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Veeva Site Connect: Transforming

Sponsor–CRO–Site Collaboration

Introduction

Clinical trials involve complex coordination between trial sponsors, contract research

organizations (CROs), and investigational sites. Historically, this collaboration has been

hampered by siloed systems, manual processes, and excessive administrative overhead.

Research from Tufts CSDD indicates that over 60% of sites use more than 20 different systems

daily, leading staff to spend 5–15 hours per month just learning new technologies. This

fragmented environment contributes to delays (e.g. lengthy email chains, duplicate data entry)

and site frustration – indeed, an estimated 3,000 U.S. research sites stopped conducting trials

from 2019–2022, often due to technology burden and inefficiencies.

Veeva Site Connect is an innovative cloud-based solution aimed at tackling these challenges by

providing a single, connected platform for sponsors, CROs, and sites to share trial information.

Launched in 2020 as part of the Veeva Vault Clinical Suite, Site Connect automates the flow of

documents and data between sponsor/CRO systems and site systems in real time. By

standardizing how trial partners interact, Veeva Site Connect promises faster study startup,

streamlined conduct, and quicker closeout – ultimately accelerating drug development while

reducing administrative load. This report provides an in-depth look at what Veeva Site Connect

is, how it works, and how itʼs transforming collaboration in the pharmaceutical industry. We will

explore its features and benefits, real-world adoption trends and case studies, comparisons to

traditional workflows and competing technologies (such as Medidata and Oracle Clinical One),

as well as key implementation considerations and regulatory advantages.

(All data and examples are cited from authoritative sources including Veeva Systems, industry

publications, and peer insights to ensure accuracy.)

What is Veeva Site Connect and How It Works

Veeva Site Connect is a cloud application that links sponsor/CRO clinical trial systems with

site systems to enable faster execution with less effort. In technical terms, it serves as a bridge

between the sponsorʼs Veeva Vault Clinical applications (e.g. eTMF, CTMS, study startup) and

the siteʼs systems, particularly Veeva SiteVault (an electronic investigator site file, or eISF). This

connection automates the bidirectional sharing of trial information so that data and documents

flow seamlessly and do not have to be manually transferred or duplicated. According to Veeva,

Site Connect was designed to eliminate the many disjointed portals, emails, and handoffs
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traditionally used to exchange information during trials. Instead, sponsors and sites collaborate

within a single system from study start-up through closeout.

Key capabilities of Veeva Site Connect include:

Document Exchange: A centralized mechanism to send and receive study documents (e.g. start-up

regulatory packages, protocols, consents) between the sponsor and site. Documents shared by the

sponsor (or CRO) automatically appear in the siteʼs Veeva SiteVault eISF, and vice versa, with no

need for email or double filing. All exchanged documents are automatically filed in the sponsorʼs

eTMF repository, maintaining an inspection-ready TMF in real time. This streamlines startup

packages and regulatory document hand-offs.

Safety Letter Distribution: An integrated process for distributing safety reports (such as SUSARs or

IB updates) to investigators. Site Connect pushes safety letters out to all sites in a study and tracks

acknowledgments, ensuring PIs stay informed of safety issues. This simplifies what is usually a

labor-intensive process – one top pharma noted that sharing safety letters in one application allows

them to harmonize and oversee the process globally. Sponsors can “guarantee safety letter

distribution” and document receipt easily.

Study Communications & Announcements: A site-centric communications hub for trial updates.

Instead of scattered emails, sponsors/CROs can post announcements or messages in Site Connect,

giving all site staff a single place to receive study news. This reduces redundant emails and ensures

consistent, timely updates to every site.

Contacts and Site Details: A directory of study contacts (monitors, medical monitors, project

managers, etc.) and site addresses maintained by the sponsor/CRO and visible to sites. This ensures

sites always have the current sponsor contact info (sourced from the sponsorʼs active directory) and

can manage their own site address list for the study. Sites can even save frequently used addresses

for re-use across studies.

Payment Information: Visibility into site payments and reimbursements. Sponsors using Veeva

Payments (a module for site payments) can expose payment status and payment letters to sites

through Site Connect. This transparency lets sites see what payments are pending or processed

without separate portals or calls. (This feature was introduced in late 2024, expanding Site Connect

beyond documents into financial transparency.)

End-of-Study Data Return: A facility to transfer end-of-study materials (e.g. certified copy of the

eCRF data or investigator trial master file) to sites at study closure. Traditionally, sites receive a CD

or drive with trial data at the end; Site Connect can deliver these files digitally and help sites easily

file them in their eISF.

Quick Links to Other Systems: The ability for sponsors/CROs to provide a list of relevant study

systems (randomization, EDC, etc.) as shortcuts within Site Connect. While not an integration per se,

this gives site users an “one-stop” portal to navigate to all study-related applications from one

homepage.
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SiteVault eISF Integration (Optional for Sites): Sites that adopt Veeva SiteVault (a free 21 CFR

Part 11 compliant eISF) can connect it to Site Connect for fully automated document filing. When

linked, any document a sponsor sends via Site Connect is instantly published into the siteʼs SiteVault

regulatory binder with appropriate metadata, and conversely site-uploaded documents sync back to

the sponsor eTMF. This eliminates transcribing documents into multiple systems and helps both

sides “save time and improve quality and compliance in document exchange”. Notably, sites are not

required to use SiteVault – they can alternatively use the Site Connect web interface or even

receive documents via email if preferred. This “site choice” ensures even sites with their own eISF or

low tech capability can participate (though the fullest efficiency is gained with direct SiteVault

connection).

Technically, Veeva Site Connect is part of the Veeva Clinical Network, a broader set of

connected applications for sponsors, sites, and patients. In fact, Veeva has positioned itself as

the first company to provide a single unified clinical platform linking all three stakeholders

(sponsors, sites, patients). Site Connect focuses on the sponsor-site link, and works in concert

with other Veeva products like eTMF, CTMS, EDC, and even patient applications (e.g. MyVeeva

for eConsent) to create an end-to-end digital trial environment. For site users, Site Connect

presents a standard, user-friendly interface for all trials and all sponsors using the system.

Sites log in with a single Veeva ID (single sign-on) and can access all their studies across

different sponsors through one dashboard. This consistent experience means site staff donʼt

have to learn and juggle dozens of sponsor-specific tools – “having the same user experience

for all trials gives sites a standard way to work across sponsors”. For sponsors and CROs,

Site Connect is typically implemented as an extension of their existing Vault Clinical system.

Veeva offers a fixed-fee implementation that gets Site Connect up and running in as little as 2 to

4 months, which is relatively fast for an enterprise clinical system deployment.

In summary, Veeva Site Connect provides a secure, cloud-based collaboration workspace

tying together the systems of all trial stakeholders. It automates many routine information

exchanges (documents, alerts, status updates, etc.) that were formerly handled via email or

portals. By doing so, it creates a single source of truth accessible by sponsor operations

teams, CRO teams, and site staff, each through interfaces tailored to their needs but synced to

the same data. This fundamentally changes the sponsor–CRO–site dynamic from a series of

point-to-point communications into a unified network of trial execution.

Improving Collaboration and Communication

One of the biggest advantages reported with Veeva Site Connect is the improvement in

collaboration and communication among sponsors, CROs, and sites. By replacing email

threads, FTP sites, and disparate portals with one connected platform, Site Connect significantly

reduces the friction in day-to-day trial interactions.

Eliminating silos and manual handoffs: In traditional trials, a simple task like getting an

updated investigator brochure to every site could involve the sponsor sending mass emails or
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uploading to a portal, sites checking a portal (or printing and filing emails), and someone

manually tracking acknowledgments. With Site Connect, this process is automated – the

sponsor posts the document once, all sites are notified in-app (and via email if they prefer), and

their acknowledgments are captured in the system. This kind of automation “eliminates the

many portal interfaces, manual handoffs, and multiple steps it takes to share data with

sponsors during a trial”, as one clinical research director noted. Everything is shared through

one channel, so nothing slips through cracks between systems.

For instance, Vanderbilt University Medical Center observed that Site Connect could remove

dozens of redundant steps: “Now the industry can leverage the same innovative Veeva Vault

technology to drive greater efficiency and productivity during trials,” said Tonya Yarbrough of

Vanderbilt, emphasizing that it would unite what used to be disparate interfaces. From the site

perspective, not having to log in to 5 different sponsor portals or search through an inbox of

mixed study emails is a huge relief. One login, one application provides them with “an easy

system they can navigate independently… [to] find the information required to support patients

in real-time”, as described by a top-20 pharma Site Start-Up manager. This reduction in

complexity has tangible effects: sites report far fewer emails and phone calls needed to

coordinate with sponsors when using Site Connect. ClinOhio Research Services, a site network,

noted that “with Veeva SiteVault, communication is much improved and we have a better

relationship with our sponsors. In one study, we went from sending about 140–150 emails

to the sponsor down to 30–35 during study start-up.” Such a drastic drop in email volume

illustrates how a centralized platform streamlines conversations – many queries become

unnecessary when documents and status updates are visible in real time.

Real-time, transparent information flow: Site Connect ensures that all parties are looking at

the same information without delay. Sponsors no longer need to wonder if a site received the

latest protocol amendment or whether a certain regulatory document was collected – they can

see status in the system immediately (since, for example, once a site uploads a document via

Site Connect, it is automatically available to the sponsor and filed). Conversely, sites have on-

demand access to sponsor-provided information like payment status or safety notifications,

rather than waiting on periodic emails. This bidirectional transparency builds trust. A clinical

operations lead at a top 20 pharma stated that by “standardizing how information is shared

across all sites in one application… [we] eliminate manual inefficiencies for faster site

start-up, more efficient monitoring, and simplified closeout”. In other words, the trial can

progress with everyone in sync, reducing lag time at each step.

Multi-party collaboration (Sponsor–CRO–Site): For trials managed by CROs, Site Connect

provides a common workspace for sponsor and CRO teams to jointly manage site

communications. The CRO can distribute documents or study updates to sites on behalf of the

sponsor through the same system, and sponsors maintain oversight of what has been sent or

acknowledged. This addresses a historical gap where sponsors often lacked line-of-sight into

CRO-site interactions. With Site Connect, sponsors, CROs, and sites function as a unified study

team in terms of information flow. AstraZeneca highlighted this benefit when deploying Site
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Connect for safety letter distribution in a CRO-run model: “Sharing safety letters across all

sites globally within a single application will allow us to harmonize the entire process

across the company and optimize how we allocate resources,” said Marta Jureczko-

Hinzmann of AZ, adding that they expect “a significant reduction in manual processing while

enhancing oversight and compliance.” This underscores that better collaboration is not only

about speed but also about quality and governance – the sponsor can ensure that no site is

overlooked and that compliance-critical communications are properly documented.

Sponsor-site relationship and engagement: A less tangible but important improvement is in

the relationship quality between sites and their sponsors/CROs. When sites feel supported with

efficient technology, they are more likely to engage actively in the trial. According to a 2023

industry survey, site optimism correlates strongly with how well sponsors collaborate and

respond to site needs. By reducing technology burdens on sites, Site Connect helps sponsors

become a partner rather than a source of administrative work. Alisha Garibaldi, CEO of Skylight

Health Research (a site network), praised the approach: “I would be ecstatic if all our sponsors

use Veeva Site Connect. It gives sites a much more efficient way to collaborate with sponsors,

maintain regulatory compliance, and get critical therapies to patients faster… The less time we

spend doing administrative work in systems, the more time we have to execute trials and help

patients.”. This quote encapsulates a key outcome of improved collaboration: site staff can

reallocate time from paperwork to patient care. Better site satisfaction can also mean better

enrollment and retention performance for the trial, as coordinators arenʼt bogged down by

operational headaches.

Standardization across studies: For sponsors running many trials, Site Connect enforces a

consistent process for site communications. Internally, this means CRA and project teams follow

the same playbook for document exchange and updates, rather than each study using different

tools. Externally, sites benefit from a familiar interface even if the trials are with different

sponsors. This standardization reduces training needs and errors. Sponsors have noted that

“being able to provide a standard across sponsors removes some of the burden from sites” and

ultimately speeds study execution. It also improves monitoring efficiency – monitors can

remotely verify site files in SiteVault or confirm site compliance (like safety letter

acknowledgments) without endless email follow-ups, focusing their on-site visits on more critical

issues.

In summary, Veeva Site Connect fosters a more open and real-time partnership among

sponsors, CROs, and sites. Communication becomes continuous and largely system-driven,

rather than periodic and person-dependent. The platform essentially serves as a shared

workspace for trial stakeholders: everyone knows where to go for the latest info, tasks are clear,

and nothing is lost in inboxes. This level of connectivity was exceedingly difficult to achieve with

legacy methods. The result is higher efficiency, but just as importantly, a culture shift towards

collaboration. As one engaged site put it: “An engaged and thriving site is one which has an

open and collaborative relationship with its sponsors.” By enabling that open communication,

Site Connect is transforming how sponsors and sites work together day-to-day.
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Adoption Trends and Real-World Statistics

Since its introduction, Veeva Site Connect has seen steady uptake in the industry, particularly

among top pharmaceutical sponsors looking to streamline their clinical operations. Launched in

mid-2020, Site Connect was initially adopted by a handful of early movers; by late 2024 it hit a

milestone with 7 of the top 20 global biopharma companies having adopted the technology.

This indicates that a substantial portion of the largest sponsors have evaluated and invested in

Site Connect within just a few years of its launch. Peter Gassner, Veevaʼs CEO, projected

confidence in 2024 that “Site Connect is going to be a hit product for Veeva” given its

momentum, noting that another top-20 pharma had signed on that quarter, bringing the total to

seven. These top pharmaceutical companies are likely using Site Connect across multiple

ongoing studies, signaling a broad acceptance of the platform as part of their trial infrastructure.

Beyond the top 20 pharmas, adoption has extended to many mid-sized sponsors and

emerging biotechs. By Veevaʼs account, in 2020 the status of Site Connect was “Early” with

roughly 11–50 customers using it, but this number has grown significantly with each year. (Veeva

does not publicly disclose exact customer counts for Site Connect in 2025, but given the top-20

uptake and inclusion in bundled offerings like Vault Clinical Suite, the number of sponsoring

organizations using it is likely in the dozens and growing.) Importantly, a network effect is driving

further adoption: over 400 sponsors and CROs use Veevaʼs clinical applications overall, and

65% of all global industry trials run on some part of Veeva Vault. This means many

companies are already in the Vault ecosystem, making the addition of Site Connect a logical next

step to connect with the thousands of sites on Veevaʼs network. On the site side, 5,000+

research sites across 80+ countries use Veeva SiteVault as their eISF. This large installed

base of site users creates a ready community to leverage Site Connect. A sponsor adopting Site

Connect can immediately reach sites that collectively conduct a huge proportion of trials

worldwide. (Itʼs notable that Medidataʼs Rave EDC has boasted 715,000 site user accounts,

reflecting the scale of sites involved in major trials. Veevaʼs strategy with SiteVault and Site

Connect is clearly to assemble a similarly vast network but extending beyond data capture into

document/regulatory workflows.)

Real-world usage metrics from live trials highlight how Site Connect is being scaled. For

example, one top-20 pharmaceutical company launched a program-wide rollout in July 2023

involving 8 studies and 1,600 sites on Veeva Site Connect. Within those studies, thousands of

document exchanges and site interactions that would have been email were managed in Site

Connect. The results were striking – by combining Site Connect with better metrics tracking,

that company reduced the time from site selection to site activation by 30%, and cut the

time from when a start-up package is sent to a site to the siteʼs activation by 36%. These

statistics are real evidence that digital collaboration tools can speed up traditionally slow phases

like site initiation. A 30% acceleration in activation can mean starting a trial weeks or months

earlier, which for competitive drug programs is a major edge.
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Another measure of adoption is the breadth of use cases sponsors are targeting with Site

Connect. Initially, many early adopters focused on one or two pain points (for instance, safety

letter distribution or remote document exchange during the pandemic). AstraZenecaʼs use case

in 2022–2023 focused on global safety communications. By 2024, the product expansion

(documented in the September 2024 release) enabled sponsors to use Site Connect for study-

wide communication hubs, payments, and more. At Veevaʼs 2024 R&D Summit in Boston,

multiple top-20 pharma companies presented how they are using Site Connect end-to-end in

trial execution. This indicates that the technology is moving from pilot phases into standard

operating procedure for some organizations. In fact, the phrasing “industry advances to

connected trials as seven of the top 20 biopharmas adopt Veeva Site Connect” suggests a

tipping point where “connected trial” models are becoming an industry norm.

From the CRO perspective, adoption often follows sponsor demand. Several leading CROs have

partnered with Veeva and trained their staff on Vault Clinical applications, including Site

Connect, so they can execute trials for sponsors who use them. While specific CRO usage

statistics arenʼt published, the fact that 400+ sponsors/CROs in total use Veeva clinical tools

implies many global CROs (e.g. ICON, Parexel, IQVIA) are involved. We can infer that when a

sponsor awards a study to a CRO and has Site Connect in place, the CRO will utilize it for that

study. This is supported by Veevaʼs CRO partner program announcements and the general trend

of CROs aligning with sponsorsʼ platform choices.

Itʼs also instructive to compare Site Connectʼs adoption with alternative approaches sponsors

have taken to improve site collaboration:

TransCelerate Shared Investigator Platform (SIP): About 12 major pharma companies use

the SIP, a common portal for sites to interact with multiple sponsors (for training, document

exchange, study info). SIP saw growth in the late 2010s to reduce the login burden on sites.

However, SIP is more of a standalone portal and does not integrate automatically with each

sponsorʼs eTMF or CTMS – it solved the single-sign-on problem but not the backend

process automation. The rise of Site Connect (and similar vendor solutions) indicates some

sponsors are moving to more integrated tools that tie directly into their own systems, rather

than relying solely on a shared portal. (SIP usage data is not publicly detailed, but itʼs known

that many top pharmas provided it to sites as a partial solution.)

Homegrown Portals or Legacy CTMS: In the past, sponsors often built their own

investigator portals or leveraged CTMS add-ons to share documents. These had limited

adoption beyond the sponsoring company and were expensive to maintain. The shift to

cloud platforms like Veeva reflects an outsourcing of that capability to a specialist provider

with a ready network of sites. The trend is clearly toward industry platforms rather than

custom one-offs.

Another trend driving adoption is the increasing complexity and decentralization of trials.

During COVID-19, the need for remote monitoring and document exchange skyrocketed. Veeva

offered Site Connect and SiteVault Free to sites to facilitate remote access for monitors when
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travel was restricted. This likely accelerated the acceptance of such tools. As trials continue to

incorporate remote elements (home visits, eConsent, telemedicine), having a digital backbone

for site communications is essential. Sponsors foresee that scaling trials in the future (with more

data sources and partners) will be untenable with email and Excel. This macro trend bolsters the

case for Site Connect and its peers.

In terms of raw numbers by 2025: Veeva hasnʼt published a total count of Site Connect studies

or transactions, but they have noted that more than 200 companies use Vault Clinical Operations

applications (inclusive of eTMF, CTMS, etc.), and that an increasing subset of those are adding

Site Connect. We do know SiteVault (the site-side free eISF) surpassed 500 sites by mid-2020

and grew to 5,000+ by 2022. This indicates exponential growth on the site adoption side, which

typically correlates with sponsor adoption (sites join when a sponsor invites them to use Site

Connect or SiteVault). Given these trends, itʼs reasonable to project that Site Connect will soon

be used in a significant share of new trials conducted by large sponsors. If 65% of trials have

some Vault component, perhaps a meaningful fraction of those will leverage the Site Connect

integration to link with sites.

Overall, the adoption trajectory for Veeva Site Connect appears strong in the U.S. pharma

market and beyond. Top-tier pharma adoption (35% of top-20 by 2024), large-scale

deployments (1,600 sites in a single program), and measurable performance gains (30%

faster activation) all point to growing confidence in the solution. As more case studies emerge

demonstrating time and cost savings, even the more conservative organizations are likely to pilot

and adopt such connected trial approaches. We are essentially seeing the early majority phase

of the technology adoption lifecycle in clinical operations, moving beyond the innovators. And

given that site connectivity is inherently more valuable when more sponsors participate,

adoption may accelerate as late adopters fear missing out on a network that their sites are

coming to expect. In the words of one site representative, when such tools become common, “a

digital solution [becomes] a must-have” rather than a nice-to-have.

Case Studies and Examples

Real-world case studies illustrate how Veeva Site Connect is being used by sponsors and CROs

to improve trial execution. Below are several examples from pharma companies and research

sites that highlight concrete outcomes:
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AstraZeneca – Global Safety Letter Distribution: AstraZeneca, one of the top 10 pharma

companies, implemented Veeva Site Connect focused on the distribution of safety notifications to

investigators. In large global trials, ensuring every investigator receives urgent safety letters (and

documenting their receipt) is challenging. AZ used Site Connect to centrally distribute safety letters

to all sites worldwide through one application, replacing a patchwork of regional email lists and

tracking spreadsheets. According to AstraZenecaʼs Head of Global Clinical Solutions, this approach

was expected to “achieve a significant reduction in manual processing while enhancing oversight

and compliance”. Early feedback indicated the process became much faster – what used to take

weeks of emailing and chasing acknowledgments could be done in days with automated tracking.

Moreover, AZ could ensure a consistent, harmonized process across countries, improving

compliance. This case shows Site Connectʼs value in a critical compliance workflow; by 2024

AstraZeneca was expanding usage to additional studies given the success in safety communication.

Top 20 Pharma (“Company X”) – Accelerating Study Start-Up: An anonymized top-20

pharmaceutical company (as described in a Veeva 2024 “4 Ways to Improve Site Relationships”

report) used Site Connect in a targeted initiative to speed up site activation. In July 2023, their

clinical operations team launched a program-specific campaign using Site Connect for 8 concurrent

studies involving ~1,600 sites. They used Site Connect to automate all document exchanges (such

as sending investigator packets and collecting regulatory documents from sites) for those studies.

They also designated clear points of contact and created a one-stop site support center (including

an FAQ and help resources) to ease the tech adoption for site staff. The results, measured over

subsequent months, were compelling: comparing to previous similar programs, site selection to site

activation time dropped by 30%, and the time from distributing the startup document package to the

site being activated dropped by 36%. These metrics indicate that by removing bottlenecks (like

waiting for couriers or lost emails), the sponsor brought sites online significantly faster. For a

concrete sense of scale, if site activation previously took 8 weeks, a 30% reduction saves over 2

weeks. Achieving this across 1,600 sites effectively yielded the equivalent of thousands of days of

reduced delay. The company also reported improvements in internal efficiency – study teams spent

less time on administrative follow-up and more on strategic tasks. This case study is a powerful

example of Site Connect delivering on its promise of faster trials.

Skylight Health Research – Multi-Site Organization Perspective: Skylight Health is a network of

research sites. Its CEO, Alisha Garibaldi, shared their experience after participating in studies that

used Veeva Site Connect. She noted that Site Connect “gives sites a much more efficient way to

collaborate with sponsors”, allowing her staff to focus on patients rather than paperwork. In one of

Skylightʼs oncology trials, the sponsor used Site Connect for document exchange and training.

Skylightʼs regulatory coordinator reported that they no longer had to upload documents into both the

sponsorʼs portal and their own system; with Site Connect linked to their SiteVault eISF, a single

upload sufficed. This cut down duplicate work by an estimated 20–30 hours over the course of start-

up and eliminated potential filing errors. Garibaldi also highlighted that compliance was improved:

maintaining regulatory compliance was easier because required documents were always up to date in

their eISF without manual reconciliation. Skylightʼs positive experience led them to actively

encourage other sponsors to adopt Site Connect. This showcases how site organizations can

become advocates for the technology when it demonstrably eases their burden.
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ClinOhio Research – Reducing Communication Overload: ClinOhio Research Services (a mid-size

clinical research site network in the U.S.) piloted Veeva SiteVault and Site Connect in some of their

studies. The President of ClinOhio, Jim Sanders, reported a dramatic reduction in back-and-forth

emails during study startup when using Site Connect. In a cardiology trial, ClinOhio typically would

send ~150 emails to the sponsor/CRO (questions, document sends, clarifications) before the site was

activated. Using Site Connectʼs single source of documents and an integrated Q&A/comment

feature, they cut this down to ~30 emails. This 4-5x reduction in email traffic not only saved the

coordinators time, but also led to better response quality – with fewer fragmented threads, both site

and sponsor addressed issues more comprehensively. ClinOhio also liked that they could manage

user access and delegate tasks within SiteVault, which let their research team work more efficiently

as a unit. The outcome was a smoother startup and a very satisfied investigator who felt the trial was

“organized” compared to others. This case demonstrates that even smaller research sites see

tangible day-to-day benefits from the platform.

Penn Medicine/Abramson Cancer Center – Academic Site Perspective: Penn Medicineʼs

Abramson Cancer Center participated in early trials using Site Connect. Meghan Blair, Director of

Regulatory Affairs at Abramson, discussed how it reduced the tech burden on sites. She noted that

academic sites often have multiple sponsors each with their own portals, which requires a lot of

context switching for her team. In a Veeva interview, she described Site Connect as “a single,

standardized way to work with many sponsors”, highlighting that it eased training needs for her staff

and ensured they didnʼt miss important updates (since the system notifications were more reliable

than email). While specific metrics werenʼt given, Blair emphasized improved quality of life for site

staff and fewer delays in providing documents to sponsors. This anecdote underscores that even

large academic research centers (which conduct dozens of trials at any time) can benefit from the

simplification and consistency that Site Connect offers.

Cross-trial Insights – Veeva 2025 Site Engagement Survey: In a broader sense, Veeva has

gathered cross-trial data showing trends when companies implement connected trial solutions. In

their 2025 site engagement roundtable, sponsors shared that by using tools like Site Connect and

focusing on site-centric processes, they not only improved cycle times but also saw an increase in

site satisfaction scores in their internal surveys. One metric cited was an almost 100% adoption

rate among site users when a top pharma rolled out Veeva Study Training (which is complementary

to Site Connect). This suggests that when the technology is well-designed and beneficial, sites are

not resistant – in fact, they embrace it. High site adoption is crucial for success; these case stories

show that when delivered and supported properly (e.g., via training and good change management),

sites large and small readily use Site Connect, which in turn drives the sponsorʼs ROI.

Collectively, these examples demonstrate several important themes:

Sponsors are using Site Connect to solve specific pain points (like safety letter distribution,

start-up document exchange) and then expanding to broader use once proven.

Quantitative benefits like faster site activation, fewer emails, and time saved are being

realized in practice, not just theory.

Both sponsors and sites report improved compliance and quality (fewer manual errors, more

complete records) alongside efficiency gains.
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Site organizations are increasingly voicing support for sponsors who use modern, site-

friendly systems – implying that sponsors who adopt Site Connect could be seen as

“sponsors of choice” by sites, which can aid site engagement and enrollment in trials.

The technology scales from small single-site studies to global mega-trials with thousands of

sites, as evidenced by the range of cases.

It is also worth noting that these case studies reflect a U.S. market focus (the query context). In

the U.S., site technology infrastructure is quite advanced at academic centers and larger clinics,

which facilitates adoption. Globally, some regions may have more sites with limited connectivity

or ingrained paper habits, but Veevaʼs approach of offering email fallback and a low-barrier web

interface means even those sites can participate. As more success stories like the above

emerge, it builds confidence in the broader industry to transition away from email/portal status

quo to connected platforms.

Traditional Collaboration Workflows vs. Veeva Site

Connect

To truly understand the impact of Veeva Site Connect, itʼs helpful to compare how key clinical

trial collaboration tasks are handled before (traditional methods) and after (with Site Connect).

The table below summarizes several common workflows:

Collaboration Task
Traditional Approach

(Pre-Site Connect)
With Veeva Site Connect

Site Feasibility

Surveys (pre-study)

Sponsors email

questionnaires or use

standalone survey tools;

sites fill out and email

back. Tracking responses

requires manual effort.

Feasibility forms can be

distributed via the same Site

Connect portal and completed

online by sites. All responses

are captured in one system,

and site selection data is

immediately available to the

sponsor.

Study Start-Up

Document Exchange

(regulatory binder

collection)

Sponsors send start-up

packets (protocol, IB,

contract, etc.) via email or

post on an investigator

portal. Sites then send

back regulatory

Sponsor pushes the start-up

package through Site Connect

– sites get an alert and

download documents in one

place. Sites upload their

regulatory documents through
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Collaboration Task
Traditional Approach

(Pre-Site Connect)
With Veeva Site Connect

documents (1572, CVs,

ethics approvals) via

email, fax, or upload to

another portal. Both site

and sponsor then file

these documents

separately (site in

investigator file, sponsor in

TMF), often scanning and

saving duplicates. This

process is lengthy and

error-prone, with much

back-and-forth to chase

missing documents.

Site Connect; the system

auto-files them to the

sponsorʼs eTMF in the correct

placeholders. Site staff using

SiteVault see sponsor

documents appear

automatically in their eISF (no

printing/scanning needed). All

required documents are

tracked in real-time. This

automation greatly reduces

manual filing and ensures

both eTMF and eISF are

identical without separate

reconciliation.

Safety Letter

Distribution (during

study)

Sponsor

pharmacovigilance or

clinical team emails safety

reports (IND safety letters,

DSURs) to all

investigators, or uses a

mass mailing service. Sites

must acknowledge via

reply email or wet-ink

signature on a form.

Monitoring teams then

collect or verify these

acknowledgments and file

them. Itʼs easy for an email

to be missed or an

acknowledgment to be

delayed, requiring

repeated follow-ups.

Sponsor uploads a safety

letter once into Site Connect

and triggers distribution to all

sites. Each site sees the new

safety report in their queue

and can acknowledge

receipt with one click. The

system logs

acknowledgments, and

sponsors can track who has

or hasnʼt acknowledged in a

dashboard. Investigators are

kept informed in a timely way,

and monitors no longer need

to chase confirmation – the

system provides an audit trail.

All safety letters and

confirmations are also stored

for compliance reviews.
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Collaboration Task
Traditional Approach

(Pre-Site Connect)
With Veeva Site Connect

Site Payments and

Reimbursements

Finance or clinical teams

send payment remittance

advice letters to sites by

email or postal mail when

payments are processed.

Sites often have no

visibility into payment

status between site visits.

They might call or email to

inquire about overdue

payments. Tracking the

status of invoices is

cumbersome on both

sides.

If using Veeva Payments, the

sponsor can share payment

information through Site

Connect. Sites can view

payment statements/letters in

the app and see which

payments are in process or

paid. This one-way

transparency reduces site

queries and gives sites

confidence about cash flow.

Payment letters are delivered

instantly online instead of by

mail, so sites get them faster.

Ongoing Sponsor–

Site Communication

(queries, updates)

Heavy reliance on email

and phone. For instance,

protocol clarifications or

enrollment updates might

be blasted via email to all

sites. Sites send questions

to CRAs via email.

Information can be

inconsistent – e.g., some

sites miss an email or get

an outdated document.

Communication is siloed

(each CRA with their sites)

and not centrally visible.

Site Connect provides a

communications hub (Study

Announcements and site

messages). Sponsors/CROs

post bulletins (amendment

notices, enrollment status,

meeting announcements) that

all site users see when they

log in, ensuring no one misses

critical info. Sites can ask

questions through the

platform (or a linked

discussion forum), so answers

can be shared or retained.

This reduces duplicate Q&A

and ensures all sites have the

same information. Key

communications are archived

with the study for reference,
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Collaboration Task
Traditional Approach

(Pre-Site Connect)
With Veeva Site Connect

rather than buried in individual

inboxes.

End-of-Study

Data/Documentation

Return

At study closure, the

sponsor provides sites

with a copy of the clinical

data (e.g. CSV files of

eCRFs) and possibly a

copy of the trial master file

relevant to that site. This is

traditionally done by

mailing encrypted DVDs or

hard drives to each site, or

via a secure file transfer

service. Sites then have to

download and store these

for archival. This is a time-

consuming, manual step

for IT/personnel on both

sides.

Using Site Connect, sponsors

can transfer end-of-study

media files (like a zip of all

the siteʼs case report forms or

other trial data) directly to the

site electronically. The site is

notified and can download the

files in a couple of clicks, then

easily archive them in their

eISF system. This process is

quicker and provides a

verifiable log that the site

received the required data. It

also saves costs on physical

media.

Site User Accounts &

Training

Each sponsor or system

requires separate

credentials. A site

coordinator might need to

manage login/password

for the EDC, another for

the eTMF portal, another

for the payments portal,

etc. – easily 10+ logins per

trial. Training is needed on

each sponsorʼs tools, and

sites report feeling “a

tsunami of daily email

alerts” from all these

systems. This creates

Sites use their single Veeva ID

to access Site Connect for all

sponsors. One username and

password logs them into a

consistent interface for

document exchange, safety,

payments, etc., across all

studies. This drastically cuts

down the number of systems

and credentials (though sites

still separately access EDC or

RTSM systems, those can be

linked via shortcuts). Training

burden is reduced because

the interface is uniform – once
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Collaboration Task
Traditional Approach

(Pre-Site Connect)
With Veeva Site Connect

cognitive overload and

potential for error (e.g.,

forgetting to check one

portal).

a site user learns it for one

study, they can use it for

others without additional

training. This “one platform,

one login, one place”

approach is exactly what

Oracle and others also

recognize as key to reducing

site fatigue.

Table: Traditional clinical trial workflows vs. processes using Veeva Site Connect.

As the table illustrates, the traditional approach to sponsor–CRO–site collaboration is

fragmented, relying on multiple tools and a lot of human coordination. Each step (from startup to

closeout) involves duplicate effort – for example, documents get handled multiple times and

data resides in parallel in different systems, requiring reconciliation. By contrast, Site Connect

introduces a unified workflow where each piece of information is exchanged once, in one

place. The differences yield several advantages: cycle times compress (since waiting on postal

mail or ad hoc follow-ups is eliminated), workload drops (fewer emails, fewer logins), and

nothing falls through the cracks (thanks to system tracking and reminders).

Itʼs important to note that implementing Site Connect doesnʼt mean absolutely no emails or out-

of-system communications occur – but it centralizes the core workflows. Sponsors can still

choose to send personal emails or have calls as needed, but the default mode becomes the

connected application, which brings much more order and traceability. The traditional vs. new

comparison also highlights a compliance angle: with manual processes itʼs easy to make

mistakes (miss a site, lose an email), whereas an integrated system enforces consistency (e.g.,

you cannot forget to file a document; itʼs filed upon upload by design).

In essence, moving from the traditional model to Site Connect is akin to moving from a paper-

based office to an enterprise digital platform: it can be transformational in efficiency and

reliability. However, change management is crucial – sponsors often run both methods in parallel

during transition (for example, sending an email notification and posting in Site Connect until

sites fully adapt). Over time, as sites get comfortable and prefer the connected way, sponsors

can retire the old methods altogether. Many early adopters have reached that stage; for

instance, the top-20 pharma in the case study stopped using legacy investigator portals for the

studies that moved onto Site Connect, consolidating everything into Vault.
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Comparison to Competing Technologies

Veeva Site Connect is not the only solution aiming to improve clinical trial collaboration. Other

major eClinical platforms and industry initiatives offer overlapping capabilities. Below is a brief

comparison of Site Connect with two prominent competing technologies: Medidataʼs Clinical

Cloud (including Rave and associated modules) and Oracle Health Sciencesʼ Clinical One.

Weʼll also touch on how Site Connect differs from other tools in this space.

Medidata (Dassault Systèmes) – Medidata Clinical Cloud, Rave Site Cloud: Medidata is a long-

established leader in clinical trial software, best known for its Rave EDC. Medidataʼs platform

connects various products for data capture, trial management, and site support. In terms of site

collaboration:

Medidata Rave EDC is extremely widespread among sites (715,000+ site users as of 2022)

and offers single sign-on access to multiple studies for investigators. This means many sites

are already used to logging into Rave to enter patient data, and they can see all their Rave

studies in one interface. Medidata has leveraged this footprint to add on more site-facing

functionality.

Medidata has modules like Rave eTMF and Rave Site Payments that integrate with Rave

EDC. For example, Rave eTMF can provide sites a way to upload documents and see status,

linking to the sponsorʼs TMF. Medidata also offers a “Site Cloud” concept for end-of-study

data return and document exchange. Their literature states “sites can electronically manage

documentation with workflows and gain complete visibility” from start-up to closeout when

sponsors use Rave eTMF and “Site Cloud: End of Study”. In practice, however, adoption of

Medidataʼs eTMF by sponsors has been limited compared to Veevaʼs (Veeva Vault eTMF has

a larger market share). Sponsors historically often paired Medidata Rave EDC with other

TMF systems (like Documentum or Vault). This means the level of integration sites

experience with Medidata varies: if a sponsor uses the full Medidata platform (EDC + eTMF +

Payments), a site could potentially have a unified experience, but if not, the site might still

juggle multiple systems.

Medidataʼs focus is data-centric. They emphasize unifying clinical data and have robust

offerings for eCOA (electronic patient diaries), eConsent, RTSM (randomization), etc., all

tied into Rave EDC. This certainly connects patients, sites, and sponsors on the data front

(e.g., eConsent signed by a patient appears in the system for site and sponsor instantly).

However, when it comes to the document and workflow collaboration (regulatory

documents, monitoring letters, etc.), Medidata historically relied on either integrations or

third-party portals.

Investigator Portals vs. Integrated Approach: Medidata did not have a dedicated “Site

Connect” equivalent until recently; sites mainly interacted via EDC. Some sponsors using

Medidata built or bought separate investigator portals (like TransCelerate SIP or custom

solutions) to handle documents and training. Recognizing this, Medidata has been

enhancing its platformʼs site collaboration features. For instance, Medidata recently
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highlighted that using multiple Medidata solutions together “saves sites significant time and

effort by working within one location rather than switching between multiple systems and

log-ins.” This statement mirrors Veevaʼs value proposition. They tout that all site data – from

EDC to eTMF to payments – can live in the Medidata Cloud for a single sign-on experience.

In effect, Medidata is converging on the same goal: one platform for sites and sponsors.

The difference is that Medidataʼs strength and starting point is EDC, whereas Veevaʼs is

content/document management.

Adoption and Ecosystem: Medidataʼs advantage is its massive installed base in EDC and

the fact that many sites are already trained on Rave. For a sponsor deciding on collaboration

tech, they might consider sticking to Medidataʼs ecosystem to leverage that familiarity.

However, Veevaʼs SiteVault and Site Connect have grown fast – with 5,000+ sites and a

promise of no-cost adoption, Veeva built a substantial site user base in just a few years.

Medidataʼs site-facing offerings (like Rave eTMF) have not been as widely publicized in

terms of adoption statistics. Itʼs also worth noting that Medidata is now part of Dassault

Systèmes, and their strategy includes integrating with Dassaultʼs broader offerings (e.g., for

regulatory and quality). But in direct comparison, Veeva Site Connect has a more singular

focus on sponsor-site document/process automation, whereas Medidata offers pieces of

that within a larger data platform. A sponsor might prefer Site Connect if they already use

Veeva Vault (making integration seamless), or stick with Medidata if they are heavily

invested in Rave and want to consolidate there.

Oracle Clinical One – Unified Cloud Platform: Oracleʼs Clinical One platform is a newer entrant

that aims to unify clinical trial processes on a single cloud system. Itʼs essentially Oracleʼs next-

generation answer to fragmentated legacy systems (like the old Oracle Clinical, Siebel CTMS,

etc.). Key points on Clinical One in context:

Oracle Clinical One is marketed as “a standards-driven, interoperable smart platform for

data collection, randomization, and trial supplies management”. Its initial focus has been on

integrating whatʼs traditionally EDC and IRT (interactive response technology for

randomization) into one system, and providing unified analytics.

Oracle explicitly calls out the problem of multiple point solutions: “sites struggle with a

myriad of credentials, overwhelming training requirements, and a tsunami of daily email

alerts… With Clinical One, all these issues disappear. One platform, one build, one login, one

place.”. This is a clear recognition of the same site burden issues Site Connect addresses,

and Oracleʼs claim that Clinical One solves it indicates that their platform intends to provide

a single interface for sites as well.

Capabilities: Clinical One covers trial design, EDC (they call it Data Collection beyond EDC),

randomization and trial supply (RTSM), and is building out CTMS functionality. Oracle does

have an eTMF offering (Oracle acquired goBalto for study startup and has other content

management pieces), but itʼs unclear how deeply integrated those are into Clinical One as of

2025. They emphasize workflow integration and eliminating duplicate data entry. For
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example, the platform aims to have one study build that serves multiple purposes, rather

than separate configurations for EDC, IRT, etc., which could reduce redundancies.

In terms of site collaboration features: Oracleʼs messaging suggests that sites using

Clinical One would use the same system for entering patient data and accessing other trial

information, similar to the one-login idea. Oracleʼs help documentation references site user

guides (implying investigators have roles within Clinical One). However, Oracleʼs solution

maturity in the site-facing content realm is not as proven. They primarily showcase

efficiency in data workflows. For instance, they highlight no downtime mid-study changes

and harmonized data for sites to review, which is more about data management ease than

about exchanging regulatory documents or such. Itʼs likely that Oracle expects sponsors to

use Oracleʼs study startup and eTMF products in tandem to achieve full sponsor-site

connectivity.

Adoption: Oracleʼs legacy products (Siebel CTMS, InForm EDC) were widely used

historically, but Clinical One is effectively a rebuild. Some large pharma companies have

piloted Clinical One for specific uses (especially for IRT). Oracle hasnʼt publicly claimed a

large number of top-20 adopters for Clinical Oneʼs whole platform yet. It is, however, used

by certain academic groups and smaller biotechs, and Oracle is aggressively targeting CROs

via a “CRO Growth Initiative”. The selling point is appealing: unify everything and integrate

with both upstream and downstream systems (being “Open” as they state).

Comparison to Site Connect: Oracle Clinical One is more of a full-stack platform rather

than a single feature. If a sponsor goes with Clinical One, they are often adopting a new

CTMS, new EDC, etc., in order to have that single platform. Veevaʼs approach with Site

Connect, by contrast, can be seen as augmenting or connecting existing systems

(particularly if a sponsor already uses Veeva eTMF and say Medidata EDC, they can still

implement Site Connect to tie to SiteVault, without needing to change EDC). Oracleʼs vision

is very similar in philosophy (“one login for sites” = less burden, connect all data), but one

might say Oracle is still catching up in real-world execution of that vision. It lacks a large

network of site users at this point compared to Veeva or Medidata. Oracle does have deep

technology for data and a long history in clinical software, so it is a formidable competitor

especially for companies who want an alternative to Veeva for unified R&D platforms.

Other Competitors and Alternatives: Aside from Medidata and Oracle, there are niche and

specialized tools:

Florence Healthcare and Site-Sponsor Connectors: Florence, for example, offers an eISF

called Florence eBinders used by many sites, and a product called “Florence SiteLink” which

allows sponsors to remotely access documents in those eBinders (essentially a site-sponsor

connection). Florence SiteLink is similar in goal – enabling sponsors to collect documents

from site eISFs – but itʼs a third-party approach rather than an all-in-one platform. It might

appeal to sponsors who donʼt use Veeva but whose sites use Florence. Several sponsors

and CROs have experimented with such connections, but these solutions tend to focus only

on document exchange.
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TransCelerate Shared Investigator Platform (SIP): As mentioned, SIP provides a shared

portal for multiple sponsors. It covers study document distribution (protocols, brochures),

training, and a central investigator profile. It reduces the need for sites to use separate

portals per sponsor for those specific purposes. However, SIP is not integrated into sponsor

operational systems; a sponsor team still has to upload documents to SIP and manually

reconcile with their TMF. SIP also doesnʼt handle things like safety letters or site payments.

So, while SIP addresses part of the problem (login burden), it doesnʼt automate workflows to

the degree Site Connect does. Some sponsors might use SIP in tandem with or instead of

something like Site Connect, but many are now looking to deeper integration.

Other CTMS/Portals: Companies like IQVIA (formerly QuintilesIMS) have their own

investigator portal solutions (e.g., DrugDev Spark, which IQVIA acquired). These platforms

similarly try to unify site interactions (DrugDevʼs platform for instance was used for study

document exchange and training as well). There are also all-in-one CTMS offerings from

lesser-known vendors or open source initiatives, but in the enterprise pharma space, Veeva,

Medidata, and Oracle are the main players.

To crystallize the comparison, here is a high-level feature comparison table between Veeva

Site Connect, Medidataʼs site-facing capabilities, and Oracle Clinical One:

Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

Scope Focused solution for

automating sponsor–site

information sharing

(documents,

communications,

payments) within Veevaʼs

unified Clinical Operations

platform. Part of a broader

suite (Vault) but can be

adopted specifically for

collaboration.

Part of

Medidataʼs

unified trial

platform

covering EDC,

eTMF, site

payments,

eCOA, etc. Site

collaboration is

achieved by

using multiple

integrated

modules of the

Medidata Cloud

(EDC, eTMF,

etc.) rather than

Aiming to be an

all-in-one clinical

trial platform

(build, randomize,

capture data,

manage) on

Oracle Cloud.

Emphasizes

unified data and

workflows to

remove silos. Site

collaboration is

implicit if all trial

functions are on

Clinical One (one
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

a single “Site

Connect”

product.

login, one

database).

Document

Exchange &

eTMF–eISF

Integration

Yes – native. Automates

document flow between

Vault eTMF (sponsor) and

SiteVault eISF (site), with

documents auto-filed on

both sides. Also supports

sites not on SiteVault via

the web UI or email.

Excellent for start-up

packets, interim docs,

closeout archives.

Partially –

Medidata offers

Rave eTMF

which sites can

access for

document

exchange, and

“Site Cloud: End

of Study” for

data return.

However, not all

sponsors use

Rave eTMF; if

they do,

documents can

be shared, but if

not, sponsors

must use

external means.

There isnʼt a

widely-used

Medidata site

eISF; the

integration is

within the

Medidata

platform (sites

access

sponsorʼs

Emerging – Oracle

has an

eTMF/Study

Startup solution

(via former

goBalto and other

Oracle tools)

which is being

integrated. Clinical

Oneʼs marketing

of “one platform”

implies that if you

use Oracle for

eTMF and CTMS

along with the

data, sites could

get documents in

the same portal. In

2025, Oracleʼs

strength is more

on data than

document

exchange; a fully

seamless eTMF–

eISF integration is

not yet as evident

as Veevaʼs.
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

eTMF). Some

manual steps

may remain if

mixing systems.

Site

Communication

& Portal

Yes – provides a site-

centric portal (Site

Connect UI) for all study

info (documents,

announcements, contacts)

with single sign-on via

Veeva ID. One standard UI

across sponsors. Built-in

messaging/announcements

feature for sponsor

broadcasts.

Medidata Rave

serves as the

primary site

portal for data

entry; with

single sign-on,

sites can

access multiple

studies easily.

Medidata has

an investigator

portal (called

iMedidata or

now part of

their platform)

for training and

study

documents, but

it historically

focused on

access

management.

Recent

enhancements

mean if using

full Medidata, a

site could see

documents and

Yes in vision –

“One login, one

place” is a core

promise. Sites

would log into

Clinical One for

entering patient

data and

presumably also

to handle other

trial tasks

(randomization,

etc.). Oracleʼs UI

is unified for those

functions. For

broader

communications

or document

access, Oracle

would need the

sponsor to use

their platform

end-to-end. If so,

the siteʼs

experience can be

unified. Oracleʼs

challenge is

achieving critical
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

data within

Raveʼs

interface. Still,

sites often end

up using

multiple

interfaces (Rave

EDC, plus

perhaps a

separate

training portal

or payment

portal) unless

everything is

consolidated.

mass and

completeness of

features.

Safety Letters

& Site

Notifications

Yes – dedicated feature to

distribute safety letters

and capture PIsʼ read

acknowledgments in one

system. Ensures no site is

missed and oversight is

easy with tracking. Also

handles general

announcements.

No specific

safety letter

distribution tool

widely known as

part of

Medidata Cloud

(safety systems

are usually

separate).

Sponsors

typically handle

this via email or

other systems

outside of

Medidata.

Medidataʼs

focus hasnʼt

Not clearly

defined – Oracleʼs

platform would

require integration

with a safety

system or manual

upload of letters.

Oracle does have

safety products

(Oracle Argus),

but connecting

Argus to site

communication

isnʼt a standard

offering yet.

Oracleʼs

messaging is more
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

been on

operational

communications

like safety

letters; they

focus on data

and documents.

So this is a gap

where sponsors

often use

manual process

or another

vendor.

about unified data

and less about

safety letter

workflows so far.

Site Payments Yes – via integration with

Veeva Vault Payments, it

can show payment status

and deliver payment letters

to sites. Gives sites

transparency and speeds

payment info.

Yes – Medidata

has Rave Site

Payments and

Grants

Manager. It can

trigger

payments

based on EDC

data and

provide sites

with payment

info. They

advertise that

sites can

manage their

cash flow with

insights from

Rave payments

40†L33-L41

Partially – Clinical

One is primarily

about trial

operations; Oracle

might rely on

other financial

systems for

payments. Itʼs not

clear if Clinical

One provides site-

facing payment

tracking. Oracle

does integrate

with ERP/financial

(since Oracle is an

ERP giant), so in

theory an

integration could

show site
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

(page3) . If a

sponsor uses

Medidata for

payments, sites

could see it

through the

platform. If not,

then no.

payments, but

thereʼs no specific

module publicly

described for

investigator

payments in

Clinical One yet.

Regulatory

Compliance &

Audit Trail

High – All exchanges are

logged. Vault is 21 CFR

Part 11 compliant, with full

audit trails on documents

and signatures. Site Vault

eISF is likewise compliant,

helping sites meet FDA/ICH

requirements for electronic

binders. The system

ensures inspection

readiness (e.g., TMF is

complete in real time).

Skylight Health noted it

helped maintain

compliance effortlessly.

High –

Medidataʼs

platform is also

compliant and

validated. Rave

EDC has audit

trails for data,

and Rave eTMF

would have

them for

documents.

Medidata can

keep CRAs and

sites

inspection-

ready through

real-time eTMF

updates. In

practice,

compliance

depends on

modules used.

If a sponsor

isnʼt using

High – Oracle has

decades of

experience with

Part 11 compliance

in clinical systems.

Clinical One being

unified can reduce

“data divergence”

that leads to

compliance issues

(like discrepancies

between CTMS

and TMF). Oracle

explicitly aims to

remove duplicate

data entry and

hidden issues,

which contributes

to compliance.

Audit trails are

built-in. However,

if a customer is

using only parts of

Clinical One and
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

eTMF, then

documents

might be

managed

elsewhere.

Medidataʼs

cloud is secure

and Part 11

compliant, but

integration gaps

can create

manual

compliance

work if not fully

adopted.

other parts from

elsewhere,

compliance

management can

get complex. As a

single platform, it

should improve

compliance similar

to Veevaʼs

approach.

Market

Adoption

(Pharma)

Rapid growth in top

pharma: 7 of top 20

pharmas by 2024

adopted Site Connect.

Strong adoption in

emerging biotechs as well

(as part of Vault Clinical).

Over 5,000 sites on

network, 65% of trials on

Veeva platform overall.

Seen as the leader in eTMF

and now expanding that

lead to site collaboration.

Dominant in

EDC: Most top

pharmas use

Medidata Rave

for EDC (either

primary or in

some portfolio).

Many have not

used Medidata

for eTMF, but

Medidata claims

unified usage is

rising.

Medidataʼs stat

of 715k site

users shows

ubiquity at the

Historically strong

in CTMS (Siebel)

at many top

pharmas, but

Clinical One

adoption is still

building. A few

top pharmas are

piloting or

gradually

switching to

Clinical One

modules, but itʼs

not yet as widely

adopted as Veeva

or Medidata.

Oracle is a big
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

data level. They

are a close

competitor in

CTMS (some

use Medidata

CTMS), but

arguably behind

Veeva in the

TMF and site

collaboration

adoption.

player in

pharmacovigilance

and EDC (via

legacy Inform),

but itʼs in a

transition to the

new platform. If

Oracleʼs promises

hold, adoption

could grow.

Currently, likely <5

of top 20 are

using Clinical One

in a significant

way (exact

numbers not

public).

Unique

Strengths

Deeply integrated content

management (Veevaʼs

forte) combined with site

network. Simplified fixed-

cost deployment. Free

SiteVault for sites lowers

barrier – sites are signing

up even outside of specific

studies, creating a network

effect. Very strong eTMF

market presence means

sponsors trust Veeva for

compliance and content.

Best-in-class

EDC and broad

set of data tools

(e.g., industry

leader in eCOA,

patient data

integration).

Many site

personnel are

already trained

on Rave,

reducing

training friction.

Part of

Dassault, can

Comprehensive

vision – covers

every aspect of a

trial in one system

(e.g., build study,

supply drug,

collect data, track

it all). Leverages

Oracleʼs expertise

in databases and

integration – can

connect to

enterprise

systems (ERP,

etc.) more readily.
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

tie in other

areas (like

manufacturing

or regulatory in

future). Known

for robust data

security and

scalability in

large trials.

Promises

configuration

without downtime

which is attractive

for adaptive trials.

Oracleʼs long-term

stability and

support in life

sciences is a plus

for some.

Potential

Weaknesses

Historically, needed

sponsor to be a Veeva

Vault customer (barrier for

those on other TMF/CTMS

systems, though that is

changing as Veeva

dominates eTMF). Does

not have its own EDC

widely adopted by top

pharmas until recently

(many still use Rave for

data, though Veeva EDC is

growing). So some

sponsors use a mix: Veeva

for ops, Medidata for data

– which works but means

two platforms.

Requires using

multiple

Medidata

modules to get

full benefit – if a

sponsor only

uses Rave EDC

and not the

eTMF or

payments, then

site

collaboration is

not solved by

Medidata alone.

Interface not as

unified if not all

pieces are

Medidata (sites

might have Rave

for EDC but still

get emails for

other things).

Newer and less

proven integrated

platform – some

functionalities may

not be as deep yet

(especially CTMS

features or site-

specific

workflows).

Convincing

sponsors to

migrate from

established

systems is hard –

Oracle has to

battle incumbents.

Also, Oracleʼs

strength is data;

they lack an

existing

investigator

community or free
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Aspect /

Feature

Veeva Site Connect

(Vault Clinical)

Medidata

Clinical Cloud

(Rave & Site

Cloud)

Oracle Clinical

One

Also, some

complain older

UI in parts of

platform;

Medidata is

updating UX

gradually.

site network like

Veevaʼs, meaning

they have to build

site goodwill from

scratch.

Table: Comparison of Veeva Site Connect with Medidata and Oracle Clinical One (high-level).

In summary, Medidata and Veeva offer two different paths to a similar goal: Veeva coming

from content and trial management, adding data capture; Medidata coming from data capture,

adding content management. Both know that connecting sites is crucial. Veeva Site Connect

currently has a differentiation in how directly it targets the end-to-end site document flow and

operational communication, with clear success stories to show. Medidata has the advantage of

being deeply embedded for collecting clinical data, and is now actively marketing “site

collaboration” as part of its package. For an IT professional in pharma, the decision may come

down to the rest of your ecosystem: If you are a Vault eTMF/CTMS customer, adding Site

Connect is a natural extension (and relatively quick to implement). If you are a long-time

Medidata Rave user and considering adopting eTMF, you might weigh sticking with Medidataʼs

expanding platform vs. incorporating Veeva just for eTMF and site connectivity. Some sponsors

actually use a hybrid: e.g., use Rave for EDC and Veeva for eTMF + Site Connect – this is

workable since Veeva and Medidata can coexist and even integrate to some degree (Veeva has

APIs and “Connections” to pull data from Rave or send to it). Oracleʼs Clinical One, on the other

hand, represents a more wholesale transformation. A sponsor might evaluate Oracle if they plan

to unify everything and perhaps if they are not already deeply invested in Veeva or Medidata, or

if theyʼre dissatisfied with current systems. Oracleʼs pitch of “one platform for all” is strong, but

in 2025 it might still be considered an emerging solution with less adoption.

An important note is that the pharma IT market often isnʼt winner-take-all – many large

companies use a mix of systems for different trials (due to acquisitions, CRO choices, etc.). Itʼs

possible for a sponsor to have some trials running on Medidata platform (with its investigator

portal), and others on Veeva Site Connect, and perhaps even pilot Oracle for a specific

decentralized trial. Over time, though, there is pressure to standardize. Currently, Veeva has

momentum in clinical operations standardization (most new eTMF wins), Medidata retains

stronghold in EDC, and Oracle is trying to break in with a unified approach.
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The competitive landscape is thus dynamic: each solution has strengths. Veeva Site Connectʼs

distinguishing factor is that it was purpose-built to close the sponsor-site loop and came to

market at a time when the industry was ready to embrace that change (accelerated by the

pandemic and the need for remote trial management). Medidata and Oracle are now both

addressing the same need within their portfolios. For IT professionals, a careful look at

integration capabilities, user adoption, and long-term vendor roadmap is key. Any of these

platforms can improve the status quo over email and spreadsheets, but their fit will depend on

an organizationʼs existing systems and strategic priorities.

Key Benefits of Site Connect and Implementation

Challenges

Implementing Veeva Site Connect can yield significant benefits for a sponsorʼs clinical

operations – but like any enterprise technology change, it also comes with challenges and

considerations. Here we outline the major benefits and challenges to expect:

Benefits of Implementing Veeva Site Connect

Faster Study Timelines: One of the most tangible benefits is acceleration of study start-up and

other timeline-driven activities. As seen in the case study, a top pharma achieved a 30% reduction in

site activation time by using Site Connect to streamline document exchange. Faster site activation

means trials start enrolling sooner, which can compress the overall development timeline. Similarly,

automating safety letter distribution can shave weeks off the time it traditionally takes to ensure all

sites are informed (important in trials where enrollment might pause pending safety comms). In

general, any process that involved waiting for responses (document submissions, confirmations,

etc.) is sped up by real-time exchange. Over an entire trial portfolio, these time savings can translate

to getting to database lock or submission faster, potentially bringing medicines to market sooner.

Efficiency and Cost Savings: By reducing manual workload on both sponsor and site side, Site

Connect can lower operational costs. For sponsors, CRA and project manager effort spent on

chasing documents or updating trackers is greatly reduced. Monitors, for instance, spend less time

performing administrative checks and more time on quality oversight. A sponsor can manage more

sites per CRA when the communication overhead is lower. For sites, the reduction in labor (e.g. fewer

emails to read/write, fewer systems to update) means coordinators and regulatory staff can handle

more studies or devote more time to patient-facing duties. These efficiency gains, while hard to

quantify in dollars, are significant – one site noted they cut outgoing emails by ~80% during start-up,

indicating a drastic drop in “busy work”. There are also direct cost savings: less printing and shipping

(with digital document exchange, you donʼt mail physical binders or disks), and potentially shorter

monitoring visits (if many checks are done remotely in advance). Veeva has promoted that higher

quality and speed come “at a significantly lower cost” for trials using Site Connect, though exact ROI

will vary per company.
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Improved Quality and Compliance: Automation inherently reduces human error. Site Connect

ensures the right documents are in the right place – for example, it auto-filing documents into

eTMF means the TMF is always up to date. This avoids the common problem of missing documents

during an audit or inspection. It also enforces consistency (every site gets the same approved

version of a document, avoiding version control issues). The tracking of acknowledgments (for safety

letters, protocol updates) means the sponsor can demonstrate compliance with regulatory

requirements to inform investigators. An executive at Skylight Health noted that Site Connect

“maintains regulatory compliance” effectively by standardizing how info is shared. Moreover, Site

Connectʼs processes are Part 11 compliant with full audit trails, which simplifies validation efforts. In

a regulatory inspection, having a unified system to show communications and document transfer

logs can be a big advantage – everything is time-stamped and reportable. Thereʼs also an angle of

patient safety: faster and confirmed safety letter delivery and better PI oversight contribute to a

safer trial conduct environment. Overall, a sponsor can be more inspection-ready at any time, and a

site can be confident their investigator file mirrors the sponsorʼs records.

Site Engagement and Satisfaction: A major benefit, though qualitative, is happier sites. As detailed

earlier, sites appreciate when sponsors invest in technology that makes their life easier. With Site

Connect, sites have fewer passwords to manage, clearer tasks, and get information they need more

easily (like payment status, key announcements). Engaged sites are more likely to enroll patients

effectively and stick with trials. They may also be more inclined to partner with that sponsor for

future studies. Thus, Site Connect can improve a sponsorʼs reputation with sites. Sponsors have

started to appoint “Site Engagement Leads” to nurture site relationships – having a platform like Site

Connect is a concrete way to show commitment to site-centricity. In a competitive environment for

high-performing sites, being known as a sponsor who uses modern, efficient systems can be a

differentiator.

Standardization and Process Simplification: Internally, organizations benefit from having a

standardized way to manage site interactions. It imposes a best-practice workflow and reduces ad-

hoc variations across study teams. Training internal staff becomes easier – new CRAs can learn the

one system rather than every study doing things differently. It also improves oversight: managers

can pull reports from Site Connect on all studies to see how quickly documents are being exchanged,

which sites are lagging, etc., enabling proactive issue resolution. With legacy methods, such

oversight might require manually consolidating spreadsheets from different teams. By simplifying

processes, companies can also onboard new studies faster (e.g., a CRO ramping up a study doesnʼt

need to custom-build a portal; they just plug into Site Connect).

Integration with End-to-End Digital Trials: Site Connect complements other digital trial initiatives

like eConsent, remote monitoring, and EHR-to-EDC data transfer. It is a piece of the broader puzzle

of “digital trials”. By having it in place, sponsors set the stage for more decentralized or hybrid trial

models. For example, in a decentralized trial with few physical monitor visits, having a strong digital

link to sites for document and data exchange is essential. Thus, implementing Site Connect can be

seen as a forward-looking move enabling other innovations. It future-proofs collaboration as trials

evolve.
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Quick Deployment and Updates: Unlike older enterprise software, Veeva delivers three updates per

year to Vault. Site Connect can benefit from frequent enhancements (such as the 2024 addition of

new features like payments and contacts). The fixed-cost, 2–4 month initial deployment is relatively

quick, meaning the benefits can be realized in the near-term (within a quarter or two). This reduces

the “time to value” and helps build the business case through pilot results.

To illustrate benefit magnitude, consider a concrete scenario: A mid-size pharma running 10

studies implements Site Connect. They estimate it saves each study ~2 weeks on startup and ~1

week on closeout, and cuts down 50 hours of CRA administrative time per study per month. If

each week of delay costs X dollars in overhead or lost sales (some companies calculate per-day

costs of a drug delay into market), those 3 weeks saved per study across 10 studies are very

significant. And freeing CRA time could mean needing fewer CRAs or being able to handle more

trials with the same staff, which is a direct cost saving in an era of CRA shortages. While actual

numbers will vary, these benefits have convinced many organizations that the ROI of Site

Connect is high.

Challenges and Considerations in Implementation

Despite the benefits, implementing a new system like Veeva Site Connect is not without

challenges. Key challenges include:

Change Management for Sites: Even if a system is easier in the long run, people tend to resist

change initially. Introducing Site Connect means asking site coordinators and investigators to use a

new portal (or a new section of an existing SiteVault if they have one). Some investigators might be

averse to “yet another system” at first, especially if theyʼve never used Veeva SiteVault. Training and

supporting sites is critical. Veeva has attempted to mitigate this by making Site Connect intuitive and

by providing a dedicated support team for sites. They also allow sites to stick to email if absolutely

needed, but the sponsor then loses some benefits. In practice, sponsors need to clearly

communicate to sites why they are introducing Site Connect (faster payments, fewer emails, etc.)

and possibly roll it out gradually. Selecting a few friendly sites for a pilot, gathering their feedback,

and then using them as champions (sites telling other sites itʼs easy to use) can help. The good news

is that many research sites are already encountering Veeva through other sponsors, so over time

site-side resistance is diminishing. Still, sponsor IT teams should be prepared to run help desks and

tutorials initially to get sites onboarded and ensure they log in, set up accounts, and incorporate the

new workflow.
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Change Management for Internal Teams and CROs: Internally, study teams might be accustomed

to their way of working – e.g., using email and Excel. Moving to Site Connect requires discipline to

use the new system as the primary channel. Some CRAs might initially still email documents out of

habit, which can confuse sites if they also get them via Site Connect. So, training and reinforcing the

new process internally is key. Likewise, if a sponsorʼs trials are outsourced, the CRO operating those

trials must adapt its SOPs. CRO employees will need access to the sponsorʼs Vault and training on

Site Connect. Establishing clear roles (who in the CRO triggers document sends, who monitors the

dashboard) will avoid duplication or gaps. There may be contractual considerations too – sponsors

should update agreements with CROs to specify use of the sponsorʼs system (Site Connect) for site

communications, to avoid the CRO defaulting to their own systems. Generally, having the sponsorʼs

governance on how CROs use the tool is necessary. Some CROs might push back if they prefer a

different system, but since sponsors hold the contract, they can mandate it. Over time, CROs are

becoming familiar with Site Connect via multiple sponsors, which eases this issue.

Integration and Data Migration: If a sponsor is moving from a legacy site portal to Site Connect,

there might be data or documents to migrate. For example, ongoing studies might have some

documents already exchanged via email/portal – sponsors have to decide whether to migrate those

into Site Connect mid-study or just use it for new exchanges going forward. In most cases,

companies start using Site Connect for new studies and possibly certain ongoing ones where itʼs

easy to transition, but they might not port everything historically exchanged. Technically, Site

Connect itself doesnʼt require integration coding if you have Vault eTMF; it works out-of-the-box with

Vault applications. But if the sponsor wants to integrate Site Connect with other systems (say a

safety database or a non-Veeva CTMS), some IT development is needed using Vault APIs or the

Veeva Connection Hub. Typically, companies using Site Connect are already Vault customers, so this

is minimal. However, ensuring that, for instance, investigator data flows correctly or linking an

external EDC for site status might be a project. Itʼs a challenge to coordinate multiple systems,

though Vault Connections can streamline it.

Initial Implementation Effort: The 2–4 month implementation is relatively fast, but still requires

cross-functional involvement. Sponsor IT needs to configure Vault (user roles, studies to connect,

etc.), and Clinical Operations must define new workflows. Veeva provides a lot of this as a template,

but each company might have specific needs (e.g., custom notifications, or deciding if monitors get

access to SiteVault contents). Thereʼs also a data stewardship component: loading in the list of sites,

ensuring each site has a Veeva ID or gets invited, etc. During the first implementation, these tasks

can be intensive. Veevaʼs fixed-fee service likely covers a standard configuration and some training,

but the sponsorʼs team must be engaged to make decisions. Itʼs advisable to have an internal

“product owner” for Site Connect who understands Vault and the business process, to liaise with

Veeva and drive the adoption internally.

Adoption Critical Mass and Network Effects: Site Connect is most powerful when a high

percentage of sites actually use it. In early phases, a sponsor might find that some sites, especially

smaller ones, are slow to adopt (maybe they ignore the invite email or are confused). If a significant

number of sites donʼt log in, the sponsor may have to fall back to email for those, which dilutes the

benefit. Thus, thereʼs a bit of an adoption curve. The challenge is front-loaded: getting the first few

studiesʼ sites on board. But as mentioned, each subsequent study gets easier as many sites will have

already used Site Connect. Still, sponsors should monitor site adoption metrics closely at first. Veeva

likely provides usage stats; sponsors can reach out to non-adopters and offer help. It might require

persistence to ensure close to 100% uptake.
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Parallel Systems and Transition Period: Many companies will run hybrid processes while rolling out

Site Connect. For example, ongoing trials might continue using existing methods, while new trials use

Site Connect. This means internal teams are temporarily dealing with two paradigms, which can be

confusing. Over a year or two, the company needs to retire the old processes to fully realize

efficiency. During that interim, discipline is needed to keep track of which study is using which

method. Clear documentation and communication from IT is needed so everyone knows the status.

Some companies handle this by a big-bang approach (switch as many studies as possible at once),

others by gradual phase-in; either way, careful project management is required.

Limitations and Feature Gaps: While Site Connect covers many workflows, there may be features a

sponsor desires that are not yet available. For example, if a sponsor wanted to use Site Connect for

site training (like delivering training materials and tracking site personnel completion), that specific

use might require Veevaʼs separate Study Training product, as Site Connectʼs “Communications”

might not fully handle quizzes or certification. So understanding the boundaries of the tool is

necessary to avoid misapplication. Similarly, some early versions of Site Connect lacked certain

functionalities (like the quick links or payment info came later). Sponsors need to stay updated on

new releases and possibly adjust their processes as new features come (which is a positive

challenge – adopting enhancements – but still something to manage).

Data Privacy and Security Considerations: In a system connecting multiple parties, sponsors must

ensure appropriate data segmentation. For example, a site should only see its own documents, not

another siteʼs. Veeva is designed with study/site level security, so this is usually fine. But each

sponsorʼs IT and QA should validate user permission configurations. Additionally, when sharing data

internationally, there might be GDPR or local privacy considerations (like if Site Connect shares

investigator personal data or patient info such as enrollment status). These are typically low-risk

since regulatory document exchange doesnʼt involve patient identifiers, but legal teams may want to

review data flows. As Veeva is a validated, compliant platform, this is more about internal paperwork

than technical risk.

Cost and Licensing: The cost of Site Connect for sponsors is an investment. Veevaʼs pricing is not

public, but itʼs likely based on number of studies or sites, possibly as an add-on to the Vault

platform. The fixed implementation fee is known, but ongoing subscription costs need justification.

Most companies justify it with the efficiencies and the fact it can potentially replace other portal

systems (and their associated costs). Also, by reducing timelines, thereʼs an implicit economic

benefit. Nonetheless, budget approval can be a hurdle in some organizations. IT must make the case

in terms of both soft ROI (time saved, compliance) and hard ROI (cost savings, faster time to

market). The good news is that by 2025, many peers have adopted it, so itʼs easier to justify as

industry standard rather than a risky new expenditure.

Mitigating the Challenges:

To address these challenges, successful implementations have taken a phased and supported

approach:

Start with a pilot on a few studies (perhaps with cooperative sites) to build success stories

internally.

Invest in training – Veeva provides site-facing help (including guides in multiple languages)

and a support center, which sponsors should leverage. Some sponsors host webinars for
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their sites to introduce the new system.

Ensure internal SOPs are updated to incorporate Site Connect usage so everyone knows the

expected process.

Lean on metrics: track cycle times and feedback in pilot studies to quantify improvements

and identify pain points to tweak.

Executive sponsorship: having leadership communicate the importance of the initiative will

encourage teams and CRO partners to prioritize adoption.

Community of practice: some sponsors create an internal user group of CRAs and CTAs

using Site Connect to share tips or issues, accelerating learning and buy-in.

In essence, the challenges of implementation are manageable with good project governance and

communication. The experiences of early adopters show that initial resistance gives way

quickly when users (both site and sponsor-side) see the convenience. One site person from

ClinOhio noted after using it, “now that Iʼm used to SiteVault, I never want to go back to email

and paper” – such anecdotes become common once the hurdle of first use is overcome. Thus,

while there are change management hurdles, the long-term benefits strongly outweigh the

short-term efforts, making it a worthwhile transformation for many organizations.

Regulatory and Compliance Advantages

In addition to operational benefits, Veeva Site Connect offers notable advantages in terms of

regulatory compliance and quality management. Clinical trials are highly regulated, and any

system that can demonstrably improve compliance with GCP (Good Clinical Practice) and

regulatory requirements is valuable. Hereʼs how Site Connect contributes:

Complete, contemporaneous Trial Master File (TMF): Regulatory inspectors (from FDA, EMA, etc.)

often scrutinize the TMF to ensure itʼs an accurate record of the trial conduct. With Site Connect,

documents exchanged between sponsor and site are filed in the eTMF in real time as they are

generated or received. This means the TMF is always up-to-date (“inspection ready”). There is far

less lag between an action and its documentation appearing in the TMF. For example, when an IRB

approval is obtained at a site, the site can upload it via Site Connect and itʼs instantly in the

sponsorʼs eTMF; an inspector wouldnʼt find a gap where the approval letter is missing or delayed.

The system thus supports ALCOA++ principles (Attributable, Legible, Contemporaneous, Original,

Accurate, etc.) for document handling. Contemporaneousness and completeness are greatly

enhanced. By standardizing the process, Site Connect also reduces variability that could lead to

missing documents. As one user said, it helps “simplify processes with an eReg system thatʼs

fully validated and easy to set up”, underscoring that compliance steps (like filing reg docs)

happen by default.
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Audit Trails and Record Integrity: Every action in Site Connect (document upload, download,

acknowledgment, etc.) is recorded with user, date, and time. This provides an audit trail that auditors

or inspectors can review to see who did what and when. For instance, if a site says “I never got that

safety email,” the sponsor can show the inspector the Site Connect log that the safety letter was

made available on X date and that the investigator acknowledged it on Y date (or not yet, which itself

would prompt a finding to follow up). These logs are much more reliable than tracking spreadsheets

or email read receipts. Part 11 compliance is built-in: electronic records and signatures captured via

Site Connect meet FDA criteria for trustworthiness (unique IDs, secure accounts, etc.). Sites that

eSign documents in SiteVault have those signatures preserved and audit trailed, which satisfies

regulatory requirements for investigator signatures on essential documents.

Secure, Controlled Access: From a compliance standpoint, controlling access to trial records is

vital. Site Connect ensures that only authorized site staff can see their siteʼs documents, and only

relevant sponsor/CRO personnel see the siteʼs documents on the sponsor side. This role-based

security guards against inappropriate disclosure of confidential information. The platform is validated

to industry standards, and Veeva being a cloud provider undergoes regular audits (including SOC,

ISO 27001, etc. which pharmaceutical companies will audit for vendor qualification). This level of

security and validation can be superior to ad hoc solutions (e.g., emailing documents as attachments

has inherent risk, and using consumer file share services might not meet compliance standards).

Many companies have historically struggled with ensuring all email communications are archived and

secured; Site Connect shifts those into a controlled environment that is fully validated for regulatory

use.

Regulatory Submission Support: The ultimate goal of documentation is supporting new drug

applications (NDAs/BLAs) and inspections. A well-maintained TMF via Site Connect makes it easier

to compile evidence for submission appendices or to respond to regulatory queries. For example, if

FDA asks for proof that all investigators were informed of a new risk, the sponsor can quickly

produce reports from Site Connect showing the distribution of safety letters and acknowledgments.

This kind of documentation can be provided to regulators as part of compliance responses.

Additionally, having a clear chain of communications can protect the sponsor if any site non-

compliance issues arise (they can show they provided the necessary information/training to the site).

Investigator Oversight by Sponsor: ICH GCP E6 (R2 and upcoming R3) put increased emphasis on

sponsor oversight of trial conduct, including at sites (even when tasks are delegated to CROs). Site

Connect enhances oversight by giving sponsors direct line of sight into site documentation status

and compliance. For instance, a sponsor can see if a site is late in uploading a signed consent form

or hasnʼt acknowledged a safety notice. This allows proactive intervention to ensure the site

complies, rather than finding out during an audit months later. Essentially, it helps sponsors fulfill

their GCP obligation to ensure quality and integrity at sites. AstraZenecaʼs use of Site Connect to

“enhance oversight and compliance” in safety reporting exemplifies this. They can ensure no site

is left out of critical communications, something regulators expect sponsors to guarantee.
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Standardization = Compliance: Regulators appreciate when processes are standardized, as it often

correlates with fewer errors. By having all sites follow the same method for, say, document

submissions, the sponsor ensures a uniform level of compliance. It also simplifies training and

oversight from a regulatory standpoint. If a deviation occurs (like a site didnʼt follow the process), itʼs

easy to identify and correct because the expected process is clear and system-enforced. Traditional

approaches often see variation – e.g., some sites email consents to one person, others to another;

Site Connect removes such variability.

Inspection Preparedness: In a regulatory inspection of either a sponsor or a site, having a system

like Site Connect can expedite the process. For instance, during an FDA inspection at a site, the

investigator might ask, “How do you receive safety updates from the sponsor?” Instead of digging

through emails, the site coordinator can demonstrate the SiteVault system where all safety letters are

stored with timestamps, showing a robust process in place. Likewise, for a sponsor inspection (e.g.,

FDA Bioresearch Monitoring audit of the sponsor), the sponsor can readily retrieve any

correspondence or document related to site communications from Vault. This can impress inspectors

by the level of control and organization. In fact, regulators have been encouraging use of electronic

TMFs and remote monitoring tools in recent years, especially highlighted during COVID when remote

regulatory assessments became more common. A platform like Site Connect aligns well with the

direction regulatory agencies are moving – embracing digital tools to ensure trial continuity and

oversight.

Data Privacy and Patient Confidentiality: While Site Connect itself deals mostly with operational

data and documents, it still touches on aspects of patient data (like enrollment status or site

performance metrics). Keeping this within a secure system is better for privacy than emails or fax

where data leaks could occur. Veevaʼs systems are compliant with privacy regulations and allow

localization of data as needed (for instance, EU site data can be hosted in EU data centers to satisfy

GDPR, if required by the sponsorʼs Vault configuration). This mitigates regulatory risk around

personal data handling.

Protocol Deviations and Issue Management: By having all communications and documents

funneled through one system, it becomes easier to notice and document any protocol deviations or

site issues. For example, if a site fails to submit a required document, that could become a protocol

non-compliance issue. Site Connect would have a record of that, and the sponsor can use that to

issue a timely query or implement a corrective action. Everything is time-stamped, which helps in

determining if appropriate follow-up was done in required timelines. Essentially, it provides an

evidence trail that the sponsor and site are maintaining GCP standards throughout.

One testimonial that encapsulates the compliance benefit is a quote from a research site user:

“With Veeva SiteVault, communication is much improved… we have a better relationship with our

sponsors… [We reduced emails from 150 to 30],” but most crucially, “we dedicate more time to

patient recruitment and care.”. From a regulatory standpoint, anything that helps sites spend

more time on protocol adherence and patient care (and less on admin) indirectly improves

compliance (as staff arenʼt as overburdened and can properly follow the protocol).

In sum, Veeva Site Connect strengthens the compliance backbone of trial management. It

reduces the risk of findings such as “essential documents missing or not filed in a timely

manner” or “investigator not informed of safety information promptly” – common audit issues in
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paper-driven trials. By leveraging a modern system, sponsors show regulators a commitment to

quality. It is telling that site users specifically mention maintaining regulatory compliance and

sponsors highlight harmonizing processes for compliance as key drivers for adopting Site

Connect. The platform not only makes compliance easier to achieve but also easier to

demonstrate, which is half the battle in audits. As the industry moves towards ICH GCP E6(R3),

which emphasizes quality by design and stakeholder collaboration, tools like Site Connect are

very much in spirit with these guidelines – ensuring quality and compliance are built into the

trialʼs digital infrastructure rather than checked retrospectively.

Conclusion and Outlook

Veeva Site Connect is proving to be a transformative solution for sponsor-CRO-site collaboration

in clinical trials. By providing a unified, automated information-sharing platform, it addresses

long-standing pain points that have hindered trial efficiency and site engagement. Through

detailed exploration, we have seen that Site Connect streamlines critical workflows (from site

start-up document exchange to ongoing safety communications and closeout), yielding faster

trial execution, improved data quality, and stronger regulatory compliance. Real-world cases

from industry leaders – seven of the top 20 pharma companies and numerous smaller sponsors

– demonstrate meaningful benefits such as 30–36% faster site activation, significant reductions

in administrative workload (e.g. 4-5x fewer emails), and more consistent site oversight. These

are not just incremental improvements, but substantial leaps toward the vision of a “connected

trial.”

From an IT and business perspective, implementing Site Connect can be seen as building the

digital backbone for clinical operations. It aligns with the broader trends of digital

transformation in R&D: just as electronic data capture and CTMS replaced paper CRFs and Excel

trackers in the past, now the connectivity between systems and stakeholders is the new frontier.

In the U.S. market and globally, we are witnessing a convergence of solutions aiming at this goal

– whether itʼs Veeva, Medidata, Oracle, or others, the direction is clear: seamless

collaboration, real-time data flow, and patient/site-centric processes are the future of

clinical trials. Veeva Site Connect currently has a strong foothold in this space, leveraging

Veevaʼs dominance in clinical content management and the growing network of sites using its

tools.

Looking ahead, we can expect:

Broader Adoption: If current trends continue, more top-20 pharma (perhaps the majority)

will adopt Site Connect or equivalent connected trial platforms in the next 1-2 years. The

network effect will make it increasingly advantageous for everyone to be on board. We might

reach a tipping point where sites begin to expect sponsors to use such systems as a

standard practice. (Not unlike how EDC became standard – now few sites would participate

in a trial without an EDC system in place.)
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Expansion of Capabilities: Veeva will likely continue enhancing Site Connect. We could see

deeper integration of patient-facing data (for instance, linking site and patient workflows –

e.g., if a patient reportable event happens in ePRO, automatically trigger site notification

through Site Connect). Veeva might also integrate regulatory authority interactions (like if an

IRB approval comes, automatically notify sponsor and site) – given they have a broader Vault

platform, these synergies could grow. The addition of Study Training, eConsent, etc., into

the same ecosystem means more aspects of a trial are covered.

Competitive Innovations: Competitors are not standing still. Medidataʼs unified platform

claims and Oracleʼs one-stop solution will push Veeva to keep innovating and vice versa. For

IT professionals, this competition is a boon – we can expect better features, possibly cost

efficiencies, and more open integrations between systems. Eventually, perhaps standards

will emerge for cross-platform data exchange (so if one sponsor is on Veeva and a CRO on

another system, they might communicate via standards).

Industry Standards and Regulatory Backing: Regulatory bodies have been encouraging

modernization. FDA̓s guidance on electronic records and recent updates to ICH GCP

encourage use of systems that maintain data integrity and enable remote oversight. As

regulators see the success of connected trial models, they might even incorporate

expectations in guidance (for example, expecting sponsors to have faster safety distribution

methods, which Site Connect facilitates). The FDA̓s Bioresearch Monitoring program has

already shown interest in sponsorsʼ oversight methods; demonstrating something like Site

Connect in an inspection can only help. We may also see TransCelerate or consortia

developing best practices for implementing such tools, which will further reduce barriers.

Challenges to Monitor: On the horizon, one challenge will be interoperability. If a site uses

one eISF (e.g., Florence) and a sponsor uses Veeva, how do those connect? Currently,

Veevaʼs approach is to get the site on SiteVault for full automation. In the future, perhaps

different site system providers will integrate (akin to how different email servers

communicate via SMTP). The industry might push for more open integration so that

regardless of which specific platform each party uses, data can flow. Veevaʼs Connection

Hub and API framework is a step in that direction. Itʼs something IT teams should keep an

eye on – ensuring whichever solution chosen can play well in the broader ecosystem.

ROI Realization: As more data accumulates on the impact of Site Connect, organizations

will refine how they measure success (KPIs like start-up times, monitor visit frequency,

protocol deviations related to miscommunication, etc.). This will help fine-tune usage and

justify further rollouts. We expect to see case studies with hard ROI numbers – e.g., “X

company saved $Y million in monitoring costs by using Site Connect” – which will cement

the business case.

In concluding, Veeva Site Connect is at the forefront of a paradigm shift in clinical trial

operations. It exemplifies how cloud technology can break down barriers between organizations

in a regulated environment, to the benefit of all parties including patients waiting for new

therapies. An IT professional evaluating Site Connect should consider not just the feature set,
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but the strategic value: it modernizes trial conduct, likely making trials faster and more reliable.

Moreover, it aligns with the direction sponsors must head to manage increasingly complex trials

(with global sites, adaptive designs, etc.) effectively. There are clear signs that what is now a

competitive advantage (for those who use it) will soon become an industry standard practice –

much like EDC or eTMF did in earlier decades.

In summary, Veeva Site Connect is transforming sponsor-CRO-site collaboration by creating

a connected clinical ecosystem. It improves communication flow, strengthens compliance, and

ultimately contributes to speeding up the delivery of new treatments. For pharmaceutical IT

leaders and clinical operations teams, embracing such technology is an investment in both

current efficiency and future readiness. As one pharma clinical operations manager put it, with

these connected approaches “we are providing a common way to connect and get real-time

information throughout the course of a study.” The vision of a truly collaborative, paperless, and

patient-focused trial is coming to fruition, and Veeva Site Connect is a compelling vehicle driving

that change.
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