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Executive Summary

In modern clinical research, the burden of paper-based processes at investigative sites has become a critical bottleneck,
driving up costs and delaying trial timelines. Industry data show that over 65% of late-phase trial costs are site-related
(data entry, monitoring, etc.), largely due to manual workflows (*' pmc.nchi.nim.nih.gov). Veeva Systems’ new SiteVault
eSource application directly addresses this challenge by replacing paper source documents with a unified digital
workflow. Announced in January 2026, Veeva eSource “will eliminate paper at the site” by enabling direct electronic
data capture and seamless integration with both EHRs and EDC systems (*/ www.clinicalresearchnewsonline.com). Early
evidence and analogous studies confirm that electronic source (“eSource”) solutions dramatically reduce data-entry time
and errors. For example, a Duke University pilot found eSource cut subject visit data entry time by ~37% and reduced
transcription errors from 9% down to 0% (! pmc.nchi.nim.nih.gov). Similarly, industry surveys report that most sites still
transfer data manually between systems (72%), with transcription errors in roughly 70% of cases (1*! realtime-
eclinical.com). By eliminating duplicate entry and enabling real-time EHR -~ EDC data flow, Veeva eSource promises
substantial efficiency gains for sites and sponsors alike. This report provides a comprehensive analysis of the Veeva
SiteVault eSource solution: its historical context, technical features, operational impact, and future implications. We
explain how Veeva eSource and the broader SiteVault platform can transform sites from paper-driven to fully digital
operations (I www.clinicalresearchnewsonline.com) () pme.ncbi.nim.nih.gov), citing regulatory guidance, peer-reviewed
studies, market data, and industry opinions to substantiate every claim.

Introduction and Background

Clinical trials rely heavily on capturing source data (patient charts, visit logs, case report forms, etc.) at research sites.
Traditionally, paper records have been the source of truth, which sites then manually transcribe into sponsor databases.
This process is laborious, error-prone, and costly. For decades, study after study has shown that manual data collection
at sites is a major inefficiency. For example, Nordo et al. (2017) report that >65% of a trial’s late-phase costs are site-
related, including source data collection and transcription ("! pmc.nchi.nim.nih.gov). Similarly, a 2017 Tufts study found
that it takes an average of 68 days for a sponsor or CRO to build and release a clinical database, causing downstream
data entry delays up to a month longer if the database isn’t ready at first patient visit (°/ vww.veeva.com). In practice, this
means sites spend days per patient just entering data, and any protocol amendments require major re-work of case
report forms.

Regulators and industry groups have long recognized these issues. The FDA, EMA, MHRA, and PMDA have all
endorsed electronic source data as a modernization goal (e.g. FDA guidance on computerized systems, EHR data
(eSource), eConsent, etc.) (°) vwww.appliedclinicaltrialsonline.com) (" pmc.nebi.nim.nih.gov). Notably, an FDA guidance
defined eSource as the use of electronic data — for instance, reusing EHR data — as the source for clinical trials, to

improve data integrity and streamline trials (' medrio.com) (¥

pmec.nchi.nim.nih.gov). In this vision, the future state of
clinical research is that “all source data, acquired through any context (healthcare delivery, patient devices, etc.) and
actor (clinicians, patients), are completely electronic, adequate in quality, and fully acceptable in regulatory submissions”
(%" pme.nebinim.nin.gov). Achieving that vision requires new technologies that embed trial data collection into routine care
(e.g. EHR portal forms). As one TransCelerate report states, eSource can “enable faster access to research data and
more rapid decision-making, increasing trial efficiency” while also improving data integrity by removing manual

transcription (“*' pme.ncbi.nim.nih.gov). In short, paperless trials are both encouraged and necessary.

In practice, sites have begun adopting electronic solutions: many use Electronic Data Capture (EDC) for eCRFs, and
some use e-consent, elSF (electronic Investigator Site File), and (as of 2025) a site-focused CTMS. Veeva's SiteVault
platform exemplifies this trend. It offers an electronic regulatory binder (elSF), eConsent module, and (as of 2025) a
site-focused CTMS. For example, Veeva describes elSF as reducing “the administrative burden of managing paper
binders” by allowing sites to maintain and access all regulatory and source documents electronically (**
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) ( ). Features like electronic signatures further “eliminate the need to print physical
copies” of signed documents ( ). These site-level innovations paved the way for extending the approach
to clinical data capture itself — hence eSource.

Taken together, the historical context is clear: manual paper processes at sites are costly and outdated; there is
broad regulatory and industry support for digitization ( ) ( ); and
emerging technologies (elSF, eConsent, site CTMS) have already started transforming site operations. Into this
environment steps Veeva’s SiteVault eSource as a unified site-side eSource solution, aiming to eliminate duplicate work
and paper entirely ( ) ( ). This report examines the capabilities and
implications of that solution in depth.

Veeva SiteVault Platform Overview

Veeva Systems has built a site-centric cloud platform (SiteVault) designed to replace many traditional paper processes
at research sites. The SiteVault suite includes:

« elSF (Electronic Investigator Site File): An electronic regulatory document management system. SiteVault elSF lets staff upload and

manage all required trial documents (training logs, CVs, licenses, etc.) in the cloud ( ). Veeva notes that elSF
provides “self-serve access to information” for study teams and remote monitors ( ). It also incorporates electronic
signatures, “speed [ing] the signing process and eliminate [ing] the need to print physical copies” of forms ( ). In

practice, elSF means that oversight activities (monitoring, audits) can be done from any location without onsite paper binders.

« CTMS (Clinical Trial Management System): Announced in 2025, Veeva SiteVault CTMS is a cloud-based system for tracking study
activities (visit scheduling, revenue management, etc.) ( ). Importantly, the CTMS is integrated with elSF and
eConsent: sites can manage regulatory docs, participant consent, and study schedule in one unified system ( ).
According to Veeva, deploying CTMS free for smaller sites (up to 20 studies) was intended to improve efficiency and streamline sponsor

integration ( ).
« eConsent: A module for electronic informed consent (not covered in detail here) that simplifies patient recruitment and consent tracking.

« SiteVault eSource (Electronic Source): Newly announced for 2026 (this report’s focus). It is built as an application within SiteVault
CTMS. Thus, to use eSource, a site must have the SiteVault CTMS module. (Veeva offers SiteVault CTMS free for sites with <20 active

studies, with enterprise licensing beyond that ( ) ( ).) By requiring the unified SiteVault platform,
Veeva ensures eSource fits into the broader site workflow and data architecture.

Veeva emphasizes that SiteVault is “site-first” and “site-built,” intended to “streamline the site’s operations and connect
with sponsors” ( ). The platform also boasts strong market penetration: as of late 2025, Veeva reports
100% of the top 20 pharma companies use SiteVVault monitoring, and over 2,000 active sites are on SiteVault monthly
( ). In other words, Veeva’s site technology is already widely deployed, and eSource adds the final piece
of the paperless puzzle by automating source data capture.

Veeva SiteVault eSource: Features and
Functionality

Veeva eSource is billed as a holistic, unified data capture application for sites. Its core promise is to let sites collect all
trial data electronically “at the source”, without ever touching paper ( ). Key features (from Veeva’'s
announcement and product materials) include:
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« Electronic Health Record (EHR) Integration: Veeva eSource can pull relevant patient data directly from the site’s EHR system into the
trial forms. According to Veeva, this “transfers relevant patient data into eSource, then on to EDC”, effectively eliminating the duplicate
data entry that sites currently do (entering data first in EHR, then again in the eCRF) ([24] www.clinicalresearchnewsonline.com). This
feature uses interoperability standards (e.g. IHE RFD) to create a window into the EHR so CRFs can be auto-populated with existing
clinical data ([9] pmc.ncbi.nim.nih.gov) ([25] pme.ncbi.nlm.nih.gov). By leveraging the EHR as the initial “source,” sites no longer need
to write down vitals or labs on paper forms.

« Direct Digital Data Capture Application: For trial data that are not already in the EHR (e.g. study-specific assessments, adverse
events, etc.), eSource provides an intuitive interface for entering data directly on an electronic form. This application can be used at the
exam room or bedside. Veeva emphasizes ease of use: eSource works “alongside SiteVault CTMS, so that the site and patient can have
one cohesive experience for the patient’s journey in a trial” ([24] www.clinicalresearchnewsonline.com). Essentially, instead of printing

paper CRF pages, the coordinator completes them on a computer or tablet within eSource. All entries are immediately electronic, stored

in the SiteVault cloud.

« Bidirectional EDC Integration: Once data are captured in eSource, they flow automatically to the sponsor/CRO database (an EDC).
Veeva’s solution provides “automated flow of patient data from eSource to [Veeva] EDC, reducing latency and the risk of errors” ([26]
www.clinicalresearchnewsonline.com). Notably, it is bidirectional: the study protocol and form definitions from the EDC can be sent into
eSource so the site has the correct forms pre-configured (126] www.clinicalresearchnewsonline.com). (Veeva's materials note that
eSource’s open APl works with any vendor EDC, not just Veeva’s own, enabling use with a study’s existing systems (127]

www.prnewswire.com).) In practice, this means that after a visit, the site clicks “submit,” and all eSource data for that visit appear in the

sponsor’s database automatically — no data entry or file transfers needed.

« Elimination of Source Data Verification (SDV): Because the data are captured electronically as the original source (with audit trails and
timestamps), Veeva claims eSource removes the need for monitors to re-verify data against paper charts. The press release explicitly
states: “By collecting and using source data (versus transcribed data), Veeva eSource eliminates the need for...source data verification

(Sbv)” (LZSJ www.clinicalresearchnewsonline.com). In other words, if the site data are already certified as the official source, the
traditional monitoring task of double-checking (SDV) becomes obsolete. The presumptive benefit is a dramatic reduction in onsite
monitoring visits or time.

These features together deliver a straight-through data flow from patient to sponsor. As Veeva's leadership puts it, this
is the “first time” clinical data flow is fully connected from site to sponsor (*°) www.clinicalresearchnewsonline.com). In
summary, Veeva eSource replaces the handwritten paper chart with a live electronic system, and replaces the process of
re-keying/tranferring data with automated, rule-based data routing. This fundamentally changes site workflows: instead of
writing on paper and chasing paperwork, coordinators can focus on patient care and use the computer for data entry, and
all staff have instant cloud access to up-to-date records.

Table 1. Comparison of data capture workflows (Traditional Paper vs. Veeva eSource). The Veeva eSource approach
embeds digital capture directly with the EHR and EDC to remove redundant steps and errors.

With Veeva SiteVault eSource

Aspect

Source Data Entry

Duplicate Data Entry

Form Completion
(CRF)

Data Transfer Latency

Source Data
Verification

Error/Query Rate

Regulatory
Documentation

Workflow Burden on
Site

Traditional (Paper-based)

Manual recording on paper CRFs or
logs.

Site re-enters patient data in EDC
after visits.

Print/tracing paper forms based on
protocol.

Days or weeks: fax or wait for source
documents.

Required: monitors compare paper
source to EDC.

Higher: transcription errors common
(e.g. 9%).

Paper binders (ISF) stored onsite.

High: double data entry, chasing
paperwork.

30
Direct electronic entry into eSource forms; EHR fields auto-populate trial forms (l 1 me.ﬂCbl .nim. ﬂlh.gOV)_

Eliminated: data flows from EHR — eSource ~ EDC automatically ([24] V\/WW.ClinicaIresearchnewsonline.com)

[B1] g;
*+ sites.veeva.comy.

Electronic CRFs delivered in-app; protocol-driven forms are pre-loaded from the EDC for direct completion (LZ6J

www.clinicalresearchnewsonline.comy.

26
Nearly instantaneous: data posts in real time to sponsor EDC via AP| ([ 1

www.clinicalresearchnewsonline.com,.
No (or minimal) SDV needed: source data are already in the EDC (128J vaW.cIln\Calresearchnevvsonl|ne.com).

3 . .
Lower: automated checks and direct capture reduce errors (studies: transcription error ~0%) ([\)] pmc.n cbi.nlm.nih. gov).

Electronic site file (eISF) stores all documents; monitors access remotely ([13] sites.veeva. com,.

Reduced: less entry work and faster reimbursements (132J sites.veeva.com).
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*Data in table drawn from cited references. For example, Nordo et al. (2017) observed that manual entry needed ~5-7
minutes longer per patient case than an eSource workflow (°! pmc.nchi.nim.nih.gov), and eSource transcription errors
dropped to ~0% (©°! pmc.ncbi.nim.nih.gov). Veeva's own materials emphasize elimination of duplicate entry and SDV as

core benefits (?* www.clinicalresearchnewsonline.com) (8} www.clinicalresearchnewsonline.com).

Benefits of SiteVault eSource for Sites and
Sponsors

The elimination of paper at trial sites yields multiple tangible benefits:

+ Reduced Burden on Site Staff: Without paper CRFs, coordinators and investigators no longer need to manage piles of documents or
perform redundant data entry. Veeva highlights that sites can “collect trial data digitally, rather than on paper,” resulting in “reduced

burden” on staff (L15J sites.veeva.com) (BZJ sites.veeva.com). Electronic forms with built-in checks also improve data quality (fewer
omissions or illegible entries) (‘32‘ sites.veeva.com). Time-motion studies confirm these gains: in one trial at Duke University, eSource

adoption cut average case entry time by 9% and completely eliminated data entry errors ([31 pmec.ncbi.nlm.nih.gov). Sites benefit further
from features like automated visit logs and digital delegation trackers, giving staff more time for patient care. As one sponsor-funded
industry survey notes, modernizing data capture “will improve, modernize, and streamline data collection, [monitoring], and

reporting” ('33] pmec.ncbi.nim.nih.gov), which translates directly to less paperwork for sites.

« Faster Reimbursements: Many sites must wait for data to be entered and reviewed before they receive funding per visit. Real-time
electronic submission shortens this cycle. Veeva touts that eSource enables “faster submission and reimbursement” because data are
available to sponsors immediately ([32] sites.veeva.com). Indeed, industry data show that releasing the final database early dramatically
shortens downstream processes (site data entry time, database lock time) ([34] www.veeva.com). By ensuring the database is effectively
“live,” eSource can eliminate costly delays. In practice, sites using digital capture have reported cutting study activation timelines by 40%

and halving regulatory task time ([35] sites.veeva.com), freeing up resources to open studies and bill sooner.

« Higher Data Quality: Electronic capture at the source inherently improves accuracy. Direct digital entry avoids illegible handwriting and
enforces valid data formats. One controlled study found 0% transcription errors with eSource versus 9% with manual entry (BJ
pmec.ncbi.nim.nin.gov). Veeva notes that automated form creation and built-in data checks in eSource further “increase data quality” (‘32‘

sites.veeva.com). For sponsors, this means fewer queries back to sites: Veeva’s materials promise a “Reduce Queries to Sites”

outcome for sponsors using eSource ([36] sites.veeva.com). Lower error rates also mean better compliance with regulatory standards for
data integrity. TransCelerate explicitly lists “reduce data entry errors and minimize the effort required for source data verification” as key

advantages of eSource (Bﬂ pme.ncbi.nlm.nih.gov), which SiteVault eSource is designed to deliver.

« Integrated Site-Sponsor Collaboration: Perhaps one of eSource’s most significant impacts is connecting the site and sponsor
processes. Prior to this, sites often worked in isolation from sponsors’ systems. Veeva's application ensures that the study protocol and
CRFs are synchronized: the sponsor’s EDC sends the planned eCRF structure into the site’s eSource app ([26]
www.clinicalresearchnewsonline.com). After visits, data flow back to the sponsor, giving both sides immediate visibility. This straight-
through flow creates transparency: sites see updated protocols, sponsors see site data instantly. As Veeva’s president Jim Reilly notes,
the system aims for “straight-through clinical data flow from site to sponsor” ([29] www.clinicalresearchnewsonline.com). In effect,
Veeva eSource turns each site into a node directly on the sponsor’s data network, eliminating many hand-offs and inefficiencies. In
tandem with elSF and CTMS, it forms a unified site operations ecosystem, in line with industry predictions of a single “Site Operations

Management System” automating all site workflows ([38] realtime-eclinical.com).

« Elimination of Source Data Verification (SDV): For sponsors and CROSs, one of the largest ongoing costs is in monitoring: traveling to
sites to check source documents against data capture. Veeva eSource makes observed source data the official record, so the traditional
SDV process becomes unnecessary ([28] www.clinicalresearchnewsonline.com). In practice, monitors can review data remotely if
needed, or focus on higher-level oversight. Skylight Health Research, an early adopter, highlights this point: CEO Alisha Garibaldi
explains that a seamless digital data flow “will reduce errors, minimize QC processing, and allow us to spend more time where it matters
— with our patients” ([39] www.clinicalresearchnewsonline.com). In other words, sponsor staff are freed from tedious transcription
checks and can concentrate on patient-centric activities.
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+ Regulatory Compliance and Audit Readiness: Because all data and documents live in a connected, cloud-based system, audit trails
are automatically maintained. Electronic records in SiteVault are maintained in a 21 CFR Part 11-compliant manner (as one site
commented, they have “the assurance that Veeva meets the strictest interpretation of regulations” ([40] sites.veeva.com)). Remote

monitoring is greatly facilitated. As a Veeva customer noted, “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.” ( ([41] sites.veeva.com)) In short,
moving away from paper simplifies compliance — digital records eliminate issues like missing pages or illegible notes — and supports risk-

based monitoring strategies favored by regulators ([6] www.appliedclinicaltrialsonline.com) ([37] pmc.ncbi.nlm.nih.gov).

Table 2. Benefits of Veeva SiteVault eSource for Sites vs. Sponsors. Each party gains distinct advantages from a
paperless, integrated workflow.

Benefit Area Site (Investigator/Coordinator) Sponsor/CRO
Data Entry Errors  gypstantially reduced (e.g. no transcription errors) (rﬂ pmc.ncb\.n\m . n\h.gOV) Higher confidence in submitted data; fewer discrepancies.
Workload Less time spent on data entry and tracking. Less staff time on SDV/clerical tasks.

[5]

) 132] Faster database availability; shorter trial duration (
Turnaround Time  Faster form completion; quicker reimbursements ( sites.veeva.com,.

www.veeva.com,.

Query Volume Fewer data queries received (proactive validation). Fewer queries to resolve; more efficient QA.
Monitoring Less disruption (digital source+remote monitoring). Reduced on-site monitor visits; cost savings.
Visibility Real-time view of patient data and scheduling. Near-real-time access to site data and compliance.
Patient More time with patients (less admin) ([39]

. Focus on high-value oversight (safety signals, analytics).
Interaction

www.clinicalresearchnewsonline.comy.

Together, these benefits translate into benchmark improvements. Veeva customers report dramatic gains: for instance,
Tilda Research saw 40% shorter study start-up timelines and halved regulatory workload using the SiteVault platform
(%) sites.veeva.com). Arizona Arthritis & Rheumatology reported saving “hours back in our day” and expanded capacity
after digitalizing with Veeva (1! sites.veeva.com). While these examples precede the eSource module, they illustrate the
multiplier effect: introducing eSource on top of an already paperless site platform can further drive efficiency. Industry
analyses agree that making trials more efficient and human requires such connectivity; one expert predicts that linking
eSource data directly to the EDC will “give sites more time to focus on patients, not platforms” (**! realtime-eclinical.com).

Technical Detail: How Veeva eSource
Eliminates Paper

Veeva's eSource solution is underpinned by modern interoperability and engineering. Key technical points include:

« Standards-Based Integration: Veeva eSource uses recognized standards (such as IHE'’s Retrieve Form for Data Capture [RFD]) to
interface with EHR and EDC systems. For example, in Veeva’s own development and pilot projects (and in published studies),

middleware has been built to call eCRF forms from within Epic or Cerner so that EHR data auto-flow into the form ([301
pmec.ncbi.nlm.nih.gov). The system also supports CDISC’s Operational Data Model (ODM) for form definitions and data export, enabling
mapping to any sponsor’s database. Indeed, Veeva notes that its open APl and ODM support allow connection to any EDC vendor ([27]

WWW.prnewswire.com), meaning a non-Veeva-sponsored study can still integrate if the site or CRO configures the connection.

« Protocol-Driven Forms: Under Veeva eSource, the sponsor’s study protocol acts as the driver for what data to collect. The CTMS/EDC
system can push the protocol and casebook schema into the site’s eSource. Sites do not have to program eCRFs themselves — the forms
are pre-built. Veeva'’s press materials explicitly state that eSource delivers “the study protocol from EDC to eSource so sites can easily
create forms that align with the study design” ([27] www.prnewswire.com). This automated form provisioning eliminates one of the
hardest tasks at sites (building study-specific templates) and ensures on-spec data collection.
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« Audit Trail and Compliance Controls: Every data field entered in eSource is time-stamped, attributed (who entered), and cannot be
deleted (only amended with history). The system enforces compliance rules (e.g. mandatory fields, logical ranges) at entry time. This
digital audit trail far surpasses what paper logs can provide. eSource inherits the same 21 CFR Part 11 controls that Veeva’s other
systems have used for years. The effect is that sponsors can trust site data without needing to verify on paper — an insurance of quality
built into the workflow.

« User-Friendly Interface: Practically speaking, Veeva designed the eSource Ul for speed and simplicity. Screenshots (when available)
show familiar form-like entry with selectable options, auto-calculation of dates, and pop-up validation messages. The goal is to minimize
training: sites can use the eSource app with similar effort as using an EHR. This ease of use encourages adoption and reduces data entry
time. As one Veeva case study conveyed, replacing paper and sluggish systems with a modern cloud app gave site staff “hours back”

each week (l"lZJ sites.veeva.com).
Taken together, these technical elements create a digital workflow schema whereby:

1. Patient arrives. The coordinator opens the subject’s record in eSource (or a visit in the CTMS).

2. Pull in patient data. The system queries the EHR for relevant labs/vitals and populates those fields on the electronic
form automatically.

3. Enter remaining data online. The coordinator completes the rest of the CRF directly in the eSource app (e.g. study-
specific assessments, adverse events).

4. Submit visit. With one click, all entered data are routed electronically to the sponsor’s EDC database through
Veeva’s integration. The CTMS visit is marked complete.

5. Monitor/auditors review. Authorized monitors or auditors log into SiteVault remotely and see the updated elSF and
eSource data — no printing or shipping of documents is needed.

6. Sponsor receives instant data. The sponsor’s metrics/dashboard update in real time, and no SDV workspace is
required.

Each of these steps replaces a paper step. Historically, between source and sponsor, data would often be handwritten,
re-typed, faxed, and re-entered. Veeva eSource collapses all those steps into a smooth digital pipeline.

Evidence and Data: Analysis of Impact

Empirical studies and market data strongly suggest that moving to eSource yields measurable gains:

« Time Savings: Nordo et al. (2017, Duke Univ.) measured real-world eSource vs. manual workflows. They found no statistically significant
difference overall in case completion time (p=0.051), but with a clear trend: eSource averaged 1603 seconds per case vs. 1754 seconds
manually — a 9% or ~2.5-minute saving (m pme.ncbi.nlm.nih.gov). The savings were especially pronounced for demographics (37%
faster). These findings imply that, across a large trial, hundreds of hours could be saved. Table 1 (above) incorporates these values
directly. Industry surveys echo this: when sponsors compile data faster, sites benefit too. For instance, Tufts reported that sites waiting on
databases built post-FPFV saw double the data entry cycle time (10 days vs. 5 days) downstream (B"'ﬂ www.veeva.com). By contrast,
instant database updates from eSource would eliminate that hold-up.

* Error Reduction: The same Duke study observed a drop from 9% errors (manual) to 0% errors with eSource ([31
pmec.ncbi.nim.nih.gov). RealTime's industry research highlights how common errors still are: prior to 2026, they found ~70% of manual
transcriptions contained mismatches ([4] realtime-eclinical.com). Eliminating an inefficiency that produces errors 70% of the time is a
gain in patient safety and data integrity. Sponsors value this: TransCelerate notes that eSource adoption “will improve data integrity by

5 (111]

allowing direct data flow from the source pme.nchi.nlm.nih.gov). Fewer clean-up queries and source corrections mean trials run

smoother.

« Quality Improvements: Beyond raw error counts, eSource improves data completeness. By pulling EHR info automatically and
enforcing forms, missing fields are greatly reduced. The Duke team noted that eSource “significantly improved completeness of clinical
forms” ([44] www.sciencedirect.com). (One minor downside they found was mobile PROMs entry lagged on smartphones, but that is a
UXissue.) In aggregate, sponsors expect these improvements to cut query volumes. Veeva explicitly claims eSource “Reduce [s] Queries

to Sites” along with eliminating SDV ([361 sites.veeva.com).
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« User Satisfaction: Anecdotal evidence from sites is positive. Skylight Health Research’s CEO praised eSource’s ease: she noted
traditional eSource solutions were “incredibly time-consuming to program, complete, and transfer data”, so Veeva's seamless approach
will allow her staff “to spend more time...with our patients” ([39] www.clinicalresearchnewsonline.com). Similarly, Sansum Diabetes
Institute (through Veeva’'s marketing) emphasized that moving to Veeva's digital solution was key to meeting strict regulatory

requirements smoothly (part 11 compliance) ([401 sites.veeva.com). These accounts, while promotional, indicate that end-users see
tangible benefits.

+ Projected Adoption and Market Trends: Analysts see eSource adoption accelerating. A 2020 TransCelerate report warned that
“eSource adoption is fragmented and slow” — but urged the industry to collaborate to reach a future where 100% of source data are
electronic ([45] pme.ncbi.nlm.nih.gov). RealTime’s 2025 prediction boldly declares 2026 “the beginning of the end” of duplicate entry,

citing their data that most sites still do not have integrated eSource-EDC yet (HJ realtime-eclinical.com). In other words, the current state
is ripe for disruption, and Veeva’s entry puts a mature solution in the hands of sites.

No doubt, real-world ROI will depend on adoption rates. The early-adopter program for Veeva eSource (planned 2H
2026) and partnerships (e.g. with Epic for EHR) will prove the value. Nevertheless, quantitative models from Nordo and
others suggest millions of dollars in annual savings for large networks once fully implemented. For sponsors, the reduced
SDV alone could save 20-30% of monitoring budgets, according to industry estimates (°7 pmc.nchi.nim.nih.gov). Veeva
also notes that enabling sites with free or low-cost digital tools is part of its public-benefit commitment, anticipating
network-wide efficiency gains.

Case Studies and Examples

While Veeva eSource itself has only recently been unveiled, there are illustrative examples of what happens when sites
adopt digital source workflows:

« Single-Center Trials (Duke University, 2017): This real-world study by Nordo et al. piloted an eSource workflow for an OB/GYN registry.
Using a middleware (RADaptor) that embedded a REDCap form in Epic, the site auto-populated 7 of 14 demographic fields from the EHR
(l30J pmc.ncbi.nim.nin.gov). The result was a marked efficiency gain in baseline data entry and zero transcription errors in those fields,
compared to manual abstraction. While this was a small pilot, it validates the core concept: linking EHR and EDC through an eSource
interface.

« Site Testimonials (the Veeva Experience): Veeva’s customer stories, though marketing-oriented, highlight the operational impact of
going paperless with SiteVault. For example, Tilda Research (a multi-site network) reported that using SiteVault eliminated paper binder
delays and improved sponsor interactions: “We are reducing study activation timelines by 40%, spending half the time completing
regulatory tasks, and saving tens of thousands of dollars per study” ([35] sites.veeva.com). Although this predates the eSource module, it
demonstrates how digital systems can cut weeks off start-up. One can infer that adding eSource to Tilda's toolkit would further accelerate
visit data collection and billing.

« COVID-19 and Remote Monitoring: During the COVID era, many sites were forced to adopt remote data collection and monitoring.
Veeva cites Skylight Health, a research site group, as having monitors happily perform source-data review remotely through Veeva's elSF
([“] sites.veeva.com). Extending this, eSource means even site teams can enter data during telehealth visits (e.g. via tablets) and send
them in real time. Patient-facing examples (notably from decentralized trials) show that digital source capture (e.g. mobile ePRO apps) is
feasible and appreciated in practice. Veeva's system could tie directly into such trends; indeed, the ability to interface with patient diaries
or devices is a logical next step.

« Operational Consortiums and Standards: Beyond single sites, industry initiatives provide context. TransCelerate, comprising many
pharma/CRO sponsors, has advocated eSource for years. Their 2020 white paper outlines rollout strategies and predicts that once
standards and guidance are aligned, eSource will become the norm ([45] pmec.ncbi.nim.nih.gov). Similarly, the Decentralized Trials &
Research Alliance (DTRA) has been pushing site-enablement programs (BYOT — bring your own technology). In 2025, DTRA outlined a
certification for sites to use their own licensed EDC/eSource systems in sponsor trials. Veeva eSource directly addresses that vision by
giving sites a turnkey eSource solution they can “own” under BYOT principles. These external efforts show that real-world stakeholders
(sites, sponsors, regulators) are converging toward the paperless model that Veeva is now supplying.

Overall, while we lack a large published study of this specific product, analogous evidence is clear: sites adopting
integrated eSource systems see faster enrollments, cleaner data, and leaner operations. Veeva’'s own ecosystem already
boasts over 2,000 active sites and top-pharma sponsors; as one CEO put it, a “seamless flow of data from Veeva
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eSource to EDC will reduce errors, minimize QC processing, and allow us to spend more time where it matters — with our
patients” (°°! www.clinicalresearchnewsonline.com). As Veeva deploys early adopters, we expect further case evidence to
emerge, but existing data already support the premise that eliminating paper can vastly improve trial conduct.

Discussion: Implications and Future Directions

The introduction of a mature site-level eSource system has wide-ranging implications:

« Transformation of Site Operations: In the short term, adopting Veeva eSource shifts workload from clerical to clinical. Coordinators will
need training on the new app, but will spend less time on filing and transcription. Data monitors and CRAs will shift from on-site source
checks to centralized review. The net effect is to reallocate staff hours from routine data tasks to higher-value work (patient recruitment,
trial quality). In one sense, eSource completes the digital transformation that sites have gradually started (with elSFs, CTMS). The future
“site command center” will unify CTMS, eReg, eSource and even patient engagement in one system ([381 realtime-eclinical.com),

allowing institutions to manage dozens of studies as a coherent portfolio rather than a fragmented binder. (RealTime, another vendor,

made similar predictions: by 2026 sites will demand “centralized command centers” integrating CTMS, eSource, eReg, payments, etc.

(|°“I realtime-eclinical.com) — precisely the vision Veeva is building.)

« Regulatory and Quality Improvements: Eliminating paper improves audit readiness. All entries have electronic signatures and
timestamps. In practice, this should ease FDA/EMA inspections. Given regulators’ documented support for digital source (FDA's 2018
eSource guidance, 2015 EMA reflection paper, etc. cited above (W www.appliedclinicaltrialsonline.com) (W pmc.ncbi.nim.nih.gov)),
sites using eSource will be behaving as expected. In fact, one concern sites have had historically is fear of FDA 483s over electronic
records. Veeva (now a Public Benefit Corp) explicitly markets trust and Part 11 compliance as core features (M sites.veeva.com) (mm
sites.veeva.com). Moving forward, we can expect regulatory guidance to increasingly assume eSource capability; sites that standardize
on platforms like SiteVault may gain a competitive edge in meeting future regulatory requirements (such as ICH E6(R3) updates
promoting risk-based and remote approaches).

« Economics and Adoption: Veeva’s model offers eSource free (with CTMS) to most small sites ([2” sites.veeva.com), which should
accelerate uptake. As sites experience cost savings, sponsors may encourage (or require) eSource-capable sites in new studies. Over
time, industry could see network effects: if major pharma require it, even non-Veeva EDC studies may push sites to digitize source to be
competitive in site selection. The open-API approach ensures Veeva eSource can serve any sponsor, not only those using Veeva's
sponsor-side systems. A potential hurdle is the need for some sites to update or interface their EHRS; Veeva says enterprise license is
required for EMR integration (LZlJ sites.veeva.com). Thus, very small sites might still enter data manually if they can’t afford the tier.
However, this is not fundamentally different from earlier site tech rollouts (EDC, eConsent, etc.) — cost and change management are
always factors. On balance, the value proposition is strong enough that large site networks and health systems are likely to adopt
eSource in the next few years.

« Broader Clinical Research Trends: The move away from paper at sites dovetails with other industry trends. Patient-centric designs
(eConsent, ePROs, wearables) can all feed into a unified eSource platform. Future versions of SiteVault eSource might capture remote
visit data or integrate with home-health devices, further removing traditional boundaries. Al and analytics will have better inputs — when
data are electronic, it’s far easier to run study dashboards or signal detection in real time. Indeed, one industry essay noted that once
eSource is widespread, it will enable machine learning applications by broadening data access ([46] pmec.ncbi.nim.nih.gov). On the flip
side, there are challenges: information security, interoperability across diverse EHR vendors, and the need to standardize data models.
Veeva’s partnership approach and adherence to standards (CDISC ODM, HL7) aims to mitigate this, but implementation will require
ongoing effort.

« Future Competitive Landscape: Veeva's entry into site eSource is significant, but it will not be alone. Other vendors (e.g. RealTime’s
EDC Connect as described above) are developing similar offerings. TransCelerate’s initiatives may also lead to new shared platforms.
However, Veeva's advantage is its existing site network and all-in-one platform. As RealTime’s VP pointed out, “making research more
efficient and more human” demands interoperability (**/ realtime-eclinical.com). Veeva eSource directly addresses this, so we expect
it to quickly become a benchmark. Within a few years, we may see most clinical trial sites operate without a single sheet of paper for
regulatory or source records. A 2026 industry forecast boldly predicted “the end of duplicate data entry” and the emergence of ODM-

compliant live data streaming, which matches the capabilities Veeva eSource provides (M realtime-eclinical.com).

Conclusion
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Veeva SiteVault eSource represents a major step toward the long-envisioned paperless clinical trial. By combining direct
EHR integration, native digital data capture, and seamless EDC connectivity, it eliminates the traditional paper forms
and transcription tasks at the site. Our analysis shows that this approach has proven benefits: significant time savings
in data entry and vastly improved data quality (* pmc.ncbinim.nin.gov) (") pme.nchi.nim.nih.gov). For sites, it means
focusing efforts on patients rather than paperwork (°°! www.clinicalresearchnewsonline.com); for sponsors, it means
obtaining high-quality data faster and with less monitoring overhead. Real-world evidence and surveys underscore that
these gains are both necessary and attainable.

As regulators and industry push for standardized e-source solutions (I www.appliedclinicaltrialsonline.com) (°7)
pmec.nchi.nim.nih.gov), Veeva’s entry provides a turnkey path for sites to comply and excel. Early customer reports and
analogous studies suggest the new system can accelerate trial timelines and cut costs. Looking forward, we anticipate
that site eSource solutions like Veeva's will become the new norm. They will integrate further with decentralized trial
tools (wearables, home nursing, etc.), enable advanced analytics, and even reshape clinical workflows to be more
patient-centric. In summary, eliminating paper through Veeva eSource has the potential to dramatically improve efficiency
and quality in clinical research, aligning execution with the digital-first vision of modern science (¥

www.clinicalresearchnewsonline.com) ([1” pmc.ncbi.nim.nih.gov).

References: Key source citations are provided throughout. For organizational clarity, references include peer-reviewed
studies (e.g. Nordo et al. 2017 (**/ pmc.ncbi.nim.nih.gov)), industry white papers (TransCelerate eSource POV (%)
pme.nchinim.nih.gov)), Veeva press releases and materials () www.clinicalresearchnewsonline.com) (X! sites.veeva.com),
and regulatory/guidance documents (FDA, EMA) or surveys (' www.appliedclinicaltrialsonline.com) (°! www.veeva.com).
Each claim above is supported by the citations in brackets, which link to the detailed evidence.
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DISCLAIMER

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

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

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

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

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

development experience and patent holder, based in the San Francisco Bay Area.

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