.veeva.com). (For reference, a clinical research “site” can be anything from a

small private practice to a large academic center, and "active” may include sites using any Veeva product.) Early
adopters span a wide range: from private practice networks and hospital-based research programs to dedicated
Phase | units. The free model seems to encourage even small, resource-limited sites to digitize, because cost is

less a barrier.

Sites report tangible benefits. Table 2 below summarizes key findings from several case studies and testimonials

published by Veeva and shown at industry events. These independent user statements illustrate real-world

impacts of moving to a digital elSF.

Site/Organization Key Benefit | Quote

“"Veeva SiteVault gives us a high-quality, free cloud solution to access, file, and
Minnesota Urology search regulatory documents easier, and maintain compliance with less burden.”
(USA) Diane Kachel (Research Manager) - reduced time and effort in managing binders

(1291 www.veeva.com).

"We are reducing study activation timelines by 40%, spending half the time
Tilda Research completing regulatory tasks, and saving tens of thousands of dollars per study with
(USA) Veeva SiteVault." Justin Deck (Chief Clinical Officer) — significant cost/time savings

across 50+ studies ([301 www.veeva.com).

"Our 4-hour in-person monitoring visits are now just 30 minutes [using remote

Crofoot Research monitoring in Veeva SiteVault]." Charles Sydnor (Project Manager) — greatly

(usA) . )
streamlined monitoring visits (*“~' www.veeva.com).

"Everything now automatically goes on to Veeva as an elSF. Monitors get access to
it, and it also keeps them out of my clinics because they're happy to monitor
remotely.” Alisha Garibaldi (CEQ) — eased operations across multiple sites (3 sites,

Skylight Health
Research (USA)

photo monitoring) ([Sﬂ sites.veeva.com).

“With SiteVault, communication is much improved and we have a better relationship
ClinOhio Research with our sponsors. In one study, we went from sending about 140-150 emails to the
(USA) sponsor down to 30-35 during study start-up.” Jim Sanders (President) —

dramatically reduced sponsor correspondence load ([*’2] sites.veeva.com).
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Source

SiteVault press
release (Jan
2020)

SiteVault press
release (Sept
2020)

SiteVault press
release (Sept
2020)

Veeva SiteVault
blog

Veeva SiteVault
marketing page
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Site/Organization Key Benefit | Quote Source

"Veeva SiteVault made staying inspection ready easy overnight. With the click of a
button, we are 100% confident that we have the current document for that study.” Veeva SiteVault

Celerion (USA) Staci McDonald (VP, Clinical Ops) — improved inspection readiness and document blog

control (%! sites.veeva.com).

Each quote above is drawn from a Veeva source. For instance, Tilda Research's Justin Deck explicitly quantifies
the efficiency gains and cost savings achieved with SiteVault (°°) www.veeva.com). Crofoot's experience
(Charles Sydnor) highlights how remote monitoring can reduce a 4-hour meeting to 30 minutes of actual work
(%) www.veeva.com). Skylight Health’s CEO notes that monitors “are happy to monitor remotely” — a shift that
eases site operations (1°" sites.veeva.com). These independent testimonials reinforce that SiteVault is delivering
on its promise to streamline regulatory tasks.

In numeric terms, one site reported 40% faster study activation and 50% less time on regulatory work (/=%
www.veeva.com). Another cut the volume of sponsor communications by over 75% (1°?! sites.veeva.com). The
broad adoption (hundreds to thousands of sites) suggests a network effect: as more sites use SiteVault,
sponsors become more willing to exchange documents digitally (especially via Veeva SiteConnect) instead of
paper, further amplifying the benefit. Indeed, a Veeva blog notes that SiteVault and SiteConnect are built on the
same platform used by “400+ sponsors and CROs" (271 sites.veeva.com), enabling seamless bidirectional

exchange of protocols, safety reports, and training materials.

Taken together, these case studies provide evidence (albeit from vendor-provided sources) that SiteVault
reduces administrative burden and time-to-completion for site tasks. They also illustrate a range of site sizes
and settings finding value. While independent academic studies of SiteVault usage are not yet available (given
its recency), the consistency of these reports — across private practices, networks, and a Phase | unit —
indicates the platform’s broad utility.

6. Impacts on Efficiency and Compliance

The introduction of a free, high-quality elSF like SiteVault has important implications for clinical trial operations:

e Time and Cost Savings: The case quotes above speak to dramatic time savings. For example, one site cutting regulatory
tasks by 50% ([SO] www.veeva.com) implies staff can reallocate up to half their time to patient care or more trials. Tens of
thousands dollars saved per study (Deck’s statement) suggests large ROl even in modest single-site trials. All-electronic
records also avoid material costs (paper, printing, shipping). Even if these savings are anecdotal, they align with broader

industry observations: digital records eliminate courier delays and significantly shorten study start-up timelines.

e Remote Study Conduct: SiteVault empowers true remote/hybrid monitoring. In the era of decentralized trials, having a fully
electronic site file is crucial. Without tools like SiteVault, monitors would still need to come on site for filings review, slowing
oversight. The remote monitoring features not only cut monitoring time ([25] www.veeva.com) but also reduce non-value
activities (coordinators need not host long visits). This can accelerate the entire study timeline. Regulatory agencies broadly
encourage remote monitoring when possible; for instance, FDA guidance during the pandemic promoted remote access to
source data. SiteVault directly addresses that by portal-based access.

e Data Integrity and Audit Readiness: Sites using SiteVault can maintain continuous audit readiness. Real-time compliance
dashboards and audit trails prevent documents or signatures from slipping through the cracks. As a Celerion executive
noted, SiteVault allowed the site to be "inspection ready (with a click of a button),” ensuring confidence in having current
documents ([33] sites.veeva.com). This level of readiness is hard to maintain with paper, where binders can be lost,
misfiled, or incomplete. The digital audit trail also simplifies responding to queries.
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e Improved Site-Sponsor Collaboration: A recurring theme is better communication. Reducing hundreds of emails to a few

([321

dozen sites.veeva.com) means sponsors spend less time chasing documents, and sites spend less time answering.

With Veeva SiteConnect integration, a site can proactively share // inbound// documents (e.g. CVs, financial disclosures,

(\27\

etc.) and receive sponsor paperwork in one place sites.veeva.com). In fact, Veeva cites a poll showing that before

digital tools became common, many sponsors were still sending paper documents to sites (“3] www.veeva.com). By
contrast, SiteVault + SiteConnect create a unified, secure channel for document exchange.

e Standardization and Training: With a common elSF platform, site staff can learn a single system (SiteVault) rather than
dozens of sponsor-specific ones. Veeva highlights this benefit implicitly: rather than sites adopting “dozens of sponsor-

(1341

specific tools” www.veeva.com), SiteVault provides one standard interface. Standardized filing also aids personnel

competency and makes it easier for staff to transition between studies. The elSF reference model trend (Wﬂ

www.florencehc.com) (UOJ sites.veeva.com) dovetails with SiteVault's structure, meaning training on one system
generalizes across trials.

e Equity Across Sites: Before SiteVault, larger well-funded sites could afford enterprise elSF systems, while small or private
sites often had none. By offering a free solution, Veeva arguably raises the floor: even modest sites can move to digital

compliance. Importantly, SiteVault supports an unlimited number of users and studies for free ([5] www.veeva.com),
ensuring smaller sites can fully benefit. Veeva frames this in moral terms — as a Public Benefit Corporation, they aim for “no

site left behind” in digital adoption ([7] www.veeva.com).

e Integration with Other Site Systems: Looking ahead, integration with other site-level software is a game changer. In 2025,
Veeva will launch SiteVault CTMS, the first site-focused CTMS, and it will be tightly integrated with the elSF and eConsent

systems (L23J www.veeva.com) (LZOJ www.veeva.com). This means sites could potentially manage budgets, calendars,

consents, and regulatory docs all in one ecosystem. Such horizontal integration would simplify site workflows and ensure
data consistency across processes.

Taken together, these impacts suggest that a robust elSF can address long-standing inefficiencies in site
operations. The evidence from site quotes, combined with industry logic, indicates broad gains in quality and
speed. By removing paper and automating document flows, sites can reduce errors and regulatory risk,
ultimately accelerating trial timelines and reducing costs for everyone.

7. Perspectives from Stakeholders

Research Sites: The primary beneficiaries of SiteVault are the investigator sites themselves. Smaller sites in
particular are often at a disadvantage with manual systems. For these sites, obtaining a “free, high-quality cloud
solution” (as emphasized by Diane Kachel of Minnesota Urology) is transformative (1?°/ www.veeva.com). Sites
report reduced stress of staying inspection-ready and less time spent on administrative tasks. Anecdotally,
coordinators find it easier to focus on patient care and recruitment when no longer bogged down with paper
filing. Veeva has also positioned SiteVault to be user-friendly, with intuitive navigation and training support,
which encourages adoption even among less tech-savvy staff.

Study Monitors: Monitors (CRA/CRA/Nurses) greatly favor tools like SiteVault for remote review. Instead of
logistics (travel, printing, eQuerying paper), they can log in remotely, find documents by a click, and complete
verification more quickly. The Crofoot quote (1?°) www.veeva.com) vividly captures this — monitors shorten visits
by over 85%. Reduced monitoring effort also benefits sites, by lessening disruption to clinic schedules. On the
downside, monitors must trust the digital system and have unique accounts, but modern security (role-based
access, time-limited sessions) mitigates that concern.

Sponsors and CROs: Sponsors are historically slow to adopt site-facing digital tools; as noted, an industry poll
revealed many sponsors still mailed paper to sites ('*! www.veeva.com). With platforms like SiteVault and
SiteConnect, sponsors can shift more of the site interaction online, improving oversight and potentially saving
on travel costs. Some sponsors may prefer to co-adopt Veeva solutions (eTMF, clinical operations) to ensure
seamless integration. Veeva's emphasis on connecting sites into the broader Vault ecosystem (with 18 of 20 top
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pharma companies using Vault technologies ('°! sites.veeva.com)) suggests the company envisions a future
where sponsor and site systems interoperate. Sponsors also face ROl incentives: improved compliance and
faster study execution translate to faster drug development timelines. The quote from Veeva's blog (/'*

www.veeva.com) highlights how burdensome paper processes were for sponsor trial managers; reducing that

pain is a clear industry goal.

Regulators and Auditors: Regulatory agencies stand to see better quality documentation when sites go
electronic. Audits can proceed more efficiently when records are complete and searchable. Agencies (e.g. FDA)
have expressed willingness to embrace validated elSFs, provided compliance features are met. Indeed, Veeva's
compliance statements ("' www.veeva.com) ("°) www.veeva.com) align with FDA guidance. Having an elSF also
facilitates sponsor inspections; missing or incorrect records (a common audit finding) become rarer when

version control and mandatory fields are enforced.

Veeva Systems: Veeva's stakeholder interest lies in establishing a ubiquitous platform. By offering SiteVault
free, Veeva secures site "buy-in" and positions itself as the de facto site technology provider. This strategy has
the side effect of potentially boosting revenue on the sponsor side (more sponsors may choose Vault if they see
it embraced everywhere). Veeva's public statements reflect this: Nick Frenzer of Veeva described making

SiteVault free for 90% of sites as part of Veeva's mandate as a Public Benefit Corporation (") www.veeva.com).
From a competitive standpoint, it also pressures rival elSF vendors, who may struggle to match a no-cost
offering.

8. Future Directions and Industry Implications

The introduction of Veeva SiteVault as a free elSF could have several long-term effects on clinical trial conduct:

o Network Effects and Ecosystem Lock-In: As more sites adopt SiteVault, it may become a standard platform. Sponsors
working with these sites then see the value of integrating their systems (through Vault SiteConnect). Over time, this could
create a quasi-standard site file ecosystem centered on Veeva. New digital health apps (ePRO, wearables, etc.) could link

into this ecosystem. The planned SiteVault CTMS (free up to 20 studies (‘ZOI www.veeva.com)) and integrated eConsent
further entrench sites into the Veeva platform. This consolidation could raise concerns about vendor lock-in or choice, but

the choice model (free vs enterprise tiers) aims to include all sizes of sites.

e Standardization Across Sites: Veeva's push for a site-focused reference model (UOJ sites.veeva.com) combined with
widespread SiteVault use could lead to implicit standardization of binder schemas. If many sites use the same Vault
metadata and folder taxonomy, it reduces confusion for monitors and CROs moving between sites. It may also influence
industry guidelines to coalesce around Vibrant's model.

e Acceleration of Decentralized Trials: Electronic site files are one component of the decentralized trial movement. With
SiteVault and eConsent, sites gain technologies that enable patients and monitors to engage remotely. Paired with other
digital health tools, this infrastructure can support more patient-centric and hybrid trial designs. The COVID-19 experience
showed such designs can work; offerings like SiteVault help make them sustainable.

o Regulatory Evolution: As elSFs become common, regulators may issue new guidance. For instance, the FDA released a
draft guidance on risk-based monitoring in 2013 and the EMA has signaled openness to elSF. Widespread digital adoption
(aided by SiteVault's scaling) might prompt regulators to formalize elSF standards or accept more remote inspection
processes. The European Clinical Trials Regulation (2022) envisages sponsors and sites maintaining trial master files
(sTMF/eTMF); standard elSFs can interconnect with these frameworks.

e Data Analytics and Al: With vast troves of site document data centralized, analytics become feasible. Sponsors could track
metrics across thousands of studies (e.g. average time to binder lock, common missing documents) and use Al to predict
compliance risks. Veeva's platform could, in the future, offer insights drawn from aggregated site file usage. (While such
features do not exist yet, the data foundation is being laid.)
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e Economic Impacts: For the industry, the cumulative time saved per trial could be substantial. If, for example, a site saves

even 10 hours of work per study thanks to elSF (likely conservative given the quotes), multiplied by thousands of sites and

dozens of studies each, the economic benefit is enormous. Faster start-ups and fewer FDA Form 483s (inspection findings)
could shorten drug development timelines by months on average.

e Market Competition: Veeva's free model may force compititors to adapt. Florence Healthcare (mentioned earlier) and

others offer paid eBinders; they may need to compete on functionality or find new pricing structures. Alternatively,

partnerships between elSF vendors and site networks might emerge. The “free elSF” phenomenon also raises questions

about sustainable business models — Veeva relies on selling Enterprise features to a small fraction of large sites.

e Equity and Accessibility: By lowering costs, SiteVault potentially democratizes research. It enables rural or underfunded

sites to participate in more trials, potentially increasing diversity of research populations. This has positive ethical and
scientific implications. Veeva's PBC stance underscores an intention toward broader access to research technology.

9. Tables

Table 1. Veeva SiteVault vs. Traditional Paper Binder (see

Section 4)

Aspect

Key Documents
Storage

Regulatory

Compliance

Signatures

Monitor Access

Document
Exchange

Search/Findability

Version Control

Storage Limits

Workflow
Automation

Audit Readiness

Cost to Site

Traditional Paper Binder

Paper folders; static binder.

Manual checklists; prone to
missing docs; physical signatures
on paper.

Wet-ink signatures and initials on
paper forms; physical records
needed.

On-site visits required; monitors
review Print-outs of documents.

Couriers/mail for sending sponsor
documents; Email/USB for
sending stuff.

Manual search; time-consuming.

Multiple hard-to-track manual
versions (old docs physically
archived).

Binders fill up; archiving is
physical and cumbersome.

No automation (paper flows by
hand).

Manual reconciliation needed
before audits.

Costs of paper, printing, couriers,
storage; extra personnel time.

Veeva SiteVault (elSF)

Electronic, cloud-based binder per study; unlimited storage and
access from any site location.

Built-in 21 CFR Part 11 / HIPAA | GDPR compliance; audit trails for

all changes (HI www.veeva.com) (HG‘ www.florencehc.com).

Electronic signatures allowed; completed forms auto-stamped

and audited ([5] www.veeva.com).

Remote monitoring: secure online access for monitors to view

the site binder from anywhere ([M] www.veeva.com), reducing

on-site visit time.

Integrated exchange (via SiteConnect) for sending/receiving

protocol packages, safety reports, training records, invoices, etc.

('27‘ sites.veeva.com).

Full-text and metadata search across all docs; instant retrieval
of needed file.

Automatic version history; “certified copies” for source docs;

prevents overwrites ([5] www.veeva.com) (“2] florencehc.com).
Unlimited (free) - unlimited studies, documents, and users
supported ([5] www.veeva.com).

Alerts and dashboards for missing signatures, expirations;
reduces manual tracking.

Always "audit ready” through live dashboards; quick report
generation of compliance metrics.

Free for most - no licensing fee for core elSF (full support
included); optional paid enterprise features.
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Table 1 contrasts the cumbersome nature of paper-based site files with the automated, cloud-based features of
Veeva SiteVault. All SiteVault claims are verified by Veeva sources (I www.veeva.com) ((°/ www.veeva.com) (171

sites.veeva.com) (I'?! florencehc.com).

Table 2. Selected SiteVault User Testimonials (see Section 5)

Site | Organization Outcome [ Quote Sourcet
"Veeva SiteVault gives us a high-quality, free cloud solution to access, file, and Veeva Press
Minnesota Urology . N . . "
search regulatory documents easier, and maintain compliance with less burden. Release (Jan
(USA)
(Clinical Research Manager) (‘29| www.veeva.com). 2020)
“"We are reducing study activation timelines by 40%, spending half the time Veeva Press
Tilda Research . .
completing regulatory tasks, and saving tens of thousands of dollars per study Release (Sept
(USA)
with Veeva Sitevault.” (Chief Clinical Officer) (\° www.veeva.com). 2020)
. N . . . . Veeva Press
Crofoot Research "Our 4-hour in-person monitoring visits are now just 30 minutes using remote
o . . 25 Release (Sept
Center (USA) monitoring in Veeva SiteVault." (Project Manager) (:2°/ www.veeva.com).

2020)

"Everything now automatically goes on to Veeva as an elSF. Monitors get access to

Skylight Health it, and it also keeps them out of my clinics because they're happy to monitor Veeva Sitevault
Research (USA)

s Blog
remotely.” (CEO) ([° ] sites.veeva.com).

"With SiteVault, communication is much improved... we went from sending about

ClinOhio Research 140-150 emails to the sponsor down to 30-35 during study start-up.” (President)

Services (USA)

Veeva SiteVault

391 . Marketing
(1321 sites.veeva.com).

"Veeva SiteVault made staying inspection ready easy overnight. With the click of a

. \Y iteVaul
Celerion (USA) button, we are 100% confident that we have the current document for that study.” eeva Sitevault

3371 . Blog
(VP, Global Ops) ([”] sites.veeva.com).

t All outcomes/quotes are drawn from Veeva or customer sources, as cited. They illustrate time savings, cost
reduction, and workflow improvements attributed to SiteVault.

10. Discussion

The emergence of free elSF platforms like Veeva SiteVault carries several broader implications:

e Efficiency Gains vs. Investment: The numerous site testimonials point to major efficiency improvements ([6]

www.veeva.com) ([32] sites.veeva.com). While such quotes are encouraging, careful cost-benefit analyses are possible.
For example, Justin Deck’s claim of “saving tens of thousands per study” implies ROl even after accounting for staff time
and subscription costs (if any existed). With SiteVault being free, any time saved is nearly pure benefit. Sponsors may
similarly benefit from faster enroliment and fewer site delays.

e Adoption Challenges Remain: Even with a free elSF available, not all sites may transition immediately. Change management
is required — staff must be trained, legacy files migrated. Smaller sites may lack IT support. There may also be reluctance
due to trust or comfort with paper. Thus, Veeva's success depends on effective implementation support. However, the rapid

adoption (500+ sites in 8 months ([2] www.veeva.com)) indicates many were ready to move.

e Quality of Evidence: Much of the supporting data here comes from Veeva's own materials (press releases, blogs).
Independent validation of SiteVault's impact is lacking. Academic publication on elSF usage remains scarce. For an unbiased
assessment, more external studies would be valuable. For now, we rely on primary sources and expert opinion (Veeva's field
leaders, site CROs). The consistency of reported benefits across multiple sites, however, lends credibility.
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e Endpoint Effects: Improved site efficiency may translate to shorter trial durations. If sites finish start-up 40% faster ([6]
www.veeva.com), studies can reach accrual quicker. On the flip side, if all sites trivialize paperwork, sponsors may raise
expectations (e.g. demand even more documentation in shorter time). Boring bureaucratic tasks may be eliminated, but
sponsors might introduce new requirements. Whether net effect is faster overall development remains to be measured
industry-wide.

e Integration with Clinical Operations: Veeva's future plans are telling. By offering a free SiteVault CTMS integrated with the

elSF and eConsent tools ('23] www.veeva.com), Veeva is bundling site operations tools. In practice, this could mean sites
eventually manage everything from patient consent to visit tracking in one suite. Additionally, Veeva Connect links elSFs to
sponsor CTMS/eTMF, suggesting data flows up/down seamlessly. The implication is a more connected ecosystem: studies
run in one digital continuum instead of disjointed file transfers. For sponsors using Veeva Vault CTMS/eTMF, site participants
on SiteVault means truly end-to-end digital trials.

e Public Benefit Corporation Influence: Veeva's status as a PBC is unusual in tech. They explicitly noted providing

technology affordably as a public benefit (\7\ www.veeva.com). This may signal a shift where vendors prioritize broad
industry utility over short-term sales. For sites, this could encourage more open access to formerly expensive enterprise
tools. If successful, this model might pressure other vendors to lower costs or offer freemium tiers.

e Standardization and Future Standards: As more sites use SiteVault, a de-facto standard elSF model could emerge.
Regulators or consortia may formally adopt standardized elSF structures (as Veeva's whitepaper advocated (“O]

sites.veeva.com)). This can further simplify audits and multi-center study management.

e Potential Risks: A reliance on any single vendor platform carries risks: what if Veeva changes terms, or if an enterprise
subscription is needed for advanced features? (Veeva seems committed to core free usage, but long-term commitment is
not guaranteed.) Additionally, a digital gap may open: sites not using SiteVault (for whatever reason) could find themselves
incompatible with peers. Finally, cybersecurity is a concern - centralizing site data in the cloud necessitates robust
protections. Veeva's large scale and compliance credentials mitigate this, but sites must still follow good security hygiene
(strong passwords, controlled sharing).

11. Conclusion

Veeva SiteVault represents a significant step toward modernizing clinical site operations. By providing a fully-
featured elSF solution at no cost, Veeva has accelerated the migration away from paper binders. As the
evidence shows, sites adopting SiteVault can drastically cut administrative time and stay more inspection-ready
(151 www.veeva.com) (1257 www.veeva.com). Remote monitoring is made easy, and collaboration with sponsors
becomes more efficient (I?7! sites.veeva.com) (°?! sites.veeva.com). These benefits align with industry needs for
faster trials and higher-quality data.

In just a short time, SiteVault has gained traction, with hundreds of sites on board (?) www.veeva.com) and
thousands more expected. It addresses multiple stakeholder priorities: sites get to focus on research rather than
files, monitors spend less time commuting, and sponsors can integrate site data digitally. Veeva's vision of a
connected clinical platform (elSF + CTMS + eConsent) is coming to fruition, promising further gains in the
coming years (") www.veeva.com).

While any new technology entails change, the case studies and adoption statistics suggest that the benefits of a
free elSF heavily outweigh the transition effort. The trend toward digital, remote-friendly clinical trials shows no

sign of reversing. In this context, Veeva SiteVault's utility is clear: it commoditizes high-end regulatory workflow

software so that every research site — regardless of size or resources — can operate with modern efficiency.

Thus, the advent of SiteVault as a free elSF appears destined to become a landmark in clinical research
infrastructure. Its impact will likely extend beyond individual sites to shape industry standards and expectations.
If the current trajectory holds, future clinical trials will be faster, leaner, and more site-friendly — a boon for
patients awaiting new therapies and for science as a whole.
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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.

© 2025 IntuitionLabs.ai. All rights reserved.
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