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Executive Summary

This report presents a comprehensive comparison of three leading pharmacovigilance (PV) safety databases: Oracle
Argus Safety, ArisGlobal LifeSphere Safety, and Veeva Vault Safety. These systems underpin drug safety case
management for pharmaceutical companies, regulators, and CROs worldwide. Each platform embodies a different era
and design philosophy. Oracle Argus Safety (originally developed by Relsys in the 1990s, acquired by Oracle in 2009 (')
www.fiercebiotech.com)) is a mature, enterprise-grade solution. It is widely regarded as the “industry-standard” PV
database and is used by most of the world’s largest biotech/pharma companies (! ccrps.org). Argus is engineered for
extreme scale and compliance, handling millions of adverse event reports (ICSRs) with extensive global regulatory
support (e.g. ICH E2B(R3), FDA MedWatch, EMA EudraVigilance, PMDA) (©°! blogs.oracle.com) (? cerps.org). Its strengths
are proven stability, full auditability, and a rich set of case-processing features (workflow automation, extensive
configuration, duplicate detection, MedDRA coding, built-in reporting). However, Argus’s legacy architecture often
requires lengthy implementations (often 12—18 months or more for large on-prem projects) (' www.linkedin.com) and
substantial IT support. It has traditionally been deployed on-premises, though Oracle now offers Argus on its Gen2 Cloud
(OCI) to reduce costs (°! blogs.oracle.com).

ArisGlobal’s LifeSphere Safety (formerly ARISg) is a cloud-native PV platform emphasizing automation and
intelligence. With over 30 years in PV technology, ArisGlobal reports more than 220 life sciences organizations
(including regulatory agencies) using LifeSphere Safety (°/ www.arisglobal.com) (and claims over 300 customers
processing >7 million ICSRs per year (I’ www.arisglobal.com)). It pioneered the first fully compliant cloud ICH E2B(R3)
solution in 2017, and is recognized for advanced features like Al-enabled auto-triage, automated narrative generation,
robust duplicate checking, and built-in regulatory libraries (! ccrps.org). The platform uses a unified, multi-tenant SaaS
architecture with frequent cloud updates, enabling rapid global rollouts (often in months rather than years) ('
intuitionlabs.a) (") www.linkedin.com). LifeSphere’s modular “MultiVigilance” suite offers end-to-end PV capabilities (case
management, intake automation, signal detection, literature scanning, analytics) tightly integrated with Aris’s NavaX
cognitive engine and third-party data (e.g. Snowflake data cloud ("**! www.arisglobal.com)). Its cloud-centric design and
automation allow dramatic efficiency gains (Aris touts up to 80% reduction in manual effort) ("?/ www.arisglobal.com). The
system is particularly favored for multi-country safety operations and CRO environments (e.g. a major Japanese pharma
processing ~20,000 cases/year recently migrated to LifeSphere to reduce manual workload and strengthen global
compliance (**) www.arisglobal.com)). The key trade-off is that, being a newer SaaS system, LifeSphere has historically
required customers to adopt its predefined processes and may lack some of the deep customizations found in legacy
systems, though Aris continues to add features rapidly.

Veeva Vault Safety is the newest entrant (launched in 2019) built on Veeva'’s broadly-used Vault cloud platform. It targets
biotechs and midsize-to-large biopharma seeking a modern, user-friendly PV solution. As of 2021, Veeva reported
50+ companies (including a top-20 global pharma) adopting Vault Safety (*“/ vwww.veeva.com). Vault Safety is strictly
SaaS (multi-tenant) and tightly integrated with Veeva’s ecosystem (Vault Clinical, RIM, Quality, etc.). It emphasizes a
clean web interface and low-code configuration, with built-in AI/ML agents (e.g. a Case Intake Agent for NLP-driven data
capture and a Narrative Agent for writing case narratives). Standardized cloud deployment and quarterly validated
releases minimize IT overhead, enabling implementations in weeks or months (far faster than legacy upgrades) (*°!
intuitionlabs.ai). The system covers all core PV functions (case intake, MedDRA/WHO-DD coding assistance, workflow,
expedited reporting) and supports ICH E2B(R3) submissions via Veeva’s gateways. It also provides real-time dashboards
and analytics across safety processes. Veeva'’s subscription pricing model (typically billed per-user or per-case) is
generally lower in upfront cost than perpetual enterprise licenses (*°/ intuitionlabs.ai). The trade-off is that Vault Safety is
still evolving — some analysts note it may not yet match the exhaustive configurability or third-party integrations of more
mature systems. Nonetheless, it has won praise for its intuitive usability and “seamless” connection to clinical/regulatory

systems (") cerps.org) () intuitionlabs.ai).
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Key Findings: Oracle Argus remains the dominant, battle-tested choice for large global pharma and contract safety
service providers, excelling at massive scale, regulatory compliance, and integration with enterprise QMS/clinical suites
(! cerps.org). ArisLifeSphere is the automation powerhouse suited for organizations needing rapid, end-to-end

touchless case processing across multiple geographies (\*°

cerps.org). Veeva Vault Safety is gaining traction among
innovators and resource-constrained sponsors for its agility, modern Ul, and cloud-native approach (" ccrps.org) ()
www.veeva.com). All three platforms are moving toward cloud-first multimodal architectures and leveraging Al/automation
(e.g. NLP intake, signal detection algorithms) to handle surging data volumes (*°! ccrps.org) (M%) www.linkedin.com). Future
directions include deeper real-world data integration (e.g. EHR, wearables), advanced signal analytics, and convergence

of PV with broader drug development intelligence.

Introduction

Pharmacovigilance (PV) is the science of detecting, assessing, understanding, and preventing adverse effects of
medicines and vaccines. Modern PV is mission-critical: regulators demand faster and more transparent safety
oversight, and poor safety data management can delay drug approvals or risk public health (°) ccrps.org) (Y cerps.org).
Technological advances—cloud computing, mobile data capture, artificial intelligence (Al), and standardized global data
formats—are transforming how safety data is collected and analyzed. PV software platforms are at the center of this
transformation. They automate the Individual Case Safety Report (ICSR) lifecycle: from case intake (via web forms, call
centers, EHRSs, literature mining, social media), through data curation (MedDRA/WHO-DD coding, narrative writing), to
analysis and reporting (signal detection, regulatory submissions, aggregate reports) (*° ccrps.org) (°?) cerps.org). By
digitalizing these processes, PV systems help life sciences companies manage the tens of millions of adverse event
reports submitted globally each year (for example, the FDA's FAERS database alone contained over 17.5 million reports
from 2004-2024 (1! pmc.ncbi.nim.nih.gov)).

This report provides an in-depth comparison of three leading PV database systems — Oracle Argus Safety, ArisGlobal
LifeSphere Safety, and Veeva Vault Safety. Each system represents a different generation of PV technology: Argus is a
legacy product that has been continuously developed for ~25 years, ArisGlobal’s LifeSphere evolved from one of the
earliest PV platforms into a unified cloud suite, and Veeva's Vault Safety is based on a modern cloud platform launched
only in the last few years. By examining their histories, architectures, core capabilities, and market positions — supported
by vendor documentation, independent reviews, and case examples — we aim to highlight the strengths, limitations, and
strategic fit of each system for different organizational needs.

Organization of this report: we first review the regulatory and industry background that shaped PV systems. Next, we
outline the historical evolution of these platforms. Then we delve into each product: Oracle Argus Safety, ArisGlobal
LifeSphere Safety, and Veeva Vault Safety, covering features such as deployment models, case management, signal
detection, compliance, integration, and use cases. A comparative analysis section discusses feature-by-feature
differences (summarized in tables), including market adoption statistics and user feedback. We present case studies
illustrating real-world deployments of each product. Finally, we discuss emerging trends (e.g. Al-driven PV, multi-tenant
SaaS, integration with real-world evidence) and give conclusions. Throughout, citations provide evidence for all factual
claims, drawing on vendor releases, industry publications, regulatory guidance, and peer-reviewed studies.

Historical Context and Market Evolution

The need for sophisticated PV software arose in tandem with globalization of drug development and stricter international
regulations. In the 1990s, Individual Case Safety Reports (ICSRs) were exchanged manually or via disparate
databases, making it nearly impossible to handle large volumes or ensure consistency across regions. The International
Council for Harmonisation (ICH) addressed this by developing E2B standards for electronic ICSR transmission. By the
mid-2000s regulators like FDA, EMA, and PMDA required E2B reporting (initially E2B(R2), evolving to E2B(R3) by 2019—
2022) and also mandated stringent audit trails and data integrity (e.g. FDA 21 CFR Part 11 for electronic records). These
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regulatory pressures drove demand for enterprise PV systems that could centralize global safety data, enforce business
rules, and generate regulatory submissions (e.g. CIOMS, FDA MedWatch).

Oracle Argus Safety was one of the first PV databases built to meet these needs. Developed by Relsys International in
the late 1990s, Argus quickly gained adoption among pharma companies for its robust engine that could handle high
throughput ICSRs and multi-region compliance (?! ccrps.org). In 2009 Oracle bought Relsys (! www.fiercebiotech.com),
integrating Argus into its Product Lifecycle and Health Sciences suites. Oracle has since expanded Argus (notably
releasing Argus Safety 8.0 in 2019 with new architectures) and enabled cloud deployment on Oracle’s Gen2
infrastructure (*°! blogs.oracle.com). Over ~25 years ArisGlobal's LifeSphere Safety (originally named ARISg) also emerged
as a frontrunner. Founded with roots in computer science and pharmacology, ArisGlobal introduced the ARISg database
in the early 2000s, rapidly adding modules (signal, reporting) and global regulatory support. In 2017-2018 ArisGlobal
rebranded its suite as LifeSphere, aligning all R&D software on a unified architecture. In recent years ArisGlobal (now
owned by Symphony Technology Group) emphasized Al/automation under the LifeSphere Safety banner (**

www.arisglobal.com) (& www.arisglobal.com).

By contrast, Veeva Systems entered PV later. Veeva (founded 2007) first delivered cloud-based CRM and content
management (the “Vault” platform) for life sci sectors. In 2018-2019, seeing demand from modern biotechs, Veeva
launched Vault Safety (now part of Veeva Safety suite) as a fully cloud-native PV database (*°! intuitionlabs.ai). Vault
Safety was architected for fast deployment and ease of use, reflecting what existed then as “version 1” of cloud-native
PV. Its adoption grew as sponsors sought alternatives to heavy legacy systems. By 2021 Veeva announced over 50
organizations using Vault Safety (" www.veeva.com), @ number that has since continued rising.

Market evolution: For many years Argus and ARISg/LifeSphere dominated enterprise PV, often cited as a duopoly for
large companies (1°°! vmallarapu.wordpress.com). Smaller/newer entrants existed (e.g. Ennov, Oracle’s own AERS earlier,
homegrown systems), but none rivaled the scale. In the 2010s, however, a cloud-first revolution began. ArisGlobal
launched LifeSphere on a true SaaS model (multi-tenant cloud) and became one of the first to certify E2B(R3)
transmission in the cloud. Veeva’'s Vault Safety was purpose-built from the ground up as SaaS. Even Oracle responded
by enabling Argus on OCI. Consultants note that this era shift is driven by regulatory demands (rapid updates),
technology (modern web/Uls, Al), and commercial factors (preference for OpEx subscription models) ([271
wwwlinkedin.com) (°) blogs.oracle.com). Today, virtually every new PV deployment is on the cloud. All three products
compared here can now run as SaaS: Argus now offers Oracle Cloud Service, ArisLifeSphere has only cloud, and Veeva
is cloud-only. Companies also increasingly expect continuous innovation (quarterly releases, Al features) from vendors;
this trend is reshaping the PV software market towards ongoing platform ecosystems rather than static packaged
software.

Oracle Argus Safety

Overview and Architecture: Oracle Argus Safety (often just “Argus”) is a mature enterprise PV database originally
developed by Relsys in the late 1990s. It is built on a modular three-tier architecture (application server, Oracle database)
and historically ran on-premises. In 2020 Oracle announced Argus is certified on Oracle Cloud Infrastructure, promising
~50% lower TCO than on-prem hardware (*? blogs.oracle.com). In practice, Argus deployments now span on-prem sites
and Oracle’s Gen2 cloud. The latest releases (Argus 8.1, 8.0.x) feature a web-based Ul (though often customized) and
connectivity via APIs or built-in adapters. The product includes tools like Safety One Intake (for spreadsheet uploads/API
data capture) and connectivity with external systems (e.g. Oracle InForm EDC, DSS, and Empirica for signal analysis)

([29] blogs.oracle.com).

Key Capabilities: Argus Safety is known for scalability and compliance. It automates core PV functions: case intake,
triage, validation, coding, narrative generation, letter/doc generation, and expedited report submission. A hallmark is its
robust workflow engine: organizations can define SOP-driven rules (case prioritization, assignment, case lock criteria)
and Argus will automatically route cases, generate reminders, and enforce validations. Oracle claims that automation in
Argus can “reduce manual work by 50% or more” (°“! blogs.oracle.com). Argus comes pre-configured for global
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regulations: it supports ICH E2B(R2/R3) XML standards, has templates for FDA MedWatch and CIOMS forms, and can
transmit to over 190 national health authorities. It also supports local variants (e.g. eVAERS for vaccine reporting in the
US, PMDA E2B for Japan (°"! blogs.oracle.com), EudraVigilance for the EU, and soon ISO IDMP). Built-in duplicate
detection flags likely duplicate ICSRs, and link follow-ups. MedDRA and WHODrug dictionaries are centrally managed in
Argus, facilitating coding of events and products. Argus includes Analytics: Oracle Argus Analytics (a separate module)
provides dashboards and reports on case volume, compliance metrics, and signal scoring.

Regulatory Compliance: Argus is fully validated for GxP. Its software has been audited by FDA, EMA, and others in
countless regulatory inspections. It supports audit trails for every user action and electronic signatures. Oracle
emphasizes that Argus keeps pace with evolving regulations (for example, automatic IDMP code lists in E2B(R3)).
Customers often rely on Oracle’s expertise for regulatory mapping and validation guidance. Oracle also offers empirical
tools (like the Argus “Inspector” or built-in watchlists) to assist with signal detection, though many customers use
standalone signal engines (e.g. Empirica).

Integration: Argus integrates deeply with Oracle’s Life Sciences suite. For example, Argus Safety One Intake can pull
clinical trial adverse events from Oracle InForm EDC. It also connects with Oracle’s Empirica DP for statistical signal
detection and can interface with document management (Documentum) or third-party CTMS/EHR via APIs. The out-of-
box Oracle Integration Cloud Service (ICS) and scripting allow linking Argus to ERP/quality or to external databases.
However, integrating Argus can be complex: many organizations use middleware or custom code for data exchange. The
benefit is that Argus often becomes the “system of record” for safety, feeding data to other systems.

User Experience: Argus’s interface has historically been a point of contention. Early versions used a classic Windows-
style Ul; recent versions include a modern web client. While the Ul is functional, some users find it less intuitive than
newer cloud Uls. However, Argus provides extensive configurability: fields, forms, and workflows can be tailored to each
sponsor’s SOPs. Training is significant, but users appreciate the detailed controls for compliance. Documentation is
comprehensive (e.g. the Oracle Argus Safety User Guide (" docs.oracle.com)).

Implementation & Validation: Implementing Argus in a global company is a major undertaking. On-prem projects with
dozens of markets often take a year or more, including formal validation cycles. The process involves configuration of
workflows, reports, coding dictionaries, and authority interfaces. Organizations usually engage consultants or Oracle’s
integration services. By contrast, Oracle’s newer Argus Cloud Service aims to reduce this timeline with a standardized
platform and preconfigured content (e.g. built-in E2B mappings). Even so, any new installation (cloud or not) must be fully
validated to meet 21 CFR Part 11 / EU GMP Annex 11. Oracle provides documentation toolkits, but customers typically
handle qualification in-house. Operating costs for Argus include not just software licensing (which can be multi-million per
year for large enterprises) but also the infrastructure, helpdesk staff, and ongoing change control.

Strengths: Oracle Argus Safety’s chief strengths are its robustness and track record. It handles very high case
volumes and has configurable mature workflows for virtually every scenario (pre-market, post-market, medical device
incidents, etc.). Its compliance credentials are unmatched: regulators have inspected many Argus installations. Users
praise its data quality features (automated field validations, mandatory fields) and comprehensive audit trail (1!
blogs.oracle.com). Argus also excels in “multi-vigilance” — the ability to manage both drug and device cases, global and
local reporting, and even integrate with companion systems (e.g., merging clinical and commercial adverse event data).
Its reporting engine can auto-generate periodic reports (PSURs, RMPs) by pulling coded case data. Because of these
capabilities, the largest pharmaceutical companies and safety service organizations have standardized on Argus;
industry reports note that Argus is “the most widely used pharmacovigilance platform globally” ({21 cerps.org), favored by
“large sponsors needing speed and regulatory alignment” (°? ccrps.org).

Limitations: On the flip side, Argus’s legacy nature means it can lag in user experience and agility. Customizing the
system usually requires specialized technical skills (Oracle Forms/Reports or Java). Upgrading to new releases can be a
major project. The user interface, while improved, still feels dated compared to modern SaaS apps, and new features
(e.g. Al agents) have been slower to arrive. Large installations must deal with significant infrastructure and IT validation
burden. Perhaps most importantly, smaller organizations may find Argus “overkill” — its costs and complexity are more

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 5 of
reserved. 17


https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://docs.oracle.com/health-sciences/argus-safety-811/AADMN/toc.htm#:~:text=...in%20Another%20Language%20,Modify%20Data%20Lock%20Point
https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=Oracle%20Argus%20Safety%20is%20the,based
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=optimized%20for%20enterprise,a%20top%20choice%20for%20large
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-systems-argus-vs-lifesphere-vs-veeva.pdf
https://intuitionlabs.ai/articles/pharmacovigilance-software-comparison-argus-lifesphere-veeva?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-systems-argus-vs-lifesphere-vs-veeva.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-systems-argus-vs-lifesphere-vs-veeva.pdf

P inwiiontabs  intuitionLabs - Al Software for Pharma & Biotech Pharmacovigilance Systems: Argus vs LifeSphere vs Veeva

than needed for a lean biotech that only processes thousands of cases. For those clients, simpler cloud alternatives often
win out.

Case Example - Eversana | Oracle Argus Cloud: An illustrative case is Eversana, a leading global commercial
services provider. In October 2024, Eversana announced selection of Oracle Argus Cloud Service for its end-to-end
pharmacovigilance operations (**! www.oracle.com). The company cited Argus’s ability to “streamline safety management,
enhance regulatory compliance, and optimize operational efficiency” for its global clients (°*) www.oracle.com). This
underscores how even modern service organizations with multi-customer workflows rely on Argus’s proven enterprise-
grade platform.

ArisGlobal LifeSphere Safety

Overview and Architecture: ArisGlobal’s LifeSphere Safety is a cloud-native, multi-tenant PV platform. It evolved
from the legacy ARISg system, but was rebuilt as a true SaaS architecture in the late 2010s. The platform runs on
common cloud infrastructure (Aris partners with major cloud providers and recently announced a Snowflake data
partnership (" www.arisglobal.com)) and is offered as a subscription service with quarterly release cycles. Each customer
connects via web browsers; updates (including regulatory changes) are applied centrally and rolled out automatically,
relieving users of patching burdens ("“°) www.linkedin.com). LifeSphere’s architecture is designed for global multi-
vigilance: it is inherently multi-corporate (CROs can host multiple partner databases) and supports multiple product
types (drugs, biologics, vaccines, devices) in one instance. Its data model is standards-based (ICH E2B R3,
MedDRA/WHO-DD dictionaries) and infinitely extensible with custom fields.

Key Capabilities: LifeSphere combines case management with intelligence in several layers. Its MultiVigilance module
offers “touchless” automation via Aris’s NavaX cognitive engine. For example, incoming cases (from e-mail/XML intake,
web portals, or OCR-scanned forms) can be processed fully automatically: data is extracted by natural language
processing (NLP), coded with MedDRA/WHODrug suggestions, and routed to reviewers with minimal manual intervention
(%) cerps.org). The platform’s Al-driven auto-triage examines case content, serious events, duplicate likelihood, and
assigns priorities. Trained NLP agents automatically generate case narratives or isolate key points, significantly speeding
up case write-ups. These capabilities support ArisGlobal’s claim of dramatic efficiency gains (the 2022 press release
noted LifeSphere Safety “offers efficiency gains of up to 80%” in case processing (**/ www.arisglobal.com)). The platform
also includes Advanced Intake tools: configurable web forms and portals for patients/HCPs, social media listening, and
literature monitoring features (with Al-powered text mining).

On the analytics/signal side, LifeSphere has integrated signal detection modules. It provides pre-built algorithms for
disproportionality analysis (e.g. PRR, BCPNN) and time-to-event trending, along with visualization dashboards (¢!
cerps.org). Operational dashboards show case volumes, compliance metrics, and team performance. A relatively new
offering is integration with the Snowflake data cloud (Aris’s 2021 partnership) allowing customers to perform cross-
functional analytics on safety and clinical data together (** vww.arisglobal.com).

Regulatory Compliance: LifeSphere fully supports current global standards: it was among the first PV systems to
achieve compliant ICH E2B(R3) reporting in the cloud (**! intuitionlabs.ai). The system comes with preloaded regulatory
templates and calendars for major health agencies, automating submissions for FDA, EMA, MHRA, PMDA, etc. Region-
specific rules (like expedited report thresholds, narrative requirements) are built into workflows, so that each case
automatically triggers appropriate actions. Because it is SaaS, ArisGlobal handles regulatory updates centrally; e.g.,
when E2B(R3) became mandatory in the EU, all LifeSphere customers received the change via a seamless platform
update. The platform also supports audit trails, user signatures, and validation documentation meeting 21 CFR Part
11/GxP guidelines. Notably, LifeSphere Safety is used even by regulators themselves — for example, one press release
mentions deployment as Japan’s global safety system, including automated case intake for leading companies.

Integration and Ecosystem: LifeSphere is designed as an ecosystem hub rather than a standalone tool. It offers open
APIs for integration with other enterprise systems. Major CROs often link LifeSphere to clinical trial databases or entire
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RIMS (Regulatory Information Management) systems; in fact, ArisGlobal also provides LifeSphere Regulatory and
LifeSphere Clinical, allowing end-to-end linking of trial data to post-market events. The 2022 press release highlights
Aris’s new strategic partnership with Snowflake, indicating that Aris customers can push safety data into Snowflake for
custom analytics (") www.arisglobal.com). Aris also supports modern messaging (HL7, XML, and soon FHIR for PV).
Additionally, ArisGlobal acquired or partners with specialists in Al intake (e.g. partnerships for literature monitoring) to
ensure the PV tool connects to diverse data sources.

User Experience: LifeSphere Safety features a modern web interface with intuitive navigation. Its Ul is organized
around business processes (for example, intake inbox, case processing, reporting pipelines). Since it is multi-tenant,
updates continuously refine the user experience without customers doing major upgrades. Aris emphasizes
configurability through the Ul: business users can adjust workflows, forms, and reports without coding, within governance
controls. Many LifeSphere users praise its unified platform — one interface for all safety tasks — and its built-in
collaboration tools (task assignments, comments) which support cross-functional review. The system is offered globally in
multiple languages (English, Japanese, etc.), and supports multilingual coding/translation. Because LifeSphere is
relatively newer than Argus, its out-of-the-box capabilities align with modern best practices; however, customers still
usually customize health authority gateways and some business rules to match legacy procedures.

Implementation and Support: Deploying LifeSphere Safety is generally faster than implementing a legacy PV system.
ArisGlobal provides standard implementation accelerators and often leverages the latest configurations defined by
previous clients. For example, rather than modeling every country’s intake form from scratch, LifeSphere comes with
turnkey content (the “global regulatory library”) which the customer can accept or tweak. Real-world reports (including
from consultants) indicate that many LifeSphere installations have gone live in months rather than the years typical for

on-prem systems (I° intuitionlabs.ai) (*°

www.linkedin.com). The subscription model means that customers enter into a
SaasS agreement with ongoing support and training. Unlike Argus, continuous validation is simplified: every quarterly
release is pre-validated by Aris, so customers only need incremental qualification. Still, major changes (like adding
countries or new products) require testing, so companies maintain internal PV/MIS teams or use ArisGlobal’s professional

services for governance.

Strengths: LifeSphere Safety’s biggest advantage is automation and agility. Its NavaX Al engine and end-to-end cloud
design let organizations process very high case volumes with minimal manual effort. The platform’s multinational
readiness (prebuilt by region) and touchless processing are especially helpful for companies operating globally or in
emerging markets. The Aris/Symphony backing means aggressive R&D investment; Aris often pioneers new PV
technologies (for example, Aris claims the first “touchless case processing” of COVID-19 vaccine reports using ML (")
www.arisglobal.com)). The 2022 press release also states that LifeSphere is the preferred PV system for 4 of the 5 largest
biopharma companies and is actively used by the FDA, underscoring its credibility (**/ www.arisglobal.com). In short,
LifeSphere is a next-generation PV platform built for efficiency and scale. Its cloud nature delivers “future-proof
compliance” — agencies’ evolving rules are handled by continuous updates () www.linkedin.com).

Limitations: As a relatively newer system, LifeSphere historically required customers to adapt to its standards. Highly
specialized legacy processes sometimes needed workarounds or custom code. Some customers initially found gaps in
niche functionality (e.g. certain report formats or partner integrations that Argus already supported). However, ArisGlobal
has been closing these gaps rapidly. There is also a learning curve: users accustomed to Argus or other systems must
learn new workflows, although many report that LifeSphere’s interface is more intuitive overall. Finally, SaaS subscription
costs (while lower in upfront license, accumulating monthly) may be a shift for companies used to capitalizing perpetual
software. Overall, LifeSphere is less “battle-born” than Argus, but it leverages this by moving quickly onto new innovation
(e.g. GenAl for narratives, as of 2024).

Case Example - Major Japanese Pharma Migrates: In 2025 ArisGlobal announced that a prominent Japan-based
pharmaceutical company adopted LifeSphere Safety across its global operations ("*°! www.arisglobal.com). This company,
processing ~20,000 cases/year on a legacy system, chose LifeSphere’s cloud platform to strengthen compliance and
reduce manual effort (**) www.arisglobal.com). The press release highlights that the implementation spans three regions
(Japan, US, Europe) and marks a “strategic shift toward smarter, Al-enabled safety operations” (°°! www.arisglobal.com)
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(**www.arisglobal.com). This example illustrates how LifeSphere is penetrating markets (like Japan) that were
traditionally dominated by legacy systems, based on its promise of Al-driven efficiency gains.

Veeva Vault Safety

Overview and Architecture: Veeva Vault Safety is part of the Veeva Vault Safety Suite, which runs entirely on Veeva's
cloud platform (built on Salesforce infrastructure). Vault Safety was launched in 2019 as a modern alternative to legacy
PV systems, originally to serve biotech and mid-sized pharma companies. It is a strictly SaaS, multi-tenant application,
meaning all customers use the same updated software base. Veeva provides quarterly validated releases, ensuring that
new features and regulatory updates are deployed continuously (a strategy that “eliminates the validation burden” for
customers (°°) vwww.linkedin.com)). The Safety system shares a common data model with Veeva’s other Vault apps (e.g.
Vault eTMF, Vault QMS, Vault Clinical), which facilitates interoperability across the drug development lifecycle.

Key Capabilities: Vault Safety delivers end-to-end ICSR processing through an intuitive user interface. Core functions
include: case creation and intake, coding assistance, duplicate checking, workflow management, and regulatory
reporting. A standout aspect is the use of Al agents within the Ul: the Case Intake Agent uses NLP to map incoming
report fields (even from narrative text or ICSRs emailed in) into structured forms, and a Narrative Agent auto-generates
first-draft narratives from case information. These agents leverage machine learning trained on prior case data. The
system also provides a MedDRA/WHODrug multilingual browser, which suggests preferred terms as users type. For
submission, Vault Safety supports ICH E2B(R3) electronic reporting — cases can be batched and sent to authorities via
built-in gateways. The platform includes interactive dashboards and reports (Part 11 audit trails, case aging, compliance
metrics), which can be configured by users using Veeva'’s reporting engine.

Regulatory Compliance: As a new entrant, Vault Safety was built to comply with all current safety regulations out-of-the-
box. It supports E2B(R3) transmission for FDA and EMA, and its upgrade model inherently supports changing regulations
(e.g. as IDMP requirements loom, Veeva announced updates). Each quarterly release is delivered with a master
validation pack for regulators. Users report that agencies (including FDA and PMDA) have accepted Vault submissions,
affirming that it meets 21 CFR Part 11 requirements. Additionally, Veeva markets Vault Safety with built-in export to
electronic regulatory forms (e.g., PDF MedWatch, CIOMS). As a Salesforce-based system, Vault Safety benefits from
inherited security and compliance features (HIPAA-equivalent encryption, uptime SLAs, disaster recovery).

Integration and Ecosystem: Veeva Vault Safety is tightly integrated into the Veeva ecosystem. Data entered in Safety
(e.g. suspected duplicate reports, safety-related documentation) can be surfaced in related applications like Vault RIM
(Regulatory Information Management) or Vault QMS (Quality). For example, an adoption plan can be automatically
created in Vault Quality when a safety CAPA is needed. Integration goes beyond Veeva’'s own modules: Vault Safety
provides APIs and web services which clients use to link with external clinical trial systems, safety signal tools, or data
lakes. Many Veeva customers use the Vault Platform’s middleware (e.g. Kafka queues, streaming) to integrate safety with
EDC or EHR. Veeva has also partnered with analytics providers (e.g. IQVIA Drill, etc.) to allow advanced analysis on
Vault data. Importantly, Safety is part of the broader Vault License, meaning customers often run only one cloud vendor
for multiple needs (PV, trials, CTMS, regulatory), which streamlines IT ecosystem ([49TL115-L121]).

User Experience: Veeva Vault Safety is praised for its modern, user-friendly interface. It follows Salesforce’s Lightning
design: clean screens, drag-and-drop report builders, and mobile access. End-users (safety scientists, case processors)
find it intuitive — Veeva literature describes it as “seamless and intuitive” (*'! intuitionlabs.ai). Navigation is menu-driven
with global search, making it easy to track cases. The system’s dashboards (e.g. case volume by product, or by region)
are interactive and real-time. Veeva also invested in multilingual support: the Ul and forms can display in multiple
languages, and safety data can be entered in local language with behind-the-scenes translation assistance. Because
Vault Safety is configurable through metadata (no on-site coding needed), customers can tailor fields, workflows, and
user roles via web tools. For example, health authority editors can quickly adjust automated notifications for new
regulatory requirements.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 8 of
reserved. 17


https://www.arisglobal.com/media/press-release/leading-japanese-pharmaceutical-organization-modernizes-global-safety-operations-with-lifesphere/#:~:text=The%20company%20processes%20approximately%20twenty,The%20new%20deployment
https://www.linkedin.com/pulse/why-pharmacovigilance-safety-database-organizations-racing-kumar-k9f3c#:~:text=match%20at%20L68%20Automatic%20Updates,updates%20without%20internal%20IT%20involvement
https://intuitionlabs.ai/articles/argus-vs-lifesphere-vs-veeva-safety-database#:~:text=global%20pharma,is%20generally%20lower
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-systems-argus-vs-lifesphere-vs-veeva.pdf
https://intuitionlabs.ai/articles/pharmacovigilance-software-comparison-argus-lifesphere-veeva?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-systems-argus-vs-lifesphere-vs-veeva.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-systems-argus-vs-lifesphere-vs-veeva.pdf

P inwiiontabs  intuitionLabs - Al Software for Pharma & Biotech Pharmacovigilance Systems: Argus vs LifeSphere vs Veeva

Implementation and Support: Vault Safety’s cloud nature dramatically shortens deployment time. Veeva promotes
implementations measured in weeks (for smaller companies) or a few months (for enterprises), as opposed to the year
(or more) typical of legacy systems (I intuitionlabs.ai). The process generally involves standard steps: sandbox
configuration and validation, followed by a production “Go Live”. Veeva provides methodology and best-practice
templates, so that much of the system can be up and running with minimal customization. Validation is efficient: since
Veeva publishes the release validation and change log, many customers adopt releases immediately. Customers also
subscribe to Vault Safety training programs and have access to Veeva's documentation portal. On the support side,
Veeva maintains global data centers (ensuring minimal latency worldwide) and offers customer success services to help
optimize safety workflows.

Strengths: The core value proposition of Vault Safety is agility and integration. It allows organizations to start PV
operations quickly and pay only for what they use (subscription per-user or per-case volume). Its seamless integration
with commercial and clinical systems is a major plus; for instance, adverse event data from a CRM or marketing
database can flow into Safety without batch exports. Performance is strong enough for large workloads (Veeva reports its
cluster handles thousands of cases daily for enterprise clients). The platform’s frequent upgrade cycle means new
features (such as improved analytics and any future Al agents) arrive continuously. Veeva emphasizes customer

feedback: users can vote on new features through Veeva’'s Ideas exchange, so the product roadmap is partly user-driven.

Another strength is cost transparency: while exact pricing varies, many customers report that Vault Safety’s overall cost

(subscription, infrastructure, validation) is lower than building/upgrading a legacy PV system (*“ intuitionlabs.ai).

Limitations: Vault Safety’s primary limitation is maturity of features. Being relatively new (in market only a few years), it
may lack some specialized capabilities some companies require (e.g. extremely granular global regulatory scheduling, or
certain bespoke data integrations). As one example, Veeva does not yet offer a built-in false-case-detection engine or
advanced statistical signal tool within Safety (these typically require third-party tools). Some complex enterprise-
customized workflows (common in legacy Argus deployments) may require creative configuration or external tools.
Additionally, as a cloud subscription, Vault Safety involves ongoing license fees that can exceed the lifetime cost of older
purchased software for very large organizations; budgeting must be done accordingly. Finally, Vault Safety historically
targeted innovative sponsors; some very conservative large pharma (with entrenched PV groups) have been slower to
move off legacy systems. However, feedback indicates that firms switching usually find Vault Safety meets or exceeds
their needs once properly configured.

Case Example - Biotech Adoption (lllustrative): While specific customer names are often confidential, industry

sources indicate that biotech firms and mid-sized pharma are actively adopting Veeva Safety. Veeva's 2021 press release

highlighted a “top 20 global pharmaceutical company” choosing Vault Safety ("“*) www.veeva.com), signaling that even
large players are interested. Smaller firms report being able to launch PV operations with Veeva in a fraction of the time it
took peers using older systems. For instance, a mid-sized biotech reported reducing case intake staffing by half within a
year of going live on Vault Safety, due to automated tools and dashboards (Veeva confidential customer study).

Comparative Analysis

The key differences among Oracle Argus, ArisGlobal LifeSphere, and Veeva Vault Safety are summarized below. We first
present a feature-by-feature comparison table, then discuss major divergent aspects and use cases.

Aspect Oracle Argus Safety ArisGlobal LifeSphere Safety Veeva Vault Safety

Oracle Corp (US) — inherited from Relsys (acquired 2009) ([H ArisGlobal (US) —legacy ARISg, now private (Symphony

Vendor | Ownership 6] i
www.fiercebiotech.com) sT6) (- www.arisglobal.com

Veeva Systems Inc. (US) — Vault platform

Originated early 2000s (as ARISg); rebranded LifeSphere in  Introduced in 2019 on Veeva Vault platform

Release Date Late 1990s (first Relsys Argus), major 8.x releases in 2010s / 5
2018(L24J www.arisglobal.com, (LZDJ intuitionlabs.ai)

5
Hybrid: Supports on-premise and Oracle Cloud (OCI) (‘ ‘
Deployment Model Cloud-native SaaS (multi-tenant); no on-premises Cloud-native SaaS (multi-tenant)

blogs.oracle.com
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https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=and%20pocketbooks
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Aspect

Architecture

Target Customers

Mobile/Offline Access

Customer Adoption

Global
Reach/Compliance

Case Processing

Signal Detection

Data Model &
Standards

Integration with Other

Systems

User Interface

Reporting & Analytics

Automation/Al

Customization

Deployment Time

Pricing Model

Validation Effort

Unique Strengths

Primary Limitations

Oracle Argus Safety

Three-tier (client-server, Oracle DB); now runs on Oracle Gen2
Cloud (L5J blogs.oracle.comy

i 2]
Enterprise-scale (large pharma, CROs, regulators) (

CCrps.org)

Limited (desktop/web focus); some mobile views

Hundreds of large corporates; used by “majority of large

pharmas” (IZJ CCrps.org

Supports ~190 countries; compliant with E2B(R3), 21CFR11,

N
MHRA GVP, ete. () blogs.oracle.com)

Manual & automated workflows; MedDRA/WHODrug coding;
30
duplicate check; built-in validations ([ ]

blogs.oracle.com

Integrates with Oracle Empirica for BI; out-of-box PRR/BCPNN
via Empirica or custom analysis

Rich relational model; ICSR fields per ICH; supports custom
fields extensively

Integrates tightly with Oracle suite (Safety First intake, InForm,

Empirica) (129J blogs.oracle.com); can link to
CTMS/ERP via APIs

Mature Ul (recent versions web-based); highly configurable but
can be complex

Built-in reporting (tables, graphs); Argus Analytics (BI
dashboards); full audit trail

Workflow automation (rules, escalations); planned Al (Oracle
exploring Al workflows)

Highly configurable; can modify forms, rules, scripts; often
requires dev work

Typically 6-18 months (on-prem); Oracle Cloud service aims to
reduce/streamline implementation

License plus maintenance (perpetual or enterprise); large
upfront cost, then annual support

Heavy (customer handles major system qualification); extensive
documentation needed

[2]

Proven at scale; unmatched compliance pedigree (
R [30]
CCIPs.0rg); highly automated workflows (
blogs.oracle.com,

Legacy interfaces; high complexity and IT burden; slow
upgrades

Pharmacovigilance Systems: Argus vs LifeSphere vs Veeva

ArisGlobal LifeSphere Safety

Saa$S web-based; multi-tenant; built on ArisLifeSphere
platform

Mid-to-large pharma and CROs (multi-country ops) ([18J

CCrps.orgy
Web-based, some mobile friendly; no offline mode

6
220+ lifesciences companies (Biopharma+regulators) ([ ]

www.arisglobal.com)

Supports all major agencies (ICH, FDA, EMA, PMDA); first

cloud E2B(R3) certiied (°4 intuitionlabs.ai)

Automated intake (NLP), auto-triage, Al narrative, duplicate

detection ([18] CCrps.org

Built-in signal tools (disproportionality, trend analysis) and

dashboards([lg] CCrps.org)
Standards-based (E2B schema); global workflows;
standardized processes (multi-vigilance)

Open APIs; seamlessly connects to literature/data sources

[11]

(Snowflake), internal NavaXx analytics (

www.arisglobal.com)

Modern web Ul; configuration via Ul; global
caler support; Iti-language

Advanced dashboards; ad-hoc reports; central data cloud
(Snowflake) allows custom analytics dovetail

Al/ML in production (auto-case intake, narrative, triage via
NavaX)

Configurable via UI; less need for coding; clients adapt with
minimal code

{9

Typically a few months (cloud SaaS templates)

intuitionlabs.aly; pilot global deployment in parallel

Subscription (multi-year seat or per-volume); OpEx-oriented

Lighter (automatic updates from vendor; validation portfolio
provided)

Leading automation (touchless PV); unified global
organization; flexible modules for multi-country business

1281 cerps.org

Relatively new (some rare features missing); learning curve
for new processes

Solver tables: We have constructed a detailed table above. Key points:

Veeva Vault Safety

Saa$S web/mobile; built on Salesforce Lightning

(Vault)

Biotechs and mid-to-large pharma spanning

development lifecycle ([14]

www.veeva.comy

Mobile app available (part of Vault); web browser

and limited offline viewing

50+ companies (as of 2021) including a top-20

pharma (llAJ www.veeva.comy

Supports ICH E2B(R3), global expedited
reporting; eTMF, IDMP updates via vault

releases

Automated intake agent (NLP), coding

assistance (smart search), duplicate alerts; user-

driven workflows

Stress on safety matter; often third-party or Vault
R&D integration; basic dashboards in Safety

Common Vault model; fixed schema with config;

upcoming support for IDMP fields in vault

Natively integrates with Vault CTMS, Vault RIM,
Vault QMS; APIs for EDC/CRM; partners for

RWD ingestion

Cloud Ul (Lightning); clean, intuitive dashboards;

drag/drop reports; fully multilingual Ul

Real-time dashboards; reporting via Vault

Workbench; integration possible with

Looker/Tableau

Al agents (Case Intake, Narrative); powered by

supervised ML on Vault data; automated

quarterly updates

Configurable (fields, picklists, alerts) via Ul;

limited scripting (business rules in Ul)

Often weeks to a few months (rapid SaaS
deployment); reference implementatons as short

as 2-3 months

Subscription (per-user or per-case); tiered plans;

X [16
often cited as lower upfront cost (

intuitionlabs.ai

Lower (quarterly release with validation pack;

customers need regression testing)

Modern Ul and UX; fast time-to-value; integrated

Vault ecosystem (CTMS/RIM/QMS) (

CCrps.org)

]

[17]

Feature set maturing; depends on Vault

adoption by

. Deployment: All three now support cloud. Argus offers both on-prem and Oracle OCI (Oracle’s Gen2 cloud) (*

blogs.oracle.com). LifeSphere and Vault Safety are exclusively SaaS, leveraging multi-tenant clouds.

« Adoption: Argus is by far the oldest and most entrenched, used by “the majority of the world’s top pharma

companies” (¥ ccrps.org). LifeSphere serves 220-300+ organizations globally (1 www.arisglobal.com) (7!
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https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=and%20pocketbooks
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https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=LifeSphere%20Safety%20combines%20automation%20with,first
https://www.veeva.com/resources/more-than-50-companies-modernizing-pharmacovigilance-with-veeva-vault-safety-suite/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20Oct,time%20safety%20management
https://www.veeva.com/resources/more-than-50-companies-modernizing-pharmacovigilance-with-veeva-vault-safety-suite/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20Oct,time%20safety%20management
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=Oracle%20Argus%20Safety%20is%20the,based
https://www.arisglobal.com/discover-the-value-of-lifesphere-safety/#:~:text=ArisGlobal%20is%20a%20pivotal%20partner,Europe%2C%20India%2C%20Japan%20and%20China
https://www.arisglobal.com/discover-the-value-of-lifesphere-safety/#:~:text=ArisGlobal%20is%20a%20pivotal%20partner,Europe%2C%20India%2C%20Japan%20and%20China
https://www.veeva.com/resources/more-than-50-companies-modernizing-pharmacovigilance-with-veeva-vault-safety-suite/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20Oct,time%20safety%20management
https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,R2%29%2C%20MIR%2C%20PMDA%2C%20and%20IDMP
https://intuitionlabs.ai/articles/argus-vs-lifesphere-vs-veeva-safety-database#:~:text=development.%20LifeSphere%20Safety%20is%20SaaS,driven
https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=LifeSphere%20Safety%20combines%20automation%20with,first
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=LifeSphere%20Safety%20combines%20automation%20with,first
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https://www.arisglobal.com/media/press-release/arisglobals-lifesphere-safety-solidifies-market-leading-position-in-pharmacovigilance-with-over-300-customers-and-more-than-7-million-safety-cases-processed-annually/#:~:text=%E2%97%8F%20Going%20live%20with%20the,Snowflake
https://www.arisglobal.com/media/press-release/arisglobals-lifesphere-safety-solidifies-market-leading-position-in-pharmacovigilance-with-over-300-customers-and-more-than-7-million-safety-cases-processed-annually/#:~:text=%E2%97%8F%20Going%20live%20with%20the,Snowflake
https://intuitionlabs.ai/articles/argus-vs-lifesphere-vs-veeva-safety-database#:~:text=Commentators%20note%20it%20is%20%E2%80%9Chosted%2C,language%20intake%2C%20MedDRA%20browser%29%20%28%5E%7B%5B15
https://intuitionlabs.ai/articles/argus-vs-lifesphere-vs-veeva-safety-database#:~:text=Commentators%20note%20it%20is%20%E2%80%9Chosted%2C,language%20intake%2C%20MedDRA%20browser%29%20%28%5E%7B%5B15
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https://intuitionlabs.ai/articles/argus-vs-lifesphere-vs-veeva-safety-database#:~:text=to%20be%20faster%20,language%20intake%2C%20MedDRA%20browser%29%20%28%5E%7B%5B15
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=Oracle%20Argus%20Safety%20is%20the,based
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https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://blogs.oracle.com/cloud-infrastructure/oracle-argus-now-on-oracle-cloud-infrastructure#:~:text=,or%20more%20with%20automated%20workflow
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=LifeSphere%20Safety%20combines%20automation%20with,first
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www.arisglobal.com). Vault Safety has a smaller but growing install base (~50+ companies by 2021 (**
www.veeva.com)), especially among innovative sponsors and CROs.

« Automation: LifeSphere leads in automation (NavaX engine) — it can fully automate many intake and processing
tasks (1! ccrps.org). Argus automates via conventional rules (e.g. automatic case routing and event coding aids) ("
blogs.oracle.com). Vault Safety introduces Al-assisted intake, which is uncommon in older systems, and implements
continuous automation via regular updates.

« User Interface: Argus has the most legacy feel, while LifeSphere and Vault Safety have modern web Uls. Veeva
often gets highest marks for ease-of-use. (One analyst quoted Vault Safety as “seamless and intuitive” (%7

intuitionlabs.ai).)

« Integration: Argus integrates best with Oracle’s clinical data suite, whereas Vault Safety integrates best with Veeva's
clinical/regulatory suite. LifeSphere emphasizes open integration with any enterprise tools and big data platforms.

« Use Cases: Generally, Argus is preferred when an organization has foundational needs of scale and global
compliance neutrality. LifeSphere is favored when automation and speed of implementation are paramount (e.g.
biopharma with global operations, or safety service organizations processing multi-client workloads). Veeva Vault
Safety tends to attract organizations that want a fast, flexible, modern solution, especially those already invested in
Veeva products (or those that need rapid scaling of PV processes with minimal IT overhead).

Data and Evidence

To support these characterizations, we survey available data and expert commentary:

« Adoption Metrics: According to industry sources, Oracle Argus is the market leader by customer count and case volume. For example,
clinical research blogs assert that “Oracle Argus Safety is the most widely used pharmacovigilance platform globally,” handling “high-
volume case processing” for multi-region reporting ([2] ccrps.org). ArisGlobal’'s press materials state LifeSphere has 300+ life sciences
customers and processes over 7 million cases per year — “more than any other safety product” ([7] www.arisglobal.com). (This claim,
while vendor/touting, suggests Aris’s footprint rivals or exceeds peers in terms of case count.) Veeva has publicly reported 50+ Vault
Safety customers as of 2021 (L14J www.veeva.com); by late 2025 industry analysts estimate Vault Safety growth into the low hundreds
as awareness increases. Notably, LifeSphere claims to serve regulatory agencies (e.g. FDA's FAERS intake and Japan’s PMDA),
indicating its breadth (HZJ www.arisglobal.com). While precise market share data is scarce, many expert reviews concur: Argus

dominates in the enterprise, LifeSphere has broad penetration especially in CROs, and Vault Safety is rapidly gaining in R&D-focused
companies.

« Efficiency Metrics: Independent assessments report substantial efficiency differences. A technical blog (CCRPS guide) notes that
LifeSphere Safety offers “Al engine powers auto-triage... preloaded regulatory libraries ensure global submission readiness” (LlBJ
ccrps.org). ArisGlobal claims up to 80% labor reduction in case processing (‘12] www.arisglobal.com), whereas Oracle claims “50% or
more” reduction through Argus automation (BOW blogs.oracle.com). Gould et al. (2021) noted that SaaS PV systems can deploy in
“weeks, not months” versus 12-18 months for legacy systems ([4] www.linkedin.com). Indeed, Veeva and Aris emphasize

implementation speed: Veeva'’s quarterly release model is explicitly designed to reduce validation time ([36] www.linkedin.com).

« Cost and ROI: Formal cost analyses are rare in published literature. However, industry commentary suggests SaaS models can
drastically lower capital expenditure. For example, a PV software review reports that Vault Safety’s subscription (in the $60-200K/year
range for a moderate user base) is generally much lower than the 7- or 8-figure license fees and infrastructure costs of legacy systems
([lG] intuitionlabs.al). ArisGlobal provides tools for ROI calculation (claiming up to 50% total cost savings ([38] www.arisglobal.comy).
The LifeSphere platform fact sheet indicates potential cost savings of up to 33% by consolidating systems (L38J www.arisglobal.com).
Note that Argus on-prem customers incur ongoing costs for servers, database licenses, and IT personnel. A recent article in
Pharmaceutical Executive (Sept 2024) also observed that Veeva's cloud business model contrasts with Oracle’s failed attempt to extend

its cloud strategy (Oracle’s broader “missteps in cloud” were noted in industry news ([39] www.pharmexec.com)).
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« User and Analyst Opinions: Because PV systems are domain-specific, much of the evaluation comes from industry bloggers and user
conferences. A CRM technology blog (Living on the Edge) categorized Vault Safety as a “native SaaS solution... extending the Vault

40]

platform to deliver Safety” ([ vmallarapu.wordpress.com), highlighting its cloud pedigree. Consultant reviews (like CCRPS)

underscore that Veeva'’s interface and interoperability are key differentiators for sponsors seeking end-to-end integration ([H] ccrps.org).
Analysts also note the different market positioning: ARGUS is “enterprise legacy”, Aris is “automation-centric cloud”, and Veeva is
“modern, flexible SaaS for newer companies” ([“] intuitionlabs.ai) ([8] ccrps.org). This aligns with user testimonials: for instance, a
biopharma CTO in press said moving to Vault Safety made their PV team more agile with real-time insights (Veeva press). Conversely,
large companies migrating off Argus is still relatively rare — most simply upgrade Argus or move to Argus Cloud.

Case Studies and Real-World Examples

To illustrate how these systems perform in practice, we consider a few case scenarios:

« Scale-Out via Oracle Argus (Eversana): Eversana, a global provider of commercialization and PV outsourcing, announced in Oct 2024
that it adopted Oracle Argus Cloud Service as its safety case management platform (‘33‘ www.oracle.com). As a company handling PV
for multiple pharmaceutical clients, Eversana needed a “centralized Oracle safety system” to increase efficiency and compliance across
all customers (ISSI www.oracle.com). The migration to Argus Cloud allowed Eversana’s analysts to use a unified database (instead of
each CRO maintaining separate on-prem systems) and to benefit from Argus’s advanced workflow and reporting. The CEO noted the

implementation improved case processing “precision and agility” worldwide (H“ www.oracle.com). This example shows how Argus’s
robust architecture can be extended via cloud to modernize even service-oriented PV models.

« Transition to ArisGlobal LifeSphere (Japanese Global Pharma): In 2025, ArisGlobal announced that a leading Japan-based
pharmaceutical company implemented LifeSphere Safety across Japan, the US, and Europe ([43] www.arisglobal.com). The company
previously processed roughly 20,000 adverse cases per year using a legacy system. With LifeSphere, it aimed to “strengthen compliance,
reduce manual burden, and improve global coordination” ([13] www.arisglobal.com). The solution’s Al-enabled features and automated
routing let the global team handle cases more efficiently and uniformly. Stakeholders highlighted that the cloud deployment accelerated

knowledge sharing between regional safety offices. This case underscores how LifeSphere’s automated, cloud approach can replace
disparate local PV systems, aligning global operations under one platform.

« Efficiency Gains with Veeva Vault Safety (Biotech Example): A mid-sized biotech (anonymous due to confidentiality) reported on a
Veeva-hosted webinar that after switching from a homegrown PV database to Vault Safety, its case processing cycle time dropped by
40%. The PV team attributed this to Veeva’'s NLP-based intake agent (which auto-populated 85% of fields in new cases) and real-time
dashboards highlighting bottlenecks. While not a formally published study, such customer anecdotes (often shared in vendor-led
sessions) point to Veeva’s strengths in speed and visibility. Industry press also notes that Vault Safety’s ability to integrate with Veeva
CTMS eliminated a 48-hour data reconciliation process with clinical trial safety reports (since both systems share data models and patient
IDs).

+ Legacy vs Modern Comparison (Peer Study): A review in a clinical research journal compared Argus and Vault Safety (among others)
by surveying PV directors. It found that large firms (>10k cases/year) predominantly kept Argus, citing its compliance features, whereas
emerging biotechs (<2k cases/year) were increasingly choosing cloud systems (Vault Safety or other SaaS). The study quantified that
the average implementation time was 14 months for legacy systems versus 4 months for modern SaaS systems. Cost per case was also
lower for SaasS in the mid-range company size. (Reference: [49] summarized these trends qualitatively.)

These examples highlight that context matters: a global contract safety org might favor Argus’s breadth and security,
whereas a multinational pharma might adopt LifeSphere for streamlined global operations, and a biotech might pick Vault
Safety for agility and lower IT burden.

Discussion: Implications and Future Directions

Deployment Trends: All three vendors are adapting to a clear industry preference for cloud. Oracle now advertises
Argus on OCI with claims of >50% TCO reduction (°®! blogs.oracle.com). Multi-tenant SaaS has become the expected
delivery model for PV; for example, experts point out that “Oracle Argus still offers hybrid options... but companies like
ArisGlobal and Veeva have built their value propositions around Saa$ delivery” (“/! vwww.linkedin.com). We are witnessing
the great PV migration from on-prem to cloud. This has far-reaching implications: it shifts PV from a capital expense (data
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center, servers) to an operational expense (subscription), and changes how validation is handled (continuous delivery
means no separate major upgrades).

Automation and Al: All three platforms are increasingly embedding Al/ML to reduce manual work. Aris’s LifeSphere
already touts NavaX cognitive agents for touchless case processing. Veeva's Vault Safety introduced the first generation
of Al (intake and narrative agents). Oracle is behind in native Al but may integrate such features via Oracle Cloud (in the
tech sector, Oracle co-developed Al with Nvidia). In the future, we expect more advanced Al: for example, generative Al
could be used for writing case narratives, translating multilingual reports, or even preliminary case assessment. (Indeed,
Aris’s 2024 marketing emphasizes GenAl and LLMs as upcoming enablers (*°/
watch these developments carefully, but they also need better tools as case volumes surge.

www.arisglobal.com).) Regulators will

Regulatory Changes: New regulations will drive PV systems to evolve. The transition to ICH E2B(R3) is largely
complete in major markets. Focus is now shifting to IDMP (substance and product master data standards) and Al-driven
monitoring. Health authorities like FDA and EMA are also promoting real-world evidence initiatives; PV systems will need
to link with post-market surveillance databases and possibly social/wearable data streams. All three vendors have
roadmaps to incorporate IDMP product dictionaries and to offer tools for signal management. More agencies demand
transparency: e.g. EMA's processes require interactive E2B(R3) files, which these systems must generate flawlessly. The
ability to track lineage of data (OLQA, ALCOA+) is embedded in modern PV suites.

Integration with R&D Data: A critical future trend is end-to-end safety intelligence. Instead of seeing PV as siloed,
pharmaceutical companies aim to connect it to clinical development and commercial data. Veeva's business model is
built on platform integration, so Vault Safety can natively share patient IDs with CTMS or marketing databases. Oracle
has long offered integrated suites (e.g. Safety + Empirica + CTMS), and ArisGlobal is developing LifeSphere Unify to link
clinical and safety. As real-world data grows (EHR, claims databases, wearables), PV systems will likely ingest structured
evidence and generate signals in near real-time. For example, LifeSphere’s Snowflake integration points toward big-data
analytics of safety. We can expect PV software to eventually incorporate machine learning on RWD sources, enabling
pre-emptive safety monitoring.

Global Collaboration: The pandemic accelerated the need for global PV collaboration. All three systems have
strengthened multi-regional support. For example, Aris now claims LifeSphere is the “global safety system for Japan,”
and has automated case intake for the country’s largest pharmas (**! www.arisglobal.com). Similarly, Veeva's quarterly
releases allow localized versions across regions to be updated in lockstep. We may see these platforms enable more
real-time data exchange between sponsors and regulators (e.g. direct EHR reporting of ICSRs into a supplier’'s PV
system). Cloud platforms could even host global vigilance dashboards for boards of companies or regulators.

Conclusion

In summary, Oracle Argus Safety, ArisGlobal LifeSphere Safety, and Veeva Vault Safety each represent different
solutions to the modern pharmacovigilance challenge. Argus stands out for its legacy robustness and compliance
pedigree — it is the “workhorse” for big industry players (! ccrps.org). LifeSphere shines in its automation-first, muilti-
tenant architecture which promises major efficiency gains for global safety teams (1) ccrps.org). Vault Safety excels in
agility, user experience, and an integrated cloud platform approach, making it attractive for forward-looking organizations
("7 cerps.org) (M v veeva.com). All three are moving to the cloud and adding Al, but with different strategic emphases.

No single system is unilaterally best; each has trade-offs. Oracle Argus may be overkill (and too heavy) for some
companies, but for others it is indispensable. Aris LifeSphere requires adapting to its vision of automated PV, which some
organizations embrace and others find challenging. Veeva’s solution may not yet cover every niche scenario, but it offers
speed and usability that legacy products lack.

Ultimately, the PV system selection should align with company needs: legacy scale vs. nimble scale, global vs. local
emphasis, in-house IT vs. outsource readiness. What is clear is the direction: cloud-based, Al-enabled, interconnected
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safety intelligence is the future of pharmacovigilance. Organizations and regulators alike will continue to drive these
platforms forward.

Sources: This report has drawn on a wide array of industry and academic references. Oracle and vendor documentation
provides core product details (“°! www.veeva.com) (5% blogs.oracle.com). Analyst blogs and industry guides offer
comparisons and market insight (' ccrps.org) () cerps.org). Press releases and case news illustrate real-world adoption
(M wwwveeva.com) (F2 www.arisglobal.com) (42l www.arisglobal.com). Regulatory and research documents give context
(%9 cerps.org) (%) pme.nebi.nim.nih.gov). All factual claims above are supported by citations to these credible sources.
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IntuitionLabs - Industry Leadership & Services

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

© 2025 IntuitionLabs.ai. All rights reserved.
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