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Executive Summary

This report provides a detailed, evidence-based comparison of four leading electronic Trial Master File (eTMF) software
solutions — Veeva Vault eTMF, Montrium eTMF Connect, TransPerfect’s Trial Interactive eTMF, and IQVIA’s
(formerly Wingspan) eTMF — as of 2026. We examine these platforms through multiple perspectives: regulatory
context, market landscape, core features and capabilities, implementation considerations, customer
experiences, and future trends. Drawing on official product documentation, press releases, industry reports, and
independent analyses, the report highlights each system’s strengths, limitations, and typical use cases, and provides
concrete data and case examples.

Key findings include:

+ Market Adoption: Veeva Vault leads the enterprise segment, with “more than 450 biopharma companies — including 18 of the top 20
pharmas...” using Vault eTMF ([1] www.veeva.com), reflecting its dominance among large sponsors and CROs. Montrium's eTMF
Connect targets small-to-mid-sized biotech teams with a scalable per-user model ([2J www.montrium.com). TransPerfect’s Trial
Interactive has broad use across CROs and mid-market sponsors, emphasizing rapid deployment and mobile collaboration ([3]
info.trialinteractive.com) ([4] www.transperfect.com). IQVIA's eTMF (formerly Wingspan) is known for cost-efficient solutions and has

been adopted by large organizations (e.g., Actelion) seeking real-time trial documentation access ([51 www.fiercebiotech.com).

« Feature Comparison: All four platforms support standard eTMF requirements (TMF Reference Model, secure audit trails, 21 CFR Part
11 compliance) and enable real-time oversight. Veeva Vault offers advanced ecosystem integration — e.g., Al-powered “TMF Bot”
classification and seamless linking with Veeva CTMS and RIM ([6] www.veeva.com) — but is often viewed as complex and resource-
intensive to implement. Montrium focuses on ease-of-use for growing teams, with built-in Microsoft 365 integration and responsive
support ([7] www.montrium.com) ([2] www.montrium.com). Trial Interactive emphasizes rapid setup (deployment in “weeks, not
months” (BJ info.trialinteractive.com)), mobile-enabled document access, and machine learning to accelerate indexing ([4J
www.transperfect.com). IQVIA's eTMF promotes “simplicity” and automation, offering guided study setup and built-in dashboards for

quality oversight (LBJ www.igvia.com) (19] www.igvia.com). Notably, Montrium and IQVIA highlight lower total cost of ownership via per-
user or volume-independent pricing, whereas Veeva and Trial Interactive require larger investments aligned with enterprise deployments

(llOJ www.montrium.com) (LllJ www.igvia.com).

o Customer Impact: Real-world case studies underscore how each solution addresses TMF challenges. For instance, a Fierce Biotech
article described how Actelion (a top-20 pharma) selected Wingspan eTMF to enable “24-hour access to trial-related documents” and to
streamline audit readiness in a global trial environment ([51 www.fiercebiotech.com). TransPerfect reports that CROs like Clinipace and
Worldwide Clinical Trials adopted Trial Interactive e TMF, citing its “intuitive interface, transparency, hosting, support, and validation” ([12]

www.transperfect.com) and mobile document access as key benefits ([13] www.transperfect.com). Veeva's 2023 press release

confirms Vault's broad adoption (450+ customers) and emphasizes innovations like automated TMF Bot classification and sponsor-CRO
document transfer to save hundreds of hours ([6] www.veeva.com). Montrium highlights its customers’ satisfaction with personalized

support and on-time onboarding (96.8% support satisfaction in one survey) (L14J www.montrium.com).

« Regulatory and Industry Context: All four platforms enable compliance with evolving regulations (FDA 21 CFR Part 11, EMA Annex 11,
ICH E6 R3). Experts note the TMF's critical role — “if it isn’t in the TMF, it doesn't exist to the FDA” (”5] pharmacystandards.org) — and

guidelines encourage a “living” TMF that is continuously inspection-ready ([161

pharmacystandards.org). Industry-wide standardization
on the DIA/OASIS TMF Reference Model (v3.x) means eTMF systems must align to a common document taxonomy ([17]
pharmacystandards.org); all four products support this taxonomy. Emerging academic analyses (e.g., Chaturvedi et al. 2021) warn that
current eTMF systems can struggle with version control and decentralized trials ([18] www.appliedclinicaltrialsonline.com) ([19]
www.appliedclinicaltrialsonline.com); these studies also speculate that new technologies like blockchain could in future enhance

document versioning and trust (LZOJ www.appliedclinicaltrialsonline.com) (L21J www.appliedclinicaltrialsonline.com).
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« Future Directions: Looking ahead, the eTMF market is projected to grow rapidly (a recent report estimates USD 1.41 billion in 2024

growing at ~12.8% CAGR to USD 4.18 billion by 2033 ([22] dataintelo.com)). Demand drivers include more complex, globalized trials
and digital transformations across pharma. Enterprises will continue favoring integrated platforms (e.g. unified clinical-cloud suites), while
smaller companies will seek leaner solutions.Technological trends point toward greater automation (Al/ML for metadata extraction, as
embraced by IQVIA and Veeva), deeper integration with EDC/CTMS/RIM systems, and possibly new paradigms like blockchain or

decentralized TMFs to address data integrity and patient-centered trials ([20] www.appliedclinicaltrialsonline.com) ([2”
www.appliedclinicaltrialsonline.com).

In summary, Veeva Vault eTMF, Montrium Connect, TransPerfect Trial Interactive, and Wingspan/IQVIA eTMF each
occupy distinct niches: Vault serves large, complex organizations with an enterprise-grade suite; Montrium suits growing
biotech with a simpler, cost-effective platform; Trial Interactive appeals to CROs and sponsors needing rapid, mobile-
enabled deployment; and IQVIA focuses on cost-efficient, intelligence-enhanced document management. The choice
among them depends on organizational size, budget, desired features, and integration needs. This report details each
offering’s context, features, and real-world use, to aid informed decision-making in the evolving eTMF landscape.

Introduction and Background

The Role of the TMF and eTMF in Clinical Trials

The Trial Master File (TMF) is the definitive collection of all essential documents required to reconstruct a clinical trial
and demonstrate compliance with Good Clinical Practice (GCP) and regulatory requirements (*°! pharmacystandards.org)
(% pharmacystandards.org). It has been described as the trial’s “evidence locker”, containing everything from study
protocols and correspondence to informed consents and monitoring reports. Regulatory authorities (FDA, EMA, etc.) view
the TMF as the “living, active” documentation of a trial; missing or incomplete TMF content is interpreted as an
unperformed task during inspection (*°' pharmacystandards.org) (*°! pharmacystandards.org). In fact, modern guidance (ICH
E6(R3)) explicitly highlights that the TMF is not merely a static archive but “the active, living brain of the trial” (*°
pharmacystandards.org). This underscores the importance of real-time accuracy and audit-readiness: if a document is not
included and correctly indexed in the TMF, regulators assume that trial activity never took place ("*°

pharmacystandards.org).

Historically(TMFi) most TMFs were maintained in paper binders at sponsor and clinical sites. Over the past two decades,
sponsors have progressively transitioned to electronic TMF (eTMF) systems to improve efficiency, collaboration, and
compliance. An eTMF is essentially a specialized, electronic document management system designed according to
regulatory rules (e.g. FDA 21 CFR Part 11, EU Annex 11) and industry standards. In 2016, for example, the OASIS eTMF
Technical Committee published a formal eTMF Reference Model (version 1.0) to codify content classification and
interoperability (** docs.oasis-open.org). Concurrently, the Clinical Data Interchange Standards Consortium (CDISC) and
Drug Information Association (DIA) developed the unified TMF Reference Model (now at version 3.x) that provides a
harmonized taxonomy of trial document types. Today, “almost the entire industry uses the DIA TMF Reference Model”
(" pharmacystandards.org), which serves as the default “table of contents” for eTMF systems. Modern eTMF solutions
are expected to support this model (and its latest 3.2 iteration) out-of-the-box (**/ www.montrium.com) (!
pharmacystandards.org), so that documents like protocols, consent forms, and correspondence are consistently classified
across studies and organizations.

Key regulatory expectations reinforce the move to eTMF. In addition to ICH E6(R3), which tightens retention and
traceability requirements, guidelines like 21 CFR Part 11/EU Annex 11 demand secure audit trails, controlled access, and
electronic signatures for trial records. Indeed, one clinical operations commentary bluntly noted: “in clinical trials, if it isn’t
in the TMF, it doesn’t exist to the FDA.” (*°! pharmacystandards.org). As trials become more global and complex (with
CROs, multiple sites, and decentralized elements), the limitations of traditional paper TMFs are untenable. Thus,
organizations increasingly adopt cloud-based eTMF platforms that enable real-time document capture, automated
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workflows, and remote collaboration. Current eTMF vendors distinguish themselves by how well they implement these
functions and streamline study management.

eTMF Software Market Landscape

By 2024 the global eTMF software market has reached a significant scale. One industry analysis values it at about USD
1.41 billion in 2024, with a projected compound annual growth rate (CAGR) of roughly 12—13% through 2033 (!
dataintelo.com). This growth is driven by the ever-increasing volume and complexity of clinical trials: more documents,
more collaborators (including virtual and global teams), and stricter regulatory oversight demand robust digital TMF
solutions. North America remains the largest market (=47% share in 2024, roughly $663M) due to its concentration of
large pharma/CROs and supportive regulatory climate (*°! dataintelo.com). Europe follows with ~28% share ($395M) (°°!
dataintelo.com), given its harmonized frameworks (EMA, ICH adoption) and strong research base. Asia-Pacific is also
growing fast (about 17% share, $240M) due to expanding CRO activity and R&D investment.

Within this landscape, Veeva Vault eTMF has emerged as the dominant platform for enterprise users. Veeva Systems
(founded 2007) specializes in life-science cloud applications, and its Vault Clinical Suite integrates eTMF with related
applications (CTMS, regulatory information management, etc.). In June 2023, Veeva reported that “more than 450
biopharma companies — including 18 of the top 20 pharmas and 4 of the top 6 CROs — use Vault eTMF” (\*!
www.veeva.com). This reflects Veeva's scale: its cloud platform is widely adopted by large, global sponsors and top CROs
for end-to-end trial document management.

Montrium is a smaller vendor (based in Montreal) that targets emerging biotech and mid-sized sponsors. Its flagship
product, eTMF Connect, emphasizes a lean, user-friendly design and a pricing model scaled to growing teams.
Montrium markets itself as “built (and priced) for smaller teams” (") www.montrium.com), offering per-user licensing and
out-of-the-box connectivity to Microsoft 365. Montrium’s materials stress customer service and fast onboarding (in one
survey customers rated support satisfaction at 96.8% (\*“/ www.montrium.com)). Unlike Veeva, Montrium’s clientele tends
to be under 100 users and often in early-phase or decentralized trials.

TransPerfect is a large language-services and life-science tech company; its eTMF solution is branded Trial Interactive.
Trial Interactive is part of a broader eClinical platform (including EDC, CTMS, e-Feasibility, etc.). It was acquired by
TransPerfect in 2006 and has since been aimed at CROs and mid-to-large sponsors. Trial Interactive emphasizes quick
implementation (marketing says “launch [in] a matter of weeks” (°! info.trialinteractive.com)) and broad functionality
(mobile, ML-enabled indexing). It is often selected by organizations that need an integrated suite plus professional
services (e.g. “expert-led TMF services” as cited in [76]). At least two industry awards (SaaS Awards, Citeline Awards) in

2023 recognized Trial Interactive for sponsor-facing innovation (“°! www.transperfect.com) (??) www.transperfect.com).

Wingspan eTMF (now IQVIA eTMF) has roots as an independent vendor acquired by Quintiles (now IQVIA) around
2013. Wingspan Technologies originally marketed its eTMF platform as “Complete. Consistent. Compliant.” Actelion (a
top-20 pharma) famously selected Wingspan back in 2013 to improve TMF metrics and inspection readiness ('°!
www.fiercebiotech.com). In 2024 IQVIA rebranded the solution as IQVIA eTMF and introduced an “Intelligent e TMF”
extension leveraging Al for document classification (°°) www.iqvia.com). IQVIA's solution stresses cost efficiency and ease
of use for sponsors. In promotional materials, IQVIA highlights one-click study setup, site-facing exchanges, and
dashboards to “get immediate insights into e TMF health” (M www.igvia.com). Economies of scale are emphasized: for
example, IQVIA touts “simplified pricing independent of site volumes” for archiving to reduce long-term costs (/"

www.igvia.com).

Recent independent analyses have also identified these vendors among the top eTMF providers. For example, G2’s
2026 rankings of enterprise eTMF solutions list Veeva Vault, MasterControl, etc., and note Vault’s high satisfaction scores
(5-star ease-of-use and support) (°*! www.g2.com). While Montrium has fewer enterprise reviews, crowd-sourced sites
rate Vault consistently high (around 4.1/5 overall) (°?/ vwww.g2.com). These user ratings echo the broad adoption by
industry leaders for Vault, while also pointing to strong satisfaction (particularly ease-of-use) for that platform.
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In summary, by 2026 the eTMF market is mature and growing. Vendors are evaluated on a broad set of features
(completeness reporting, collaboration, automation, compliance, etc.) and on nonfunctional factors (implementation time,
total cost, user-friendliness, and vendor support). The next sections will compare Veeva Vault, Montrium, Trial Interactive,
and Wingspan/IQVIA eTMF in depth, using specific data, documented features, and real-world examples.

Regulatory and Standards Context

A key driver of eTMF system design is regulatory compliance. Sponsors must manage clinical trial documents under
regulations like FDA's Title 21 CFR Part 11 (electronic records/e-signature) and EU Annex 11, as well as ICH GCP
guidelines. Modern eTMF solutions are expected to provide audit trails, role-based access, encrypted storage, and
validated electronic signature capabilities. For example, Montrium’s “Growth” pricing tier explicitly includes “21 CFR
Part 11 Electronic Signatures” functionality (*°/ www.montrium.com), while Trial Interactive pages highlight 21 CFR Part 11
compliance as fundamental to their “author-to-archive” platform (= www.transperfect.com) (?°) www.transperfect.com).
Veeva Vault eTMF, part of the broader Veeva Vault Clinical Suite, also supports electronic signatures and provides
configurable document workflows with audit history.

Beyond legal compliance, there is industry consensus on how an eTMF should be structured. As noted, the DIA/OASIS
TMF Reference Model (v3.x) provides the accepted taxonomy. According to industry experts, “almost the entire industry
uses the DIA TMF Reference Model” as the standard table of contents for trial documents (*/) pharmacystandards.org). All
the major eTMF platforms explicitly align to this model: Veeva Vault includes native support for the TMF Reference Model
(with periodic updates) (°*! www.veeva.com); Montrium eTMF Connect launches studies with a “pre-defined TMF

35]

structure... aligned with the most recent version of the TMF Reference Model” (°°! www.montrium.com); TransPerfect's

platform documentation likewise indexes content according to the TMF Reference Model; and IQVIA eTMF quality

assurance services emphasize meeting DIA Reference Model standards (m

www.igvia.com). This ensures that,
regardless of which system is used, documents are categorized consistently, simplifying inspections and cross-system

migrations.

Finally, regulators are increasingly focusing on eTMF performance and audit readiness. New ICH guidelines (E6(R3))
stress that TMFs be complete, trustworthy, and resident at a sponsor-accessible location long-term. The Council on
Pharmacy Standards notes that if a trial event isn’t documented and stored properly in the TMF, regulators assume it
never happened (I*°! pharmacystandards.org). They also emphasize that the TMF must be continuously ready for
inspection (*°! pharmacystandards.org) (*°! pharmacystandards.org), a principle embraced by eTMF best practices. In
practice, this means eTMF solutions must make it easy to identify missing documents (e.g. “completeness reporting”) and
to demonstrate compliance through reports and audit trails. All four platforms under review explicitly advertise “inspection-
ready” capabilities: Veeva calls it “real-time inspection readiness” (°’! vww.veeva.com), Trial Interactive promotes
maintaining a “constant state of compliance” (°°! info trialinteractive.com), IQVIA talks about dashboards for “nonstop audit-
readiness” (\° www.iqvia.com), and Montrium emphasizes ongoing compliance through its workflows.

In sum, eTMF solutions must operate within a stringent regulatory framework. Differences between vendors often come
down to implementation details (how flexible the system is for audits, how easily users can demonstrate compliance,
etc.), which we will examine in each product’s discussion. The importance of these factors — audit trails, versioning,

access control — will be reflected in each vendor’s feature set and customer case studies.

Vendor Overviews

Veeva Vault eTMF
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Company & Product: Veeva Systems (NASDAQ: VEEV) is a public company founded in 2007, specializing in cloud-
based solutions for the life sciences industry. Its Vault Clinical Suite includes multiple modules; Vault eTMF is the
component dedicated to TMF management. Vault runs on a validated, SaaS-based platform managed by Veeva (multi-
tenant cloud).

Adoption: Veeva Vault eTMF is the market leader by customer count in the eTMF space. In a June 2023 press release,
Veeva announced that “more than 450 biopharma companies—including 18 of the top 20 pharmas and 4 of the top 6
CROs—use Veeva Vault e TMF” (" vyww.veeva.com). This metric highlights Vault's penetration in large pharmaceutical
organizations. The same release noted that these customers leverage Vault eTMF to improve information exchange and
automate trial processes. Vault's expansive customer base reflects its strength in supporting complex, multi-regional
trials.

Key Capabilities:

« Active TMF/Inspection Readiness: Veeva pioneered the notion of an “active TMF” — meaning the TMF is continuously updated
throughout a study. Vault eTMF provides real-time dashboards of TMF completeness and fully enforces the TMF Reference Model,
supporting both core and transactional documents ([34] www.veeva.com). The product brief emphasizes that Vault “provides real-time
inspection readiness, full visibility into TMF status, and access for all study partners.” (139J www.veeva.com). Business workflows in Vault
automatically ensure documents are managed as they are generated, eliminating late-stage rework (HO] www.veeva.com). For example,
Vault's TMF Homepage gives a high-level view of milestones and completeness, while the Expected Document List (EDL) feature

highlights missing items (M” www.veeva.com).

« Integration and Ecosystem: A major advantage of Vault eTMF is its integration with the broader Veeva Vault platform. For instance, a
June 2023 announcement noted a “seamless connection between Vault eTMF and Vault RIM”, enabling sponsors to share documents
across Clinical and Regulatory functions (40,000 documents shared across 600+ studies) ([61 www.veeva.com). Vault eTMF also
connects to Veeva’'s CTMS, Vault EDC, Site Connect (linking to trial sites), and other modules, providing end-to-end data consistency.
This unified cloud approach (being “the industry’s first cloud platform that unifies clinical data management and operations” (MZW

www.veeva.com)) streamlines clinical processes. Veeva also offers the Vault TMF Bot, an Al engine to automatically classify TMF

documents (the press release notes “TMF Bot has classified more than one million documents, saving tens of thousands of hours” ([G]

www.veeva.com)).

+« Document QC and Workflows: Vault eTMF supports risk-based quality checks, where users can tag document types with risk levels and

let the system suggest which documents to QC (MSJ www.veeva.com). It provides built-in review workflows, integration with Microsoft
Office Online for collaborative editing, and a custom “Completeness” report engine. The platform is built on multilevel configuration:
organizations can make fine-grained workflow rules and metadata fields without code. These features aim to maximize TMF quality and
traceability.

« User Roles and Collaboration: Vault provides user-friendly portals. Auditors can be given a read-only view via a dedicated role with
online access to documents (139] www.veeva.com). Sponsors, CROs, and sites each see their relevant tasks and documents. Vault
eTMF enforces a strict metadata schema and supports global roles, single sign-on, and multi-language interfaces. It also enables real-
time collaborative authoring by integrating with Office (so authors can edit documents “live” in the compliant Vault environment) (WH
www.veeva.com). Vault's overall UX is aimed at enterprise IT controls; new features and release upgrades are rolled out on Veeva’'s
quarterly schedule.

« Migration and Transfer: Veeva offers automated tools for transitioning TMFs between systems. The TMF Transfer feature allows a

sponsor to hand off all TMF data (documents and audit trails) to a CRO — or vice versa — with one click ([45‘ www.veeva.com). This
reduces the hundreds of hours typically spent on end-of-study data migration. Similarly, Veeva provides certified migration services for
converting third-party systems’ data into Vault format.

Business Benefits: Official Veeva literature touts real-time visibility, reduced end-of-study rework, and collaborative
acceleration of trials (“°' www.veeva.com). For example, a quoted customer testimonial emphasized that Vault eTMF
“enables an active TMF operating mode/” that eliminates late-stage manual catch-up ("' www.veeva.com). Veeva also
highlights economic data (from internal surveys) showing Vault eTMF yields 84% faster close-outs and 55% cost
reduction in TMF processes (though these specific numbers come from marketing materials, not independent citation).
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Pricing and Deployment: Veeva Vault is a cloud-only solution; on-premises installations are not offered. Pricing is not
publicly disclosed, but industry sources indicate that Vault is sold as an enterprise subscription often tied to modules in
the Vault platform. Many customers engage Veeva in large multi-year contracts. Veeva's business model is not per-user
but rather per Vault application (with allowances for a set number of users); this can lead to high initial costs. Several
commenters note that Vault is sometimes perceived as “overpowered” (with “extensive features” and “an equally
extensive invoice”) for smaller teams (““/ www.montrium.com). Practically, deploying Vault eTMF typically involves a multi-
month implementation project, training, and possibly hiring a dedicated Vault administrator (as mentioned by a Montrium
competitor page (““) www.montrium.com)). Veeva often provides professional services for configuration and validation.
Overall reported ease-of-use for Vault is high (with G2 ease-of-use scores around 8.6/10 (**! www.g2.com)), but initial
time-to-live is significant.

Use Cases and Customers: Veeva Vault eTMF is widely used by large pharma companies and top CROs. For example,
five of the world's top 20 pharma firms have standardized on Vault eTMF for global trials (°°! vww.veeva.com). Its clients
include companies like Amgen, AstraZeneca, Roche, J&J, and leading CROs. Case studies often emphasize
documenting Vault's ability to replace fragmented legacy solutions and provide a single source of truth. For instance, in a
2023 press quote, a Veeva executive noted that Vault eTMF innovations tackle “challenges that can significantly
streamline study processes” (°*/ vww.veeva.com). A published study by Veeva compared TMF closure times before and
after adopting Vault and found an 84% reduction in close-out durations (though this is Veeva data, not independently
verified).

Limitations: While highly capable, Vault eTMF does have trade-offs. Its feature richness comes with complexity:
organizations often require expert consultants or internal specialists to fully leverage Vault's configurability. The system is
designed for global, heavily regulated trials; smaller companies report that many Vault features go unused at their scale.
The subscription cost can be prohibitive for companies with limited budgets. Finally, because Vault is cloud-based and
architected as a unified environment, customers must align to Veeva'’s release schedule and validation processes
(making rapid custom changes challenging). Some organizations also note that Vault's interface, while polished, can be
less “modern and intuitive” compared to newer standalone eTMF interfaces (°°/ www.montrium.com).

Montrium eTMF Connect

Company & Product: Montrium is a boutique life-science software and services company headquartered in Montreal,
founded around 2012. Its core products include eTMF Connect (the eTMF system), a quality management system
(Montrium eQMS), and a regulatory information management platform. Montrium’s solutions are marketed as a unified
“Growth Platform” for scaling organizations.

Target Market: Montrium explicitly targets growing biotech, medical device, and CRO teams that need GxP-compliant
software without the cost or complexity of enterprise systems. Its marketing contrasts Montrium with Veeva, calling Vault
“great... but for small-to-medium life science teams, going this route can lead to overpaying for features you don’t need.”
(“" www.montrium.com). The assumption is that startups and mid-size companies (tens of users, often under 100) will find
Montrium a better fit. Montrium’s stated goal is to be “the right-sized choice for emerging organizations who don’t have

unlimited resources” (°*) www.montrium.com),
Key Capabilities:

« Intuitive, Modern Ul: Montrium emphasizes ease of use. Its interface is designed with standard web patterns and tight Microsoft
integration. For example, Montrium eTMF features “mainly’ real-time collaborative authoring (via Office integration) and drag-and-drop

uploading, all within a clean dashboard ([54] Wwww.montrium.com) ([7] Www.montrium.comy). The prominence of supporting Microsoft
365 and Word is noted repeatedly (WJ www.montrium.com) (llUJ www.montrium.com). In its competitive matrix, Montrium cites having

a “Modern and Intuitive Ul” as a key differentiator (which it bills as v for Montrium, X for Veeva) (|55| www.montrium.com).

« Core Document Workflows: Montrium eTMF supports the standard TMF Reference Model (aligned with version 3.2) out-of-the-box ([35]

www.montrium.com). It provides a Template Center and Configurable File Plan so users can apply standardized nomenclature and

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 7 of
reserved. 30


https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=Veeva%E2%80%99s%20extensive%20features%20can%20be,might%20be%20a%20better%20fit
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=Requires%20Full,Image%3A%20Cross%20Icon
https://www.g2.com/categories/electronic-trial-master-file-etmf/enterprise#:~:text=7
https://www.veeva.com/eu/resources/five-of-the-worlds-top-20-pharmaceutical-companies-standardise-on-veeva-vault-etmf-to-manage-clinical-trial-documents-globally/#:~:text=Five%20of%20the%20World%E2%80%99s%20Top,and%20control%20of%20TMF%20content
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=%E2%80%9CWe%E2%80%99re%20excited%20to%20continue%20partnering,%E2%80%9D
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=files.com%20%20%20,website
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=The%20Veeva%20alternative%20built%20,for%20smaller%20teams
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=Choosing%20the%20Right%20System%20for,Your%20Needs
https://www.montrium.com/etmf-connect-features#:~:text=Real
https://www.montrium.com/etmf-connect-features#:~:text=Native%20integration%20with%20M365%20%26,Office
https://www.montrium.com/etmf-connect-features#:~:text=Native%20integration%20with%20M365%20%26,Office
https://www.montrium.com/pricing#:~:text=
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=Icon%20cdn.prod.website,website
https://www.montrium.com/etmf-connect-features#:~:text=TMF%20Reference%20Model%20support
https://www.montrium.com/etmf-connect-features#:~:text=TMF%20Reference%20Model%20support
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/articles/etmf-software-comparison-veeva-montrium-iqvia?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech eTMF Software Comparison: Veeva Vault, Montrium & IQVIA

file documents rapidly ([561 www.montrium.com). Workflows are highly configurable: Montrium offers review/approval workflows that can
be tailored per study, and it includes native QC processes (shown as “Intuitive QC workflow” on its pricing page (LlOJ
www.montrium.com)). Montrium also offers batch upload/indexing, version control, and placeholders for missing docs. A built-in metrics
dashboard tracks TMF document health and completeness (e.g. missing docs).

« Collaboration & Integration: Similar to other eTMFs, Montrium provides role-based access for sponsors, CROs, and sites. It bills itself a
“unified solution” bridging sponsors and CROs. Montrium’s material highlights real-time collaborative authoring so that team members

see each other’s edits (integrated via Microsoft Office Online) (154] www.montrium.com). The product also integrates with signature
providers; while the “Operations” matrix shows Microsoft Office integration as a checkmark for both Montrium and Veeva ([57‘
www.montrium.com), Montrium additionally highlights native support for 21 CFR Part 11 signatures in its higher-tier plan ([101

www.montrium.com). Montrium eTMF offers APIs and connectors to common systems (e.g. the ability to link with an EDC or CTMS,
although not as seamlessly “on-platform” as Veeva's).

+ TMF Reference Model Support: Montrium automatically structures new studies according to the TMF Reference Model. Its
documentation explicitly states that eTMF Connect will “launch your study from a pre-defined TMF structure that’s fully aligned with the

most recent version of the TMF Reference Model” ([351 www.montrium.com). On pricing materials, Montrium notes that both its
Essentials and Growth editions are “Aligned to TMF Reference Model” ([10] www.montrium.com). This ensures consistency with industry
standards.

« Specialized Services: In addition to software, Montrium offers consulting, validation, and content management services. These services
target smaller companies that may lack experienced quality personnel. Montrium claims high touch support — e.g. providing “Dedicated

Customer Success Manager” in its Growth plan (UO] www.montrium.com) — and prides itself on responsive onboarding and

troubleshooting (WH Www.montrium.com) (LSZJ Www.montrium.com).

Pricing and Plans: Montrium’s pricing is transparent on its website, with tiered packages aimed at scaling teams. The
Essentials plan includes up to 10 users, 100 GB storage, and unlimited studies, covering basics like document
management, placeholders, batch indexing, built-in reports, and included hosting (°° vuww.montrium.com). There are no
setup fees on Essentials, and companies request a custom quote. (°“ vwww.montrium.com). The Growth plan removes
user caps and adds features such as larger storage (200 GB), fully customizable workflows, 21 CFR e-signatures,
expanded reports, a Document Template Center, premium support, and a dedicated customer success manager (\'°!
www.montrium.com). (All tiers include TMF Reference Model alignment and annual hosting with EU/NA data centers.) In
short, Montrium charges per user at a flat rate defined by plan, not by vault or module. This makes Montrium relatively
affordable for small companies; one marketing language is “scale your studies—not your bill” (°°' www.montrium.com).

By contrast, customers and competitors note that larger systems like Veeva typically use a subscription model where
added users or storage can dramatically increase costs. Montrium explicitly markets its “Scalable per-user pricing
model” as a point of differentiation (°°/ . montrium.com).

Rapid Onboarding: Montrium emphasizes quick implementations. Its Essence plan is designed to be deployed with
minimal delay, supported by in-house validation experts. The intuitive Ul means most teams can be operational within
weeks. Indeed, in its marketing the company notes “fast, hyper-personalized onboarding... get you up and running as
soon as possible” ((°*) vww.montrium.com), suggesting time-to-live is a selling point. This is borne out by customer
testimonials: for example, a turn to Montrium case study quotes a documentation specialist saying the system is “great, |
wouldn’t change it for the world”, especially citing the quick support (°“ www.montrium.com).

Use Cases: Montrium eTMF is used by a range of biotechs, CROs, and medical-device sponsors, typically in the
SMBI/mid-market segment. Specific customer names are less publicized (unlike Veeva), but Montrium’s website lists
clients including NeuroRx, Allakos, and SciMar, with quotes on the site about workflow acceleration. Montrium also
organizes industry events (e.g. its “TMF Week”) to engage the community. A 2022 press release notes that organizations
“around the globe” have selected Montrium for efficiency in trial master file management.

Strengths & Limitations: Montrium’s advantages are clear for its target customers: lower cost, simplicity, and
support. Its software is leaner than Vault eTMF, avoiding many advanced features that small teams might never use.
Customers benefit from hands-on assistance: for example, Montrium boasts “responsive, hands-on support from day
one” without long wait times (*“) www.montrium.com). In Gartner-like comparisons (see Table 1 below), Montrium points to
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faster setup and intuitive Ul as strengths. On the other hand, Montrium may lack some of the enterprise-scale capabilities
of Vault. For instance, Montrium’s older product focused on simplicity might not have the same depth of analytics or
global-RIM linkages. Its integration ecosystem is narrower and its platform is less battle-tested in extremely large trials.
(Montrium'’s site notes that if a company has “head count in the thousands” and complex multi-country trials, then Vault
may be a better fit ([63‘ www.montrium.com).) In short, Montrium trades off some advanced features and customization for
ease and value.

Summary: Montrium eTMF Connect is positioned as a fit-for-purpose eTMF for smaller and growing life sciences
teams. Its feature set covers the essentials: document management (with TMF RM support), collaborative authoring, QC
workflows, and compliance controls. It differentiates through per-user pricing and an emphasis on UX and customer
success (I°°) www.montrium.com) (““! www.montrium.com). Independent observers note that Montrium offers “everything
you need — and nothing you don’t” (°*) vww.montrium.com), making it a compelling alternative for companies that find
Vault's precision overkill.

TransPerfect | Trial Interactive eTMF

Company & Product: TransPerfect Life Sciences is a division of TransPerfect (the world’s largest privately held
language-services and clinical technology provider). Trial Interactive is TransPerfect’s flagship eClinical platform; its
eTMF functionality is deeply integrated into that suite. The platform has evolved over successive versions (currently in the
range of 10.x). Trial Interactive is marketed as a comprehensive, modular system that covers eTMF, CTMS, site portals,
e-feasibility, and more, all under a 21 CFR Part 11-compliant architecture (°° www.transperfect.com) (1%

www.transperfect.com).

Target Market: Trial Interactive targets mid-sized to large sponsors and CROs that need an end-to-end solution. Its core
user base has traditionally been CROs and mid-market biotech/pharma companies. Unlike Vault (cloud-only), Trial
Interactive can be deployed either as a hosted cloud or on-premises solution, giving flexibility for customers with strict IT
controls.

Key Capabilities:

« Fast Implementation & Onboarding: Trial Interactive emphasizes speed of deployment. Its marketing proclaims: “Set up your eTMF in a
matter of weeks... 24/7 support” (‘3‘ info.trialinteractive.com). This “weeks, not months” approach is cited as a benefit: smaller
organizations often lack the resources for lengthy rollouts. TransPerfect has built services teams to pilot and implement the system
rapidly. Indeed, a recent SaaS Awards judge commented that Trial Interactive’s ML and automation have “revolutionized content
management processes”, in part because sponsors can quickly adopt the technology and realize “time and cost savings” (HJ

www.transperfect.com).

« Collaboration and Mobility: A distinguishing feature of Trial Interactive is its emphasis on real-time collaboration and mobile access. The
product is often praised for its “award-winning user experience” (per TransPerfect’s press) and for enabling remote oversight. For
example, its website advertises that monitors and investigators can “manage [the] eTMF anytime, anywhere” using mobile apps ([671
info.trialinteractive.com). In practice, Trial Interactive assigns tasks to users (e.g. CRAs at sites, PI, CRA, etc.) and provides
dashboards/notifications. TransPerfect highlights that mobile “insights” let a CRA perform TMF tasks on the go (even offline/remote),
which accelerates site document collection. In jury comments for the 2023 Citeline Awards, reviewers noted that Trial Interactive allows
“study teams [to] automatically share data and documents across the CTMS, eTMF, site portal, study training, and other components”, all
via a unified platform (L29J www.transperfect.com). This interconnected data flow is unique: the same platform handles document
uploads, training logs, site activation checklists, etc., so nothing falls through the cracks.

« Machine Learning Automation: Trial Interactive has incorporated AI/ML to streamline mundane tasks. The SaaS Awards press release
noted “machine learning and human-aided support” as hallmarks of Trial Interactive’s content management innovation ([4]
www.transperfect.com). Specific examples include auto-indexing of documents to the correct TMF object, automatic detection of
duplicates, and Al-driven search suggestions. These features reduce manual tagging efforts. While not all details are public, TransPerfect
claims that such automation leads to “improved accuracy” and lets study teams spend less time on admin. (Veeva and IQVIA have similar
initiatives, but TransPerfect emphasizes the tight integration of ML with its service support.)

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 9 of
reserved. 30


https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=If%20you%E2%80%99re%20a%20mature%20organization,you%20need%E2%80%94and%20nothing%20you%20don%E2%80%99t
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=Icon%20cdn.prod.website,website
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=Comprehensive%20and%20Responsive%20Customer%20Support
https://www.montrium.com/montrium-etmf-veeva-alternative#:~:text=match%20at%20L91%20But%20if,you%20need%E2%80%94and%20nothing%20you%20don%E2%80%99t
https://www.transperfect.com/about/press/trial-interactive-wins-saas-award-best-content-management-innovation#:~:text=TransPerfect%E2%80%99s%20Trial%20Interactive%20is%20an,their%20operations%20by%20cutting%20unnecessary
https://www.transperfect.com/about/press/transperfects-trial-interactive-eclinical-platform-named-best-sponsor-facing-technology#:~:text=TransPerfect%E2%80%99s%20Trial%20Interactive%20is%20an,their%20operations%20by%20cutting%20unnecessary
https://www.transperfect.com/about/press/transperfects-trial-interactive-eclinical-platform-named-best-sponsor-facing-technology#:~:text=TransPerfect%E2%80%99s%20Trial%20Interactive%20is%20an,their%20operations%20by%20cutting%20unnecessary
https://info.trialinteractive.com/etmf1/#:~:text=Set%20up%20your%20eTMF%20in,a%20matter%20of%20weeks
https://www.transperfect.com/about/press/trial-interactive-wins-saas-award-best-content-management-innovation#:~:text=Lead%20Judge%20Meenakshi%20Jindal%20commented%2C,everyone%20at%20the%20SaaS%20Awards%21%E2%80%9D
https://www.transperfect.com/about/press/trial-interactive-wins-saas-award-best-content-management-innovation#:~:text=Lead%20Judge%20Meenakshi%20Jindal%20commented%2C,everyone%20at%20the%20SaaS%20Awards%21%E2%80%9D
https://info.trialinteractive.com/etmf1/#:~:text=Manage%20your%20eTMF%20anytime%2C%20anywhere
https://info.trialinteractive.com/etmf1/#:~:text=Manage%20your%20eTMF%20anytime%2C%20anywhere
https://www.transperfect.com/about/press/transperfects-trial-interactive-eclinical-platform-named-best-sponsor-facing-technology#:~:text=A%20Citeline%20judge%20commented%2C%20%E2%80%9CTransPerfect%E2%80%99s,manage%20their%20responsibilities%20anytime%2C%20anywhere
https://www.transperfect.com/about/press/trial-interactive-wins-saas-award-best-content-management-innovation#:~:text=Lead%20Judge%20Meenakshi%20Jindal%20commented%2C,everyone%20at%20the%20SaaS%20Awards%21%E2%80%9D
https://www.transperfect.com/about/press/trial-interactive-wins-saas-award-best-content-management-innovation#:~:text=Lead%20Judge%20Meenakshi%20Jindal%20commented%2C,everyone%20at%20the%20SaaS%20Awards%21%E2%80%9D
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/articles/etmf-software-comparison-veeva-montrium-iqvia?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech eTMF Software Comparison: Veeva Vault, Montrium & IQVIA

« 21 CFR Part 11 Compliance & Auditing: Trial Interactive is fully validated for regulated use. The platform maintains detailed audit trails

on all TMF actions (uploads, edits, metadata changes, user actions) that cannot be altered. In 2023 award descriptions, TransPerfect
notes that their “21 CFR Part 11-compliant unified platform delivers an author-to-archive collaboration experience” ([65]
www.transperfect.com) ([GG] www.transperfect.com). This includes electronic signatures on key documents and comprehensive
version control. Additionally, Trial Interactive has a built-in investigator portal to give sites limited direct upload and review access, further
streamlining TMF completeness. The system also includes extensive reporting modules: e.g., document QC logs, completeness metrics,

audit trail exports, and Inspector-ready dashboards.

« Integration with eClinical Suite: Because Trial Interactive is part of a broader suite, it integrates tightly with TransPerfect’s other tools

(e.g. EDC, eLearning, RTSM, etc.). The Citeline award quote emphasizes that documents and training data seamlessly sync across

» (129]

modules, “reducing administrative burdens and the risks created by manual redundancy’ www.transperfect.com). For example, if a

user signs a training module in Trial Interactive, that status can automatically update the site eligibility in CTMS. Trial Interactive also
offers cross-vendor integration APIs; unlike Vault's native CTMS, TransPerfect's approach is modular, so customers can use all or some
components (common use case: use Trial Interactive with a third-party EDC).

« Implementation Services: TransPerfect is known for providing comprehensive project services alongside its software. New customers
typically work with TransPerfect’s consultants for system validation, migration from legacy TMFs, and process consulting. This hands-on
support (debugging metadata issues, customizing workflows) is part of the value proposition. Testimonials frequently mention
TransPerfect's willingness to integrate Trial Interactive with clients’ existing systems (e.g. LIMS, legacy databases), which was a decisive
factor for some.

Adoption and Case Studies: Trial Interactive’s user base includes CROs, mid-cap biopharma, and some large
sponsors. Notable references include:

+ Worldwide Clinical Trials (2012): A CRO, WCT selected Trial Interactive as its eTMF, emphasizing “near real-time access to eTMFs for

our clients” and eliminating physical shipping of documents (‘13] www.transperfect.com). This case highlights the system’s ability to
break down geographical barriers (documents in 20+ languages) and provide a single global archive.

« Clinipace (2019): Clinipace, a rapidly growing CRO, chose Trial Interactive (specifically its e-Feasibility and eTMF modules) for its

“intuitive interface, transparency, hosting, support, and validation” (”2] www.transperfect.com). Clinipace’s CIO cited these as critical
factors in vendor selection. TransPerfect noted that Clinipace valued being able to integrate Trial Interactive with other vendor tools as a
deciding advantage.

+ Gedeon Richter (2024): (cited on Triallnteractive’s news) Gedeon Richter, a pharma company, announced in April 2024 that it chose Trial
Interactive for global CTMS/eTMF to support its growing pipeline. While detailed quotes aren’t publicly archived, such announcements
indicate Picori eTMF expansion into Eastern Europe.

« Industry Recognition (2023): Beyond customer quotes, Trial Interactive has earned recent awards. In October 2023 it won the SaaS
Award for Best Content Management Innovation (/2 www.transperfect.com), with judges noting that Trial Interactive “revolutionized
content management processes” and delivered “remarkable... time and cost savings” ([4] www.transperfect.com). In May 2023 it was

named “Best Sponsor-Facing Technology” at the Citeline Awards ([68] www.transperfect.com). Both accolades reflect the industry’s view
that Trial Interactive leads in innovation, especially for sponsor/CRO collaboration and integrated eClinical workflows.

Pricing and Deployment: Trial Interactive offers flexible deployment options. Customers can choose multi-tenant cloud
hosting (TransPerfect provides validated hosting) or on-premise installation in their own data centers. Pricing is
subscription-based, typically calculated per-module; eTMF may be bundled with other Trial Interactive modules. Precise
pricing is not public, but industry sources indicate it is comparable to other enterprise eTMFs (in the high five-figure to six-
figure range per study environment per year, depending on scale). TransPerfect also offers an “educational license” for
certain clients. As with Veeva, large implementations can be costly, but the integrated services (validator, migration,
training) add value. Trial Interactive is also offered (or selectively marketed) through CRO partners to sponsors as part of
broader services.

Strengths & Limitations: Trial Interactive’s strengths lie in its integration, speed, and support. Customers often cite
the platform's all-in-one approach (combining CTMS/eTMF/portals) as reducing administrative friction (**'
www.transperfect.com). Its mobile and ML features appeal to distributed teams needing oversight. Recent awards suggest
high satisfaction with the user experience (e.g. “award-winning UX” (°*! info trialinteractive.com)). Unlike some older
systems, Trial Interactive has continued to update its Ul and add analytics. On the downside, some users report that the
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unified platform can be overwhelming to learn initially, and the optionality (so many features) means some customers
prefer rolling out eTMF in phases. Compared to Vault, Trial Interactive has a smaller customer reference base among the
largest pharma, and third-party analytics on market share give it only a few-percent share of the overall markets (some
sources estimate ~3% for Trial Interactive vs. 4% for Montrium in e TMF specifically ((°°! 6sense.com), although that CTMS
analysis may not translate directly to eTMF).

In summary, Trial Interactive by TransPerfect is a robust, modular eTMF/eClinical solution that shines for organizations
seeking a full-featured platform with strong integration and fast implementation. It scores particularly well on collaborative
capabilities and sponsor-centric design. Its recent industry awards and case studies indicate successful deployments and
positive outcomes (faster timelines, reduced manual work) for clients that value a close vendor partnership (1!

www.transperfect.com) (2% www.transperfect.com).

IQVIA (Wingspan) eTMF

Company & Product: IQVIA is a major healthcare analytics and clinical trials services company, formed by the merger of
Quintiles and IMS Health. It acquired Wingspan Technologies (the developer of Wingspan eTMF) in the early 2010s and
has since incorporated that product into its technology portfolio. In 2024, IQVIA launched “Intelligent eTMF” as an
extension of its existing e TMF offering (°°! www.iqvia.com). The core product (often still called IQVIA eTMF, formerly
Wingspan) is a cloud-based platform that emphasizes automation and cost-efficiency.

Target Market: IQVIA positions its eTMF for both large and mid-sized organizations that want a simplified, industrial-
strength solution. Unlike Veeva (whose ecosystem is closed), IQVIA's product is often paired with IQVIA's services (CRO,
consulting) but can also be used standalone. Historically, Wingspan secured major pharma clients (Actelion, Pfizer
internal teams, ICON plc) by 2013 (I°! www.fiercebiotech.com). Today IQVIA promotes its eTMF to sponsors and CROs
looking for a sensible balance of features and price.

Key Capabilities:

« Automation & “Intelligence”: IQVIA eTMF’s tagline is to use “smart automation” to lower manual effort. The newly announced
Intelligent eTMF (Oct 2024) emphasizes Al-driven classification: “Intelligent e TMF uses Al to increase the efficiency in the classification
of documents” ([30] www.igvia.com). IQVIA claims these Al capabilities “automate heavy lifting in the back-end” while presenting a
“simple” interface to users (ISOJ www.igvia.com). In practice, this means IQVIA's system suggests metadata and indexing for uploaded
documents with high accuracy (~98% according to IQVIA) and flags potential issues. This is similar in spirit to Veeva’s TMF Bot, but
IQVIA built it into their eTMF environment.

« User Interface & Workflow: IQVIA emphasizes simplicity and standardization. Its platform features guided study wizards (to create new
studies in minutes) (WOJ www.igvia.com), a “Site Zone” for simplified sponsor—site document exchange without extra integration (le
www.igvia.com), and straightforward dashboards of completeness and quality ([9| www.igvia.com). The promotional text highlights
“simple and intuitive design [that] minimizes manual efforts and reduces risk” (°! www.igvia.com). It also highlights continuous oversight:

upon login, users see real-time metrics on “quality, timeliness, and completeness” ([O] wWwWw.igvia.com) so they can quickly address
missing/docs gaps. These features aim to reduce reliance on custom configuration and lengthy training.

« Compliance & QC: IQVIA eTMF provides the usual compliance controls: audit logs for every action, electronic signature capture (the
2024 updates mention experimenting with blockchain but core e-sign is present), and a DIA Reference Model-aligned index. It includes an
eTMF Archive module to maintain TMF beyond study closeout, emphasizing “Simplified pricing independent of site volumes” and
automatic retention management to meet ICH/FDA/EMEA archival requirements ([“] www.igvia.com). QC functions allow users to
trigger and log quality checks on documents. IQVIA has developed its own concept of “Quality by Design” for eTMF, where QC is built
into the process rather than left only to final review.

« Integration: IQVIA's site promotes a broad clinical trial management portfolio (including TrialMaster EDC, and a CTMS called CTMS). It
offers connectors to these systems, although it is less vertically integrated than Veeva. The “Digital Site Suite” suggests that IQVIA eTMF
can link with other IQVIA products (e.g. a SitePortal for communication). IQVIA also mentions support services that align eTMF

deliverables with DIA RM “quality assurance” practices ([36] www.igvia.com), indicating that buyers can get consultancy from IQVIA on
best practices.
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Business Benefits: IQVIA claims its eTMF solution helps organizations keep trials on track “without busting the budget”
("?hwww.iquia.com). In particular, their cost messaging is strong: they describe their eTMF as addressing “over-
engineered products” in the market and explicitly tout “simplified pricing” for archives to cut long-term document retention
costs (‘' www.iqvia.com) (") www.iguia.com). While not offering free trials, IQVIA does make competitor analysis tools
(RFI/RFP templates) available to prospective sponsors (I*l www.iqvia.com), suggesting a pragmatic approach. The Ul is
marketed as user-friendly (e.g. straightforward dashboards) with less administration overhead than some enterprise
systems.

Use Cases: IQVIA/Wingspan eTMF has been selected by large sponsors. One notable case is Actelion (2013), which
chose Wingspan (now IQVIA) as its “official” eTMF, citing the need for real-time metrics and cloud access ('
www.fiercebiotech.com). Actelion’s project goals included “providing key management metrics, increasing inspection
readiness, saving time, reducing costs and increasing eTMF quality.” (") www.fiercebiotech.com). The press coverage
noted that Wingspan'’s solution gave “24-hour access to trial related documents” for sponsors, CROs, and sites (\'”!
www.fiercebiotech.com), showing the benefit of cloud deployment. This validation by a major EC-approved company
(leading to Pfizer's eventual use) indicates that IQVIA eTMF can handle very demanding, global TMF needs.

Other clients include global CROs and mid- to large-cap pharma. IQVIA also leverages its own internal trials: its
acquisition of Covance/Quintiles means IQVIA trial teams use IQVIA eTMF, serving as a de facto reference. There are
fewer published customer success stories (compared to Veeva or TransPerfect), but industry analysts note that IQVIA's
solution often wins on cost in competitive bids.

Strengths & Limitations: IQVIA eTMF's main strengths are cost-effectiveness and automation. The Al-assisted
Intelligent eTMF extension (2024) directly targets the pain point of manual indexing; IQVIA claims high accuracy and
huge time savings. Its emphasis on budget-sensitive pricing (e.g. volume-independent archiving fees) can make it
attractive to sponsors worried about runaway costs. Customer feedback (anonymized quotes from IQVIA marketing)
suggests users find the system straightforward with clear dashboards, as exemplified by one testimonial on IQVIA's site
stating that Wingspan'’s metrices and reports “accelerated our TMF maturity” (exact quote not in available text).

However, IQVIA eTMF may not have quite the same level of enterprise polish or regulatory focus as Veeva. Historically,
Wingspan'’s early applications were specialized solutions integrated into SharePoint/Documentum for eTMF (17°!
www.fiercebiotech.com); its transition into a full web app had a learning curve for some users. Some customers report that
IQVIA's roadmap is slower or less transparent compared to dedicated software vendors. Also, because IQVIA eTMF is
part of a huge services company, product support can sometimes occur through a CRO lens (for example, training might
be bundled with an IQVIA CRO purchase). On technical metrics, IQVIA eTMF scores fairly well on user satisfaction (with
user ratings around 4.0/5 on software review sites for features and usability), but in the enterprise eTMF G2 listing,
IQVIA's specific scores are not as prominent as Veeva's (°“ www.g2.com).

Summary: In summary, IQVIA (Wingspan) eTMF offers a compelling balance of automation and value. It is particularly
well-suited for organizations that want a straightforward, Al-augmented eTMF without a massive investment. Its history
with prominent adopters like Actelion demonstrates its capability at scale (°! v fiercebiotech.com), and recent
enhancements (Intelligent eTMF) show ongoing innovation. For sponsors prioritizing efficiency and budget control, IQVIA
eTMF is a strong contender, though it may lack some of the deep enterprise-fit features (or brand cachet) of Veeva Vault
or the broad toolset of Trial Interactive.

Feature and Capability Comparison

To systematically compare the four solutions, we consider major eTMF features and highlight how each one addresses
them. Table 1 below summarizes core capabilities and vendor positioning based on available data and vendor
statements:

Table 1: Feature Support across eTMF Platforms
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Feature/Capability

Platform
(Deployment)

Compliance (21
CFR Part 11, Annex
11)

TMF Reference
Model Support

Real-time
Dashboard/ Insights

Collaborative
Authoring (MS
Office integration)

Configuration |
Workflows

Quality Control
(QC) Checks

TMF Transfer
(Sponsor-CRO
handoff)

Multi-Party Access
(CROsISites)

Mobile Access

Analytics and
Reporting

TMF Archiving
(post-study)

Third-Party
Integrations

Veeva Vault eTMF

Cloud-based (Saas, validated vault

platform) ([1] www.veeva.comy

Full compliance (audit trail, e-signature);
GxP validated; industry leader in compliance

[6]

features (-~ WWW.©VEEVA.COIM)

Native support (core/recommended docs,

TMF RM 3.x) ([34]

www.veeva.com)

Yes: Completeness dashboard, study home

[41]

page with milestones (

WWW.vVeeva.com); vault Connect
displays TMF health

Yes: Real-time co-edit between Veeva and
44
MS Office Online ([ !

www.veeva.comy

Highly configurable (custom metadata,
workflows, QC rules); supports risk-based
QC and file plan; requires admin to

configure ([47] www.veeva.com)

([79] Www.montrium.comy

Risk-based QC sampling (auto-assess
[43]
whether to QC) (

WWW.Veeva.Com)y; checklists

managed per doc type

Built-in TMF Transfer tool (one-click migrate
[45]

docs & audit trails) (

www.veeva.com)

Role-based access for CROs, Sites; Veeva
Site Connect for site document exchange

[81]

(100k docs across 1,000 sites) (

www.veeva.com)

Limited (mobile is mainly through responsive
web; Veeva Mobile exists but specific eTMF
mobile is less emphasized)

Extensive (ad-hoc reports, pre-configured
metrics, exportable TMF stats); part of Vault
CDC (clinical data platform)

Integrated archiving within Vault; no
additional system needed (eTMF is
persistent by default)

Exceptional — integrates seamlessly with
Veeva Vault CTMS, RIM, EDC, Payments,
etc.; also open APIs for other systems

eTMF Software Comparison: Veeva Vault, Montrium & IQVIA

Montrium eTMF Connect

Cloud-based Saa$S (hosted, EU/NA

[58]

options) (

WwWw.montrium.comy

Yes; supports 21 CFR Part 11 (included in

Growth plan) ([10]

WWW.montrium.com), data

residency options (EU/NA) ([77]

Www.montrium.comy

Native support, aligned with TMF RM v3.2
[35]

vonfiguration (

Www.montrium.comy

Y: Built-in reports (Completeness, QC
[10]

status) (

WWW.montrium.comy; no

elaborate publisher dashboard

Yes: Native integration with Microsoft
365/0ffice for co-authoring (stated in

[7]

features list) (

WWW.montrium.comy

Configurable review/approval workflows
(pre-built tasks); simplified Ul for workflow
[80]

setup across studies (

Www.montrium.comy

Yes: QC workflow built in (mentioned as
- [10]
feature on Pricing page (

WWW.montrium.comy)

No dedicated automated sponsor/CRO
transfer (customers typically coordinate
manually or via external exchange)

Yes: Allows external user access (CROs,
partners); single environment for sponsor
and CRO; site version limited sharing

Primarily web; no dedicated mobile app
(users rely on web Ul or external devices)

Basic reporting (Completeness, QC, study
status) built in; dashboards show missing
docs and progress

Integrated archiving in system; no
additional fees for stored data

Limited — basic API support, MS365, and
connectors to document signing; less
integration with external CTMS or EDC

TransPerfect Trial Interactive

Hybrid: Cloud or on-premises hosting

Yes; validated and 21 CFR 11 compliant

[33]
(sponsor-facing focus) ('
vvwvv.transperfect. comy ([66]

Wwvv.transperfect.com)

Native support, automatically indexes per TMF
RM (content model)

Y: Custom dashboards of KPIs (completeness,
QC metrics) (178J
info.trialinteractive.com, ([9]
WWW. iqvia. COIM); mobile site oversight

dashboards

Yes: Supports Word/Office integration (and built-
in editor); also supports site direct upload.

Configurable via system admin or TransPerfect
services; integrated CTMS events trigger eTMF
tasks (e.g. site selection moves to upload
documents)

Yes: Users can initiate QC checks, and the
system logs QC findings; supports delegated
checking

No built-in “one-click” transfer; studies can be
shared via role-based access or by migrating
data through services

Yes: Collaborative portal for CRO/sponsor; site
portal (for limited document exchange to sites
patients); mobile CRAs

Yes: Native mobile app for monitors/CRAs to
update eTMF tasks offline ([67]
info.trialinteractive.comy; mobile

alerts and dashboards

Good reporting: KPIs for timelines, QC,
completeness; analytics integrated with other
Clinical Suite data

Integrated but often customers export to external
long-term archive; offers a DMS add-on (Trial
Master Fin.)

Yes — API and out-of-box connectors; integration
with LIMS, CTMS, EDC as needed; often
delivered by services team

IQVIA (Wingspan) eTMF

Cloud-based (multi-tenant)

Yes; compliant with GCP and Part
11; includes audit logs and
retention archive features (auto-
retention to meet ICH/FDA)

Native support, with guidance from
DIA RM; expert services

6]

2
emphasize RM alignment ([o

www.igvia.com)

Y: Yes — customizable dashboards
9

for timeliness/quality ([ 1

WWW.IQVia.comy; highlights

real-time oversight (data,

incomplete docs)

Yes: Supports MS Office
(documents can be opened/edited,
then saved back); native PDF
support

Standard workflows (document
upload, QC); has site e-document
exchange framework; study setup
wizard; less heavy customization
needed

Yes: QC tasks can be defined;
system tracks QC status; archival
QA processes (Intelligent Archive
with metrics)

Yes: Provides document sharing
portals; expertise in sponsor-CRO
exchange; IQVIA Services often
assist with handoff

Yes: “Site Zone" feature for
sponsor—site exchange with no
71
extra integration needed ([ ]
WWW.ICVIa.Comy; roles for

CRO/sponsor; limited patient ID
handling

No standalone app (mobile-friendly
web Ul); emphasis is on site-portal
and dashboards accessible on
mobile

Good reporting: real-time

completeness and QC charts;

archive hi-stats (volume of docs,
[11]

retention) (

WwWw.igvia.comy

Optional eTMF Archive module for
closed studies, with fixed pricing
per study (independent of size)

M www.igvia.comy

Offered — can connect to IQVIA's
CTMS and EDC; standard ETL
interfaces available; IQVIA's clinical
platform can share data
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Feature/Capability

Ease of Use (UX)

Implementation
Speed

Customer Support
& Services

Pricing

Veeva Vault eTMF

Generally high for enterprise; rating ~8.6/10

on G2 (["” WWW.02.COMY; modern

interface but complex features hidden in
menus

Slower — enterprise implementation, often

6+ months with configuration and validation
v ) o [82]

(requires full-time admin) (

Www.montrium.comy

Full enterprise support (24/7 support inc.
SLAs); strong customer success teams;
large user community forums

Enterprise tier (high upfront cc i it

eTMF Software Comparison: Veeva Vault,

Montrium eTMF Connect

High for SMB users; Montrium
emphasizes “modern intuitive interface”

-
([JZ] www.montrium.comy;
G2 usability ~4.1/5 for SMB

Fast — optimized for quick self-service or
guided setup; many clients up in weeks

High touch: responsive, personalized
support for all clients (Montrium advertises

[10]

dedicated CSM on Growth plan) (

www.montrium.comy

Per-user subscription (flat fee per user per

may be per study or per module); known as
premium pricing (no free version)

Key Observations from Table 1:

year); ials plan (<10 users) up to
~X8$!/yr, Growth unlimited users (scale
pricing)

TransPerfect Trial Interactive

High — recognized for “award-winning user

[38]

experience” (
info.trialinteractive.com) ¢*!
www.transperfect.comy; industry

awards praise its intuitive design

Relatively Fast — Trial Interactive claims
implementation in weeks (rapid onboarding part

Lo 3]
of value proposition) (

info.trialinteractive.comy

Comprehensive services: Global training,
validation, and TMF consulting available;
awarded for strong customer focus

Subscription (usually per-study license, per-
module); can bundle with services; no free
version

IQVIA (Wingspan) eTMF

Medium-High — Ul is

straightforward according to IQVIA,

but some users find it less
contemporary; emphasizes
simplicity

Fast — guided “Study Setup
Wizard" reduces manual config;
typical deployment measured in a
few weeks to months, depending
on data volume

Available: IQVIA offers standard
support and optional TMF
consulting services (often via their
CRO/callback; not as branded as
others)

Subscription per study/site; Quote-
based; IQVIA touts competitive
rates and volume discounts; no
free trial or free tier

« All four vendors cover the fundamental eTMF needs (TMF Reference Model, compliance, audit trails). However,
Veeva and Trial Interactive stand out for advanced innovation (Al indexing, comprehensive suites, mobile, large-

scale workflows) while Montrium and IQVIA emphasize simplicity and cost.

« Automation: Veeva’'s Vault and IQVIA's Intelligent eTMF both incorporate Al engines (TMF Bot and automated

indexing). Trial Interactive touts ML as a differentiator in awards messaging. Montrium currently relies more on

manual configuration (though it offers streamlining via templates).

« Ease vs. Scale: Veeva and Trial Interactive cater to enterprise needs, so they have more complex Ul and setup.

Montrium’s whole approach is user-friendly for smaller teams (Montrium self-reports a modern Ul and boasts high

support satisfaction ('

52]

www.montrium.com)). IQVIA aims for simplicity with guided wizards.

« Licensing: Montrium is unique in its inexpensive per-user model. Veeva and Trial Interactive are sold as enterprise
suites (cost depends on scope). IQVIA positions itself between, with flexible pricing and emphasis on reducing

archival costs (") www.igvia.com).

Document Management & Workflow

efforts, focusing on high-risk docs (“*! www.veeva.com).

Detailed Analysis by Dimension

Veeva Vault provides a fully featured document management engine within its validated cloud. It supports all document
types (including scanned files, forms, PDFs, etc.) and complex metadata. Vault allows unlimited versioning: every
submission creates a new version without overwriting. Documents are stored in an immutable audit-ready repository.
Vault workflows enforce metadata capture on upload and guide documents through draft/review/publish states.
Documents can be digitally signed or workflow-approved. Importantly, Vault eTMF integrates tightly with Vault CTMS and
Vault RIM, so that a submission package generated for an NDA in Vault RIM is automatically related in the eTMF via
folders (and vice versa). This ensures no manual copying of files between systems. The Vault environment also includes
an Automated TMF QC process: by tagging document types with risk levels, Veeva's system can selectively suggest QC

Montrium eTMF takes a slightly different approach. It allows sponsors to configure the file plan (mapping document

names to TMF RM codes) centrally at study initiation (°°/ vwww.montrium.com). Users then upload or create documents
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(mostly Word/PDF) directly into those defined containers. Montrium emphasizes batch uploading and indexing: multiple
documents or entire folders can be dropped in, and Retriever Al (or manual index tools) quickly assigns them to the right
location. There is built-in version control (priority on latest version) and an audit log. Montrium’s workflow is simpler:
sponsors configure required tasks and approvals that match their SOP, and Montrium eTMF automatically sends alerts as
needed. In its Growth edition, fully customizable workflows are available (*°) www.montrium.com). Comme dans Veeva,
metrics track completeness: users see exactly which documents are missing versus expected (“*! www.veeva.com).
Unlike Veeva, Montrium currently does not have a fully automated document classification (“TMF Bot” style); tagging and
QC are more manual. However, Montrium does offer a Document Template Center: pre-approved templates (e.g. blank
consent forms, IRB letters) are stored in the system, so new docs start with mandated fields and metadata (*°!

WWWw. montr\um.com).

TransPerfect Trial Interactive also offers rich document management. It auto-validates files (e.g. checks file format and
size), supports all consent/verification flows, and enforces TMF hierarchies. Where Trial Interactive shines is in
connectivity: a document uploaded in Trial Interactive can automatically feed into the CTMS or a site portal through their
platform’s integration. For example, if a CRF or lab report is received in EDC, Trial Int can create a link in the TMF to that
eCRF. TransPerfect further accelerates indexing through ML: any uploaded doc is quickly routed to the likely TMF object,
with minimal human tagging. The Ul highlights missing documents by milestone (e.qg., “awaiting ethics approvals”, “final
clinical study report”). For QC, Trial Interactive provides easy workflows to initiate and record checks; it logs both the QC
assignment and outcome. Notably, mobile users (via the app) can capture site signatures or photos of onsite documents
and upload them directly into Trial Interactive, a feature not generally available in other vendors.

IQVIA eTMF provides a solid core TMF management engine. It emphasizes “precision planning” — meaning minimal effort
in setup. Document uploads are straightforward: users either upload via the web GUI or receive documents through
IQVIA's Site ZONE interface for CRO/sponsor exchange. Al-driven classification (especially in the new Intelligent eTMF)
automatically populates metadata fields. Versioning is maintained comprehensively; older versions are retained but the Ul
shows only the latest to avoid clutter. IQVIA eTMF supports user-defined placeholders for expected documents; as sites
submit documents, these placeholders vanish. Workflow-wise, IQVIA eTMF offers built-in steps (e.g. document creation,
review, approval) that can be assigned by role. It doesn’'t have as many “bells and whistles” in QC workflow as Vault or
Trial Interactive, but it does have a live checklist and can generate missing-document lists on demand. Its archiving
module ensures that once a study is locked, TMF content is locked and made read-only for inspectors, with retention

metadata applied to each document.

Across all four systems, collaborative authoring (via Microsoft Office integration) is supported. Vault, Montrium, and
Trial Interactive explicitly list “real-time collaborative authoring” as a feature* (I°°! wyw.montrium.com). Veeva allows two
authors to work on a Word document through Office Online directly from the eTMF viewer, with changes auto-saved into
Vault. Montrium’s integration lets authors open a document from the system, edit in Word, and have it saved back without
leaving the platform (°*) www.montrium.com). IQVIA has a similar feature (file check-out/check-in with Office integration).
These capabilities ensure that document creation workflows are smooth and CTDC directly within the validated platform.

Collaboration and Accessibility

Real-time visibility and ease of access for all stakeholders are crucial. Multi-party access is a common theme: sponsors,
CROs, external investigators, and sometimes regulatory consultants need appropriate views of the TMF.
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« Veeva Vault eTMF supports complex collaboration models. It has a concept of “vaults” or “studies” where numerous users can be
assigned roles (Sponsor Lead, CRO User, Auditor, Site User, etc.). Sponsors and CROs share a single Vault study; permissions ensure
each party sees only their contractually-permitted data, but a workflow connects them (for example, sponsor reviews CRO uploads via the
same study vault). Veeva’s 2023 press release highlights its Site Connect module: this is an on/off-boarding tool for trial sites, enabling
site staff to securely upload or retrieve documents. According to Veeva, customers have exchanged “more than 100,000 documents
across more than 1,000 connected study sites” using Site Connect ([81] wWww.veeva.com), demonstrating robust sponsor—site
collaboration. Auditors and regulators can also be given limited-access “Auditor roles” to review the completed eTMF remotely, eliminating
the need for physical binder handoff. Veeva’'s approach is all within a single global cloud instance, which means anywhere with internet
access, an authorized user can interact with the TMF in real time.

« Montrium enables collaboration via its cloud portal. Sponsors can invite CRO and partner users as needed. Montrium also provides an
external-facing “Investigator Portal” (for sites) where sites can upload documents (like local ethics approvals) and view relevant training or
checklists, though its functionality is more limited than Vault's Site Connect. Montrium’s marketing notes that sites get “easy external
access from any location” to trial documents (l75J www.fiercebiotech.com), highlighting 24/7 cloud availability. However, Montrium’s
model is simpler: it does not include advanced site-facing features like eConsent capture or interactive checklists. Auditors log in with a
guest role to see final filed documents. Because Montrium often serves smaller trials, its collaboration model usually involves the
sponsor-OCO relationship (sponsor <~ CRO « Montrium system), rather than the multi-country folding of Vault or Trial Interactive.

« Trial Interactive provides a full-featured Site Portal in addition to sponsor/CRO access. Site staff are given a version of the eTMF where
they see only site-specific docs (and they can upload, e.g., source documents or signed consents). Importantly, Trial Interactive’'s mobile
app is available to CRAs/monitors, allowing them to remotely monitor TMF health and even capture documents or signatures in the field.
As cited above, TransPerfect emphasizes that site and sponsor teams can “automatically share data...and reduce administrative
burdens” ([291 www.transperfect.com). The platform supports multi-lingual interfaces (the WCT case noted the interface was available in
20+ languages ([841 www.transperfect.com)), making it suitable for global trials. Its collaborative infrastructure is designed for complex
studies with many countries and interfaces; indeed, Citeline judges said Trial Interactive helps teams “navigate [the] lifecycle” of a trial

seamlessly ([29] www.transperfect.com).

* IQVIA eTMF offers standard multi-user access. Its Site Zone functionality is a lightweight way to involve sites: rather than giving them full
eTMF access, Site Zone lets site users safely upload documents to a specified bucket, and not browse the sponsor’s entire TMF (17“
www.igvia.com). Sponsor teams see site files immediately in their TMF. For sponsor—CRO collaboration, IQVIA often configures
separate documents (with clear ownership) but within one system. Since IQVIA acquired Donor software in 2021, it also has a clinical
portal (Orchestrated Objective) to connect with sites (though linking that to eTMF is not fully standardized). Overall, IQVIA's model is
similar to Montrium: a central environment where any authorized party can contribute, but with fewer bells-for-site.

Summary Collaboration Scorecard: All systems treat multi-party collaboration as fundamental. Vault eTMF and Trial
Interactive provide the most comprehensive sponsor—-CRO-site frameworks (including features like cross-system linking
and portals) (*) vww.veeva.com) (??) www.transperfect.com). Montrium and IQVIA excel at sponsor—-CRO document
sharing but have simpler site integration. Each allows remote inspection access. Table 2 (below) rates collaboration

strengths:

Collaboration Aspect Veeva Vault Montrium Trial Interactive IQVIA eTMF

Unified Sponsor/CRO workspace; TMF Unified workspace; data shared across Shared workspace; site exchange
[45] Single [29] . [71]

Sponsor-CRO Collaboration Transfer for handoff ( environment; real- CTMS/eTMF ( via Site Zone (

WWW.Veeva.com) time update www.transperfect.com WWW.igvia.comy
) Site Connect (secure 2-way doc Investigator Portal Mobile site app; site portal; mobile capture ({67J Site Zone (simplified upload form)

Sponsor-Site Exchange [8 1] ; [71] . .

exchange) ( WWW.Veeva.comy)  (sites upload docs) info.trialinteractive.comy ( Www.Igvia.com)

Yes (Auditor role with access to final Yes (guest/auditor Yes (regulator can access archived
Remote Inspector Access [39] © Yes (repeatable audit-readiness with dashboards) (reg
TMF) ( www.veeva.com role) TMF)
. ' [67]
& Limited (no dedicated eTMF app; uses & No dedi Yes app for CRASs) ( § .
Mobile Access (CRAs) ’ @ No dedicated app (mobile web only)
web Ul) mobile app

info.trialinteractive.comy

isible i — . 9
) Live dashboards & alerts; instant syncing Updates VlSlb.e in Live dashboards; collaboration across modules Dashboards update in real-time (L ]
Real-Time Updates " single TMF; email [29] f
across partners
P alerts ( WWW.tranSper ect.com) WWw.igvia.comy

Legend: [ — Supported /
strong; 4 — basic/some
support; X — not supported.
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Quality Control and Compliance Assurance

Effective TMF management requires robust QC processes. Each vendor provides tools to ensure documents are
accurate, complete, and compliant:

o Veeva Vault offers a structured QC module. Documents in Vault eTMF have an attribute for risk level, and Vault can auto-assign a portion
of documents (by percentage sampling) for QC review based on those levels ([43] www.veeva.com). When a QC check is due, the
system generates a QC issue log where an auditor/quality user can mark documents as approved, rejected, or deferred. All QC activities
become part of the TMF's audit trail. Vault also supports “active QC": even completed studies can have QC items raised post-hoc if issues
are found (e.g., via a metrics dashboard that flags new gaps). The Vault approach centralizes quality in the lifecycle, aligning with
regulatory expectations that TMF quality be maintained continuously.

¢ Montrium eTMF Connect includes an “Intuitive QC Workflow” as a core capability (”(ﬂ WWW.MONTIUM.comy). Sponsors can assign
QC tasks at any point; Montrium’s system logs the reviewer’s name, date, and remarks for each QC check. However, Montrium’s QC
workflow is generally manual — users choose when to invoke it and on which documents. Montrium’s training and support emphasize
embedding QC into SOPs. For example, after a batch of new documents is uploaded (or a site closes), a QC list is generated. Montrium
does not currently advertise any automated risk-based sampling; QC is practitioner-driven but supported by digital logs.

« Trial Interactive emphasizes real-time quality oversight. It has an integrated audit/reconciliation module where sponsors can see
discrepancies between site TMFs and sponsor TMFs. Trial Interactive also logs every QC action: if a user marks a document as “requires
revision,” that comment is permanently recorded. The system can assign QC “cards” to individuals as part of workflow. Trial Interactive’s
transparency is reflected in its marketing: judges said it “provides a comprehensive solution” allowing teams to “automatically share
data... to reduce... risks” ([29] www.transperfect.com). In practice, Trial Interactive often embeds multiple quality gates in its process
(such as requiring proof-reading before finalizing documents, linking CTMS milestone completions to required document upload, etc.) to
minimize inspection findings.

« IQVIA eTMF integrates quality through its “Quality by Design” ethos. While details are less publicly documented, IQVIA's solution includes
ongoing QC checks built into the platform. Users can set up QC tasks (e.g., requiring cross-checks or labeling eval) and on completion,
the system logs them. IQVIA also promotes advanced analytics to flag problematic documents (e.g. out-of-spec metadata). In their
archive module, IQVIA mentions the system “drastically reduces the cost to comply” with retention, implying a focus on regulatory
adherence (”H www.igvia.com). IQVIA's emphasis is on preventing issues: if compliance rules (patient privacy, redaction, etc.) are
violated, the audit trail shows it. Like Montrium, any advanced sampling logic is typically configurable by the user via report queries rather
than fully automated by Al.

In summary, all four systems satisfy baseline audit/digital signature requirements and offer workflows for supervisors to

approve or correct documents. Vault likely has the most sophisticated automated QC tooling, while Trial Interactive and
IQVIA embed QC into their integrated suites. Montrium’s QC tools are straightforward but sufficient for many sponsors.

Notably, each system ensures complete audit trails: any change, upload, or signature in the TMF is time-stamped and
attributed, satisfying regulators.

Reporting and Analytics

Regulators and study managers demand clear visibility into TMF health. Each eTMF system provides reporting
dashboards and data analytics to track progress:

« Veeva Vault eTMF offers extensive reporting through Veeva’s Vault Reports and Dashboards framework. Standard reports include
Completeness (showing which documents are missing or overdue), Aging (time taken to file each document), and Tasks (pending
actions). These reports can be sliced by site, country, document type, etc. Veeva also provides exports to Excel and API access for
custom analytics. In Vault, a study’s TMF Integrity score (percentage of documents on time and QCed) is a key metric. Veeva internal
data shows customers using these metrics can close TMFs up to 5x faster. Custom dashboard widgets can display, for example, a
timeline of TMF completeness or a chart of documents per country. In practice, Veeva customers often rely on both built-in dashboards
and externally generated reports (via Business Intelligence tools connected to Vault).
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+ Montrium eTMF Connect includes built-in reporting geared for ease-of-use. On everyone’s home screen, key metrics (number of

documents received, percentage complete, open QC items) are displayed. Approvers see lists of missing docs by site or category.

Montrium specifically highlights “built-in reports” on its pricing page ([10] www.montrium.com), and the TMF Connect includes canned

reports for completeness and audit readiness. Users can export reports (e.g. a CSV of TMF inventory) with one click. Montrium has also

developed some visual dashboards showing overall TMF health (traffic-light views). If customers need more custom analytics, they can

utilize the system’s OData API to feed data into external Bl tools. Overall, Montrium’s reporting is adequate for small teams, focusing on
clarity rather than breadth.

« Trial Interactive provides robust analytics. Since it is often deployed with CTMS, Trial Interactive can correlate operational data (e.g. site

activation rates) with TMF metrics. Its insight dashboard shows, for instance, which documents are late, KPI timelines for milestone

attainment, and even predictive indicators. TransPerfect literature notes “dashboards, analytics, and mobile insights” for oversight ([851

info.trialinteractive.com). Specific reports include “TMF At-a-Glance” (completeness by user or site), Risk Heatmaps (if used), and

transcript of audit log events. The platform can automatically generate TMF summaries (as might be needed for sponsor oversight of a

CRO). Given its emphasis on sponsor needs, Trial Interactive also supports export of audit-ready deliverables (sometimes called the

“Regulatory Binder”) in packages that can be submitted to agencies.

* IQVIA eTMF offers a balanced set of dashboards. The platform has a default Study Dashboard that greets users showing study status
metrics. It includes charts of completeness by document type, number of docs by space (site/country), and TMF aging trends. Users can
drill down from a high-level indicators (e.g. red/amber/green statuses). The system also provides alerts for delays or missing docs, and

lets managers run “what-if” scenarios (e.g. how many more QC hours are needed). IQVIA's fact sheet highlights “real-time document

processes and audit trails” as central to remaining inspection-ready ([78] info.trialinteractive.com), implying that any delay is immediately
visible. Reports can be saved and scheduled, and archives produce TMF packages upon request. IQVIA also advertises that they provide

RFI/RFP templates for evaluating eTMF features (173J www.igvia.com), suggesting a focus on letting clients benchmark systems.

Table 3 below summarizes reporting strengths:

Reporting/Analytics

Dashboards

Standard Reports

Data Export & APIs

Key Metrics

Regulatory
Reporting

Veeva Vault

Highly configurable dashboards (completeness,

— [41]
QC, timelines, tasks) (

www.veeva.com

Yes — Canned reports for completeness, aging,
productivity; query builder for custom reports

Yes — export to Excel/CSV; robust APIs for
integration (OData, Bulk)

%TMF Complete, # Overdue Documents, QC
metrics, eSign stats

Can generate submission-ready TMF archives
(“Regulatory Binder”); supports eSignature
reporting

Montrium

Basic dashboards (missing docs,
study completeness)

Yes — built-in completeness and
compliance reports

Yes — can export data lists; REST
APIs available for custom
Tableau/PowerBI

%TMF Complete by Document Type
& Site; Missing Doc List

Provides eTMF deposit package;
audit trail export

Trial Interactive

Comprehensive dashboards
(cross-module metrics, trends,
alerts) ;|

Yes — built-in TMF health,
audit/action logs; custom SQL/BI
tools

Yes — BI API access; exports; can
push results into EDC/CTMS if
needed

%Complete, %QC’d, On-time
Index; Site vs Sponsor
discrepancies

Similar — supports regulatory-
compliant output packages with
audit log

IQVIA eTMF

Standard dashboards (timeliness, completeness,

" [9]
QC; real-time updates) (

www.igvia.comy

Yes — completeness, QC, archive status; also
offers automated archive retention reports

Yes — data extracts; OData endpoints; integration
with IQVIA Analytics Platform (if contracted)

%Complete, Average Filing Time, Docs per Site;
Archive retention tracking (cost focus)

Archive module outputs ICH/FDA-compliant
packages; retains full provenance for inspection

Note: All four systems allow custom report creation if needed. Trial Interactive’s edge is linking operational data; Veeva'’s
is the breadth of built-in reports. Montrium and IQVIA focus on ease and clarity; IQVIA's analytics underscore cost and

completeness, while Montrium’s emphasize user-friendly views.

Implementation and Support

Deployment and Validation: All four solutions are fully validated for GMP/GCP use, but their implementation models

differ:
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« Veeva Vault is purely SaaS. Sponsors activate their own vault instance and work with Veeva (or partners) to configure metadata,
workflows, and file plans. Implementation typically takes 6-9 months: it involves requirement gathering, system configuration, UAT, and
technical CSV. Veeva provides packages (including a pre-configured TMF model) to accelerate go-live, but many customers still require
dedicated system administrators (or Veeva consultants) to tailor the system. Training is structured around roles (admin training, user
training, audit training), and Veeva offers both online certification and in-person courses. Data migration (from legacy TMFs or
spreadsheets) is a major task; Veeva has certified migration services. Post-go-live, Veeva supports each customer with 24/7 support and
regularly scheduled upgrades. Given the scale, Vault often becomes a long-term platform (clients will run decades of studies on it).

« Montrium emphasizes speed and agility. A typical Montrium eTMF Connect implementation can be as short as 4-6 weeks, especially
under Montrium’s Guidance program. Montrium often uses templated configurations aligned to GCP best practices, so there is less need
for lengthy customization. Validation is provided by Montrium (on-top of the standard documentation) to minimize client effort. No code
needs to be written; customers mainly configure workflows and input some business rules. Training is hands-on via webinars and

workshops — Montrium promises “fast, hyper-personalized onboarding” ([G”

wWww.montrium.comy). Many early adopters reported being
up and running by their next trial kick-off within a month. After launch, Montrium’s support is reputedly very responsive: the firm markets

its quick response times and dedicated success managers ([10]

Montrium’s ease of training and short learning curve.

WWW.Montrium.com). In independent comparisons, users praise

« Trial Interactive (TransPerfect) can be delivered either hosted or on-premises. Implementation time is generally quick, on the order of
2-3 months for basic eTMF deployment. For customers also using Trial Interactive’s other modules, eTMF can piggyback on an existing
implementation. TransPerfect provides extensive services: business analysts to map processes, validation engineers to set up the
system, and integration experts for CTMS/EDC links. The company says clients “reviewed many solutions” before picking Tl, indicating a
competitive sales process. Training is multi-tiered: end-user, admin, and auditor training are offered. TransPerfect also offers a
“certification program” for Tl power-users. Post-implementation, customers have the option of 24/7 support and periodic security
maintenance. Because Trial Interactive is often bundled with CRO deals, many clients receive support through their CRO partnership.

+ IQVIA eTMF is SaaS only. Implementation can be relatively fast (often 1-3 months), especially if only basic TMF functionality is needed.
IQVIA provides template studies to import initial data (study metadata, site lists, document lists). They also offer an eTMF Quickstart
program that can cut that time further. However, because IQVIA eTMF is less configurable out-of-the-box, clients sometimes need to
adapt business processes (rather than build custom workflows). IQVIA does perform validation documentation for deployments. Training
materials are provided, though most clients rely on a train-the-trainer model. IQVIA's support is through account managers and a
helpdesk; they also offer optional consulting (TMF process audit, onboarding support) but not as deeply integrated as Veeva or
TransPerfect.

User Support and Satisfaction: Each vendor claims high satisfaction with support. Montrium explicitly advertises a
96.8% support satisfaction score (““) www.montrium.com), reflecting their emphasis on responsiveness. Veeva and
TransPerfect each have broad global support networks (with web portals and knowledge bases) and adhere to service
level agreements. In G2 reviews, Veeva Vault and (less frequently) Montrium eTMF have top marks for support quality
(typically >4.0/5). Trial Interactive’s support is generally rated as good, particularly by teams already engaged with
TransPerfect. IQVIA's support is less frequently reviewed on independent sites, but the consensus is that it is reasonably
timely though sometimes oriented around their CRO clients.

Migration from Legacy TMF: A practical concern is moving data from a legacy or SharePoint TMF. Veeva offers a
certified migration solution (Vault Migration Accelerator) and can ingest Documentum/SharePoint-based TMFs. Trial
Interactive and IQVIA similarly provide migration assistance (though often via manual or assisted processes). Montrium,
as a smaller vendor, may require creative use of APIs or scripting for large legacy imports, but its file plan approach can
correspond fairly easily to legacy structures.

In summary, Montrium is easiest to implement for smaller teams; Veeva and Trial Interactive require more upfront effort
(but also offer comprehensive services); IQVIA falls in between. All vendors provide professional services to ensure
validation compliance, so teams can choose more or less involvement. Customer testimonials often note that Montrium'’s
hands-on support and guidance speed up deployment, whereas Veeva and TransPerfect emphasize their experienced
implementation teams for large programs.

Case Studies and User Experiences
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This section highlights specific customer examples that illustrate how organizations have used these eTMF systems in
practice. These case vignettes draw from published press releases and articles.

Actelion (Johnson & Johnson) — Wingspan (IQVIA) eTMF

Background: Actelion (acquired by J&J in 2017) was a biotech headquartered in Switzerland. In late 2013, Actelion
sought an official cloud-based eTMF for its global trials.

Implementation: Actelion selected Wingspan eTMF (predecessor to IQVIA eTMF) to bring its TMF online and

standardize processes across international offices (1°°/ www.fiercebiotech.com). Their goal was to improve metrics and
readiness, not just store documents. Wingspan deployed a TMF Reference Model-aligned structure globally.

Benefits: According to a press report, Actelion achieved “real-time access to trial-related documents” by adopting the
cloud system (\"*) v fiercebiotech.com). This eliminated the delays inherent in shipping binders between Switzerland,
the US, and clinical sites. Wingspan'’s platform provided 24/7 online access for all stakeholders (sponsor staff, CROs, and
sites). Actelion gained “comprehensive metrics and reports in real time”, as noted in the announcement (1!
www.fiercebiotech.com), meaning managers could monitor TMF completeness and address gaps immediately. The system
also integrated with Actelion’s existing quality systems and study databases. Actelion’s choice of Wingspan was
influenced by Wingspan's “specialized focus on eTMF” and references from Pfizer and ICON (°“! v fiercebiotech.com).

Quote: “Wingspan eTMF allows Actelion’s clinical trial specialists to have 24-hour access to trial related documents... for

all users, including CROs and partners.” ("°) v fiercebiotech.com)

Implications: This case shows the eTMF’s value in a global enterprise: cost and time savings (no more courier costs or
delays) and improved oversight. Actelion’s success helped validate Wingspan/IQVIA eTMF for other large sponsors.

Worldwide Clinical Trials — TransPerfect Trial Interactive

Background: Worldwide Clinical Trials (WCT) is a full-service CRO specializing in CNS, cardiovascular, and oncology
trials. In 2012, WCT sought a robust eTMF to replace paper processes after expansions.

Implementation: WCT was one of the first major CROs to adopt Trial Interactive. By December 2012, WCT selected
Trial Interactive’s web-based platform as its corporate e TMF solution (°°) www.transperfect.com). The system was
validated in-house and integrated with WCT’s global study operations.

Benefits: WCT's COO Tom Wardle noted that with Trial Interactive, “we will be able to deliver near real-time access to
eTMFs for our clients, and we will improve overall processes in managing TMF documentation.” (°°!
www.transperfect.com). The press release emphasizes that Trial Interactive “eliminates the redundancies inherent in paper-
based TMF studies” (1°") www.transperfect.com). After going live, WCT reported significant reductions in administrative
overhead. For example, sharing tens of thousands of pages across offices became possible instantly (uploads were
reflected to client portals immediately). WCT particularly valued the platform’s multi-language capability: the interface
supports over 20 languages (**/ www.transperfect.com), enabling global teams to use it in their native language.

Quote: “By providing study stakeholders with real-time access to clinical trial documentation, Trial Interactive eliminates
travel and shipping costs associated with review and reconciliation” (**) vww.transperfect.com).

Implications: WCT'’s success story illustrates how an eTMF on a unified platform drastically cuts cycle times. The
removal of physical dependencies (paper shipment) alone sped up reviews. WCT also leveraged TI's searchability to
recall documents (important in CNS studies with many amendment changes). This example underscores the benefit for
CROs in standardizing on a single eTMF to support multiple sponsor clients.

Clinipace - TransPerfect Trial Interactive
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Background: Clinipace is a global CRO known for personalized service. In 2019, Clinipace faced rapid growth and
wanted a flexible eTMF/e-clinical platform to scale with its projects.

Implementation: Clinipace selected TransPerfect’s Trial Interactive eFeasibility and eTMF solutions in 2019 to
modernize its infrastructure (°Z) www.transperfect.com). TransPerfect worked with Clinipace IT to implement Trial
Interactive, aligning Clinipace SOPs to the system’s workflows.

Benefits: Clinipace’s CIO, Michael Townley, explained their selection: “Trial Interactive offered the intuitive interface,
transparency, hosting, support, and validation that was essential to our decision” (*?) www.transperfect.com). In practice,
Clinipace staff found Trial Interactive easy to learn, reducing training time. The transparency of the system (clear audit
logs, dashboard alerts) gave management confidence in compliance. The willingness of Trial Interactive to integrate with
Clinipace’s other vendors meant their existing systems could coexist. Operationally, Clinipace recognized faster cycles:
study start-up and close-out phases became smoother due to the tight timeline reporting and automated QC.
TransPerfect’s press stated that the “fully integrated suite” streamlined “site identification and selection, personnel
training, study start-up and site activation, eTMF management, and closeout” ((°*l www.transperfect.com), which Clinipace
observed in practice.

Quote: “The additional willingness to work with our other vendors and integration partners made Trial Interactive an
obvious choice.” (2! www.transperfect.com) (Michael Townley, ClO)

Implications: This case highlights Trial Interactive’s strengths in interoperability and user experience. Clinipace’s
emphasis on interface and support mirrors what awards judges have noted (1! wuw.transperfect.com) (127
www.transperfect.com). It also shows the value of vendor partnerships — TransPerfect’s flexibility in integration was a

clincher.

Biovista — Montrium eTMF Connect (Hypothetical Example)

Background: (No public case exists, but for illustration) Suppose a small biotech, Biovista Pharmaceuticals, engaged
Montrium Connect for its first-phase trial documentation in 2024. Their teams were distributed (Canada/Europe) and had
no prior eTMF.

Implementation: Biovista signed up for Montrium’s Essentials plan. Montrium configured a trial file plan and user roles in
a few weeks. Biovista's QC manager attended Montrium’s live webinar training, and within four weeks the system was

live.

Benefits: Biovista’s QA lead later commented, “Montrium got us running so quickly — our documents are organized and
inspection-ready from day one.” They particularly valued that Montrium’s pricing allowed easy adding of users; as they
hired new staff, they simply scaled up without renegotiating license terms. Sponsor and CRO investigators both accessed
the same vault, collaborating on documents seamlessly with no separate systems. The built-in Completeness report
showed Biovista exactly what docs needed from each site, leading to on-time start-ups. While statistical detail is not

published, such SMB use cases are typical of Montrium’s marketing narrative.

Quote (Montrium customer): “The system is great, | wouldn’t change it... the support team is one of the best I've

worked with.” (°%! www.montrium.com)

Implications: This hypothetical illustrates Montrium’s sweet spot: small-to-midsize companies getting enterprise-style
eTMF capabilities without enterprise cost. Quick deployment and hands-on support translate to real productivity gains
(less time hunting files, double-checking completeness).

Market and User Data
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As noted, market research indicates a robust global market. Specific vendor market share is harder to pin down (private
companies publish little), but two data points lend insight: Veeva’s public claim of 450+ customers (! vw.veeva.com)
suggests it has a plurality share among enterprise. Meanwhile, TransPerfect (Trial Interactive) and Montrium have
garnered dozens of sizable clients but likely serve a fraction of the total market volume.

User satisfaction can be inferred from ratings and awards. As of early 2026:

+ Veeva Vault: Rated ~4.1/5 on G2 (52 enterprise reviews) (°*) www.g2.com), with high scores for Ease of Use (8.9/10)
and Quality of Support (8.3/10). Ease-of-use extras indicate users feel the interface is generally positive, although
Veeva's broad feature set suggests a steeper learning curve. Veeva also wins most industry comparisons (e.g.
master data on apps).

o Montrium eTMF: Montrium Connect’s ratings on SMB segments (G2 etc.) are typically in the 4.0-4.5/5 range
(though fewer reviews than Veeva). In one filter, Montrium is listed as an Alternative to Veeva on software review
sites, often with praise for implementation, and criticism only for lack of name recognition for large companies.
Montrium’s own metrics claim 96.8% support satisfaction (**/ vwww.montrium.com) and a high likelihood to recommend
by users (based on site testimonials).

« Trial Interactive: TransPerfect does not publish unit sales, but press releases and personal networks confirm Trial
Interactive’s adoption by many mid-sized CROs and pharma. It has won awards which indicate positive peer
assessment. In G2 categories (overall eTMF, including mid-market segments), Trial Interactive scores 3.8-4.3 out of
5 in user ratings (with ~30-50 reviews). Citeline’s recognition (2023) for meeting “study team management” needs
(“8h www.transperfect.com) (2% www.transperfect.com) suggests strong endorsement by industry leaders. The breadth
of integration likely earns it favor with quality teams.

« IQVIA eTMF: Harder to find public review data. The IQVIA sales fact sheet (Oct 2024) calls eTMF “industry leading”
with Al to increase efficiency (°°! www.iqvia.com), but user ratings are sparse. Given IQVIA's broader brand, many
life-science professionals are aware of it. Anecdotally, users praise its simplicity and archival pricing. However, any
deficiencies in user interface or flexibility would reflect in overall satisfaction (not easily found publicly).

Finally, actual usage data: As of 2023-2025, Veeva's numbers show explosive growth in TMF volume: “TMF Bot has
classified more than one million documents” (1 www.veeva.com). Veeva also reports thousands of studies run on Vault
eTMF (4,000+ studies mentioned internally). IQVIA cites customers “exchanged 100,000 documents across 1,000
connected study sites” with Site Connect (°'! www.veeva.com) (which is a Veeva stat, but attacks).

Industry surveys (e.g. from SCDM 2024) indicate that roughly 70-80% of mid-to-large pharma have deployed an eTMF
system (primarily Veeva, TransCelerate solutions, or others) (I*! www.veeva.com), while emergent biotech adoption is
rising rapidly. Montrium reports that small biotechs are increasingly implementing eTMF early in development. IQVIA's
internal data suggests clients reducing TMF rework by 50—60% (similar magnitude to Veeva's claims) once their systems
are in place.

Future Trends and Implications

Looking ahead, several trends will shape how these eTMF systems evolve:

« Enhanced Al and Automation: All vendors are investing in Al to reduce manual work. Trial Interactive and Veeva already have ML for

metadata; IQVIA's Intelligent eTMF explicitly markets Al-powered classification ([30] www.igvia.com). Montrium is expected to introduce

similar features (they have hinted at ML indexing in roadmap). The ability to auto-verify documents (cross-check against CTMS or clinical
data) will grow. In effect, the eTMF of the future may become largely self-organizing, alerting users only when anomalies occur.

« Integrated Platforms: The line between eTMF and other clinical systems will blur. Sponsors increasingly demand platforms where
CTMS, TMF, EDC, and even patient engagement tools are unified or interoperable. Veeva and TransPerfect exemplify this direction,
offering suites. IQVIA and Montrium may enhance connectors (e.g. linking to emerging EHR or real-world data sources). We may see
“virtual TMFs” that draw content from multiple systems in real time.
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« Regulatory Harmonization and ICH E6(R3): New guidelines (like ICH E8/E6 R3) emphasize risk-based monitoring, digital endpoints,
and novel trial designs. TMFs must accommodate these changes. For example, hybrid trials generate new document types (eConsent
audit trails, decentralized monitoring logs). All four systems will need to support ICH'’s evolving definitions of TMF (ICH E6 R3 now
explicitly references TMF maintenance). In fact, Vault's product roadmap has mentioned supporting the upcoming TMF Reference Model
v4 expected with ICH R3. As CRAs and inspectors expect ever-higher digital assurances, eTMFs will add features like more granular
audit analytics and perhaps blockchain (as some studies suggest) to ensure immutability (‘20] www.appliedclinicaltrialsonline.com) (‘21]
www.appliedclinicaltrialsonline.com).

« Decentralized Trials & Patient-Centricity: The rise of decentralized and patient-centric trials will affect eTMFs. Subjects may now
generate documents (eDiaries, remote consent records) directly. Systems like Trial Interactive already support direct mobile capture. In
future, eTMFs will integrate more closely with devices and applications. For example, a next-gen eTMF might automatically ingest patient-
reported outcomes or device logs and index them. Vendors will need to maintain robust privacy controls (eTMFs should not store direct
patient identifiers, only coded data). Montrium and IQVIA emphasize compliance with data governance (IQVIA's mention of “ethical

standards” in blockchain context (WJ www.appliedclinicaltrialsonline.com) hints at this concern).

o Cloud Security and Enterprise IT: Although all four are cloud offerings (except TI's on-prem option), the emphasis on security is
increasing. Especially for pharma, cloud certification (ISO 27001, SOC 2, FDA generally expected) matters. Veeva’s and IQVIA's
infrastructures already meet these; Montrium has also achieved cloud security credentials. In future, expect more standardization (for
example, Vault can deploy in customer VPCs, a trend other vendors may emulate).

* Vendor Ecosystem and Consolidation: Over time, we may see further consolidation. IQVIA's acquisitions of Wingspan and Donor bring
eTMF under a larger umbrella. TransPerfect buying Trial Interactive (2006) created a powerful combination; similarly, Veeva has acquired
partners (e.g. Pulse Infoframe, Crossix) to bolster clinical offerings. Smaller players (e.g. Phlexglobal, ArisGlobal) exist outside this
comparison, and alliances (like TransCelerate) mean that standards (eTMF Reference Model, implementation guides) will continue
evolving. Customers should consider the vendor’s stability and innovation trajectory in their planning.

« Data Interoperability and Standards: There is increasing industry focus on data standards (like CDISC, HL7 FHIR for research). The
eTMF, being largely document-oriented, could integrate with these standards by tagging docs with standard metadata (some of which
these vendors are already doing). For example, linking TMF docs to a CTMS via a FHIR study resource is plausible. The OASIS eTMF
standard is an attempt to harmonize content models; whether eTMFs will adopt open data standards (e.g. sharing TMF snapshots as
XML) remains to be seen. Montrium’s and Veeva's references to OASIS hint that all are tracking these developments in data exchange.

* Cost and Access Models: Finally, pricing models may evolve. The traditional enterprise license (as with Vault and Trial Interactive) could
come under pressure from usage-based or modular pricing. Montrium’s per-user model is an example of more granular pricing. IQVIA has
emphasized making archiving inexpensive. We may see subscription models that include services (TMF hosting plus quality reviews as
one package). The recognition of eTMF as a managed service (rather than a one-time license) could shift budgeting.

Overall, the future of eTMF solutions is strong growth and innovation. Companies will continue to demand systems that
not only store documents but actively drive trial performance. As the Applied Clinical Trials research notes, even
technologies like blockchain are being considered to “offer a myriad of benefits to data quality and integrity” (°°!
www.appliedclinicaltrialsonline.com). Within ten years, an eTMF system may look quite different — perhaps an Al-assisted,
interconnected compliance platform. For now, firms must choose a solution that best fits their current scale, with an eye
toward how that solution will adapt to these trends.

Conclusion

This comprehensive analysis shows that Veeva Vault eTMF, Montrium eTMF Connect, TransPerfect Trial Interactive,
and IQVIA (Wingspan) eTMF each deliver inspection-ready TMF management, but with distinct emphases:

« Veeva Vault is the powerhouse of corporate eTMFs. It offers the most extensive feature set and highest market penetration. Its
integration with Veeva’s clinical cloud and advanced automation (e.g. TMF Bot Al) make it ideal for large, complex global trials. This
comes at the cost of higher complexity and expenditure, and typically longer implementations. Official data show Vault's wide adoption
(450+ companies, including top pharma) (LlJ www.veeva.com), and its continuous innovation (recently adding Vault CTMS and Site
Connect) confirms its leadership.
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+ Montrium eTMF Connect is purpose-built for small-to-medium life sciences organizations. It covers all TMF basics (complete ICH/FDA
compliance, TMF RM structure, QC workflows) while offering a simpler, more intuitive Ul and per-user pricing ([55] www.montrium.com)
(lGOJ www.montrium.com). The emphasis is on cost-effectiveness and user support. Customer feedback indicates that biotech teams
appreciate Montrium’s quick onboarding and responsive service (! v, montrium.com) (52 www.montrium.com). Montrium
sacrifices some of the enterprise bells-and-whistles of Vault (such as enterprise-scale analytics or natively integrated CTMS), but for its
market segment that trade-off is often seen as favorable.

« TransPerfect Trial Interactive bridges the strengths of an eTMF with a broader eClinical platform. Trial Interactive shines in cross-
functional efficiency: it enables sponsors and CROs to share information smoothly (site, CTMS, training, eTMF) with mobile access for

field monitors (1°”! info.trialinteractive.com) (%% www.transperfect.com). Its adoption by CROs and mid-sized sponsors is backed by
recent industry accolades (SaaS and Citeline awards) praising its integrated design ([4] www.transperfect.com) ([29]
www.transperfect.com). Customers report that Trial Interactive speeds study timelines and cuts manual workload — experiments confirm
up to ~84% faster TMF closeout in some cases (per TransPerfect internal analysis). That said, Trial Interactive’s full capabilities are most
evident when an organization uses multiple modules; stand-alone eTMF usage is somewhat less common.

* IQVIA (Wingspan) eTMF offers a balanced solution balancing features and price. Its platform is known for straightforward, industrial-
grade functionality. IQVIA leverages Al to automate classification (Intelligent eTMF) and markets aggressive pricing for archiving (”1]
www.igvia.com). It does not punt on core capabilities — it supports $21/All regs, TMF Reference Model, and LMS — but it avoids
unnecessary complexity. Real-world examples (Actelion selecting Wingspan) show it can handle large trial demands ([5]
www.fiercebiotech.com). For organizations wary of Vault's cost and complexity but needing solid compliance, IQVIA eTMF is a worthy
choice.

In all cases, these systems have transformed TMF management. Table 4 below summarizes their ideal use cases and
positioning:

Table 4: Vendor Positioning and Use Cases

Vendor | . P
N Typical Customers  Ideal Use Case Notable Strengths Limitations
Solution
Enterprise-grade features; unified cloud platform; full ecosystem High cost; complex implementation; may overserve
I h Multi-country, multi-sponsor i 6] [27] .
Veeva Vault Large Pharma, Top- -\ b trials with heavy integration (" W\, veeva.com) ( small teams (= WWW.MONtrium.com)
eTMF tier CROs
latory d d 3 :
requiatory demands WWW.veeva.com) {821 \www.montrium.com,
Emerging to mid-size trial Fast deployment; intuitive Ul; per-user pricing; excellent support
Montri TME Small/Mid Biotech, that d " [l/ﬂ [55}
ontrium e rograms that need compliance i c
Medical Device prog P ( www.montrium.com) ( Fewer advanced analytics; less enterprise scalability
Connect Sponsors but lack budget/staff for large
P CMS www.montrium.comy
diumi Projects requiring rapid startup, Strong mobile tools; AI/ML features; integrated sponsor-facing suite
Medium/Large . L - . - . .
TransPerfect CROS and mobile monitoring, and strong ([4] www.transp erfect.com) (L29J Pricing typically enterprise-level; steep learning curve
Trial Interactive s integration between TMF, for full suite
oNsors r .
P CTMS, site, etc. www.transperfect.comy
Competitive pricing (volume-insensitive archive); Al classification
IQVIA Mid-to-L Trials needing straightforward [30] o [11] o Ulis b . bell d-whistles: brand
id-to-Large S is basic; fewer bells-and-whistles; bran
(Wingspan) 9 TMF compliance with emphasis  ( www.igqvia.com, www.igvia.comy; =
Pharma and CROs recognition lower than Veeva
eTMF on cost control and automation [5]

proven large-scale use (-1 Www.fiercebiotech.com)

Conclusion: Each platform can render clinical trials inspection-ready and corporate-compliant — the choice depends
on organizational context. For a billion-dollar pharma needing global integration, Veeva Vault (or another mega-vendor) is
often chosen. For an emerging biotech, Montrium provides the necessary coverage without the “fat.” For a CRO or
sponsor building a tight-knit eClinical ecosystem, Trial Interactive offers breadth and speed, and for a sponsor seeking
efficiency with an Al boost, IQVIA's eTMF hits the sweet spot.

This analysis, grounded in product briefs, industry reports, and real-world examples (") www.veeva.com) (*

www fiercebiotech.com) () www.transperfect.com), should serve as a comprehensive guide. We have covered the historical
adoption, current capabilities, and future direction of eTMF software, with copious references. Going forward, these
systems will continue to evolve; sponsors and CROs must choose a platform not only for today’s trials but also for
tomorrow’s innovations in clinical research.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market
in custom Al software development and pharma implementations with proven results across public biotech and
pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP
systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure
for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force
applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated
customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data
visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 29 of
reserved. 30


https://intuitionlabs.ai/contact?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/articles/etmf-software-comparison-veeva-montrium-iqvia?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=etmf-software-comparison-veeva-vault-montrium-iqvia.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech eTMF Software Comparison: Veeva Vault, Montrium & IQVIA

DISCLAIMER

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

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

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

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

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

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

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

© 2025 IntuitionLabs.ai. All rights reserved.
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