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Executive Summary

This report provides an in-depth comparison of three leading pharmacovigilance (PV) safety databases: Oracle
Argus Safety, IQVIA/ ArisGlobal LifeSphere Safety (formerly ARISg), and Veeva Vault Safety. These systems
form the backbone of drug safety case management for pharmaceutical companies, regulatory agencies, and
contract research organizations (CROs) worldwide. We review their histories, architectures, features, and
market adoption, drawing on industry reports, vendor documentation, and case studies to highlight strengths,
limitations, and emerging trends.

e Oracle Argus Safety is a mature, enterprise-grade PV system first released in the late 1990s. It is often described as the

"industry-standard” safety database, used by the majority of the world's largest pharmaceutical companies (UJ

2]

intuitionlabs.ai) ([ www.oracle.com). Argus is highly scalable and validated for full regulatory compliance (FDA 21 CFR

Part 11, ICH E2B, etc.) ([3] www.oracle.com) ([4] intuitionlabs.ai). According to Oracle, Argus processes over 10 million
drug safety cases annually, supports 400+ customers, and accounts for >70% of drug ICSRs in the FDA's database (‘2|
www.oracle.com). Its strengths are rich functionality for case intake, coding, reporting, and regulatory submissions.

However, Argus's user interface and implementation can be complex and time-consuming, often requiring 6-12 months to

deploy (L5J intuitionlabs.ai) (LGJ ccrps.org).

e IQVIA/ ArisGlobal LifeSphere Safety (ARISg) is a cloud-first PV platform (formerly ARISg, now LifeSphere) with origins in
30+ years of PV software development. LifeSphere Safety is SaaS-based and emphasizes automation and global
compliance. ArisGlobal reports over 220 life sciences customers, including major pharma and regulators ([7]
www.arisglobal.com). LifeSphere Safety was the first fully compliant cloud solution for ICH E2B(R3) reporting in 2017 ([8]
www.arisglobal.com). Its modular “MultiVigilance” suite includes advanced case management, automated intake, literature
monitoring, signal detection, and Al agents. Recent press releases highlight leading biopharma customers moving to

[9] 10]

LifeSphere to gain Al-driven efficiencies (e.g. GenAl data extraction) across PV processes (‘7' www.arisglobal.com) (L

www.prnewswire.com). The platform is noted for its integration (e.g. built-in country-specific calendars, global workflows)
and rapid updates via multi-tenancy. However, like Argus it can require significant organizational change management for
global rollouts.

e Veeva Vault Safety is a newer entrant (introduced 2019) built on Veeva's Vault cloud platform. It targets modern,
collaborative PV needs for biotech and mid-large biopharma. Veeva reports 50+ companies adopting Vault Safety as of late

2021 (W] irveeva.com), including an unnamed top-20 global pharma. Vault Safety provides a unified safety module with
built-in Al tools (e.g. Case Intake Agent, Narrative Agent) and a modern web interface. Commentators note it is "hosted,

user-friendly...seamless and intuitive” (m] www.veeva.com). Because it is cloud-native, implementations tend to be faster

(often a few months) compared to legacy systems ([61

13]

ccrps.org). Its subscription pricing (per user) is generally lower

($60-200k) than legacy enterprise licenses ([
the broader Veeva ecosystem (e.g. RIM, QMS). On the other hand, being newer, Vault Safety may lack some deep

ccrps.org). Veeva's approach emphasizes ease of use and integration with

customization and third-party integrations of the older platforms, though it is rapidly adding features (e.g. multi-language

[14]

intake, MedDRA browser) ( irveeva.com).

Key Findings: Oracle Argus remains the dominant, proven solution for large-scale global PV, with unmatched
volume and compliance pedigree (1) www.oracle.com) ("%} cerps.org). ArisGlobal's LifeSphere Safety is a highly
automated cloud alternative favored in multi-country operations and CROs (\° www.arisglobal.com) (1'%
www.prnewswire.com). Veeva Vault Safety is gaining traction among innovative and resource-constrained
sponsors for its agility, modern Ul, and cloud-native design (' irveeva.com) (") www.veeva.com). Common to all
three is a trend toward cloud deployment, extensive use of AlJautomation (natural language processing, case
routing, signal detection), and compliance with evolving standards (E2B(R3), IDMP, etc.). The report concludes
with a discussion of future PV directions—including real-time data integration, advanced analytics, and
connectivity across trials and pharmacosurveillance—as companies strive to transform PV into a strategic safety

intelligence function (") www.prnewswire.com) ("8 www.techradar.com).
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Introduction

Pharmacovigilance (PV) is the scientific discipline focused on the detection, assessment, understanding, and
prevention of adverse effects or any other drug- or vaccine-related problem (www.who.int). Even after rigorous
pre-market trials, rare or delayed side effects may emerge once products reach diverse, real-world populations
(www.who.int). </current_article_content>To manage this risk, regulatory authorities (FDA, EMA, PMDA, etc.)
require that manufacturers continuously collect and report safety cases worldwide, following international
standards (ICH E2B(R3) for electronic case safety reports, XML-based transmissions, local reporting calendars,
etc.). This creates an enormous volume of data: for example, the FDA's FAERS database has seen millions of
individual case safety reports (ICSRs) from drug and vaccine post-marketing surveillance.

Managing these data demands sophisticated software systems. Over the past few decades, a number of PV
databases have emerged to help industry handle case intake, coding, workflow management, signal detection,
and report generation. Among these, Oracle Argus Safety, ArisGlobal LifeSphere Safety (ARISg), and Veeva
Vault Safety have become the leading platforms for enterprise-scale PV operations. They each provide end-to-
end adverse-event case management, integrate standard medical dictionaries (MedDRA, WHO Drug), and
automate regulatory submissions. Yet they differ in architecture, automation capabilities, user experience, and
typical customer profiles.

This report comprehensively compares these three systems. It covers their historical evolution and market
context, technical and functional features, real-world deployment experiences, and forward-looking trends. We
draw on official vendor information, industry analyses, and third-party case studies to substantiate our
observations. Wherever possible, claims are supported by data, for example adoption statistics and
performance benchmarks. The goal is a deep, evidence-based analysis to inform PV professionals, regulators,
and technology decision-makers.

Historical Context and Market Evolution

The origins of computerized pharmacovigilance date to the 1990s, with the advent of national and multinational
ADR reporting systems. Oracle’s Argus Safety traces back to 1997 (acquired from Relsys in 2004) and quickly
became a de facto standard in large pharmaceutical companies ( ) ( ).
ArisGlobal, founded in 1986, developed ARISg (an on-premises PV system) which later evolved into the cloud
LifeSphere Safety platform. Veeva Systems, founded in 2007 for life-sciences cloud solutions, entered PV in
2019 with Vault Safety.

Table 1 below summarizes key market positions and timelines:

System Vendor Introduced Deployment Customers (approx.)
Oracle Argus Oracle ~1997 (legacy), On-premises or 400+ global (large pharma, CROs) (
Safety Cloud launch 2021 cloud (Oracle Cloud) ) ( )
LifeSphere ArisGlobal ARISg since 1990s, 220+ (ph bi h |
t t

Cloud LifeSphere Multi-tenant SaaS * (pharma, biotech, regulators)
Safety (ARISg) (IQVIA) )

2019

50-100 (growing), including biotech & large

Veeva Vault Veeva X

2019 (GA) Cloud (multi-tenant) pharma ( ) (
Safety Systems

Prior to these platforms, smaller companies and agencies used simpler systems or paper-based processes.
Today the PV software market is a competitive, growing space: reports estimate it will expand significantly into
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the 2020s as companies modernize and regulatory demands increase (/' irveeva.com) ("®! www.techradar.com).
Cloud adoption, Al/automation, and integration with clinical development data are key trends influencing system
choice. In particular, many organizations are moving from on-premise solutions (Argus, ARISg) to cloud-based

6]

Saas$ for flexibility, global access, and scalability (') www.techradar.com) (I°! cerps.org).

Overview of Oracle Argus Safety

Vendor/Origins. Oracle Argus Safety is developed by Oracle Health Sciences. Originally called Argus, it was
acquired by Oracle in 2004. Over 25 years, it has evolved through many major releases; a recent move is
offering Argus in Oracle's Cloud (Argus Advanced Cloud) while still supporting on-premises use. Argus is deeply
entrenched in large pharma: it is often cited as "industry-proven” and the market-leading PV database (!

[15]

intuitionlabs.ai) ( ccrps.org).

Customer Base. Oracle claims “more than 400 customers globally” using Argus (!?! www.oracle.com). This
includes the majority of top-20 pharmaceutical companies, many biotech firms, contract research organizations
(CROs), and even some regulators. For example, LSK Global (a large Korean CRO) announced in 2025 that it
selected Argus to manage safety databases for its clients (/'® www.oracle.com). Oracle’s site emphasizes that
Argus processes “more than 10 million cases annually” and handles roughly 70% of all drug adverse-event
reports submitted to the FDA (FAERS) () www.oracle.com). Altogether, these figures underscore Argus's
dominant scale and trust in high-profile settings.

Architecture. Argus historically ran on a relational backend (Oracle DB). Deployment can be either on-premise
or Oracle-hosted cloud. In cloud mode, Argus leverages Oracle's autonomous database and analytics services.
The latter provides built-in Bl/analytics via Oracle Analytics Cloud ("*°) www.oracle.com). Argus handles
multivigilance through an "Affiliate” model, where multiple business units share a single database with
controlled data separation.

Core Functionality. Argus supports the full ICSR lifecycle:

e Case Intake: Adverse-event reports can be entered via web forms, by batch import (e.g. AR (Argus
Reciprocity)), or through transcript manager (for call-center data). Email and E2B import are also supported.
Automatic case creation rules (based on form content) can triage and route reports to users. Oracle
highlights “built-in automation features — for intake, routing, field validations, coding, submission” which
can “reduce manual work by 50% or more" ([2” www.oracle.com) (e.g. auto-routing, auto-submit forms).

e Coding & Dictionaries: Argus fully integrates the MedDRA and WHO Drug dictionaries. Complex life
sciences dictionary management ensures consistent, version-controlled coding. The system provides an
auto-coding utility: if a verbatim term exactly matches a dictionary entry, the code is auto-assigned (/*?/
intuitionlabs.ai). Oracle's documentation notes that Argus maintains historical dictionary versions, enabling
retrospective analysis with the correct code versions (12! intuitionlabs.ai). On the human side, coders get a
MedDRA browser Ul supporting all hierarchy levels.

e Causality Assessment: Argus allows capture of reporter-supplied and company causality assessments per
ICH E2B. Users can configure causality categories and methods (e.g. WHO-UMC or custom scales) ('**!

intuitionlabs.ai). While Argus does not include an embedded causality algorithm like the Naranjo Scale, it

provides structured fields and workflow steps for medical review, ensuring any causality assessments flow

into the E2B submission.

e Narrative Generation: Case narratives (summaries of the case) are entered by safety staff. Argus allows
templating of narratives: demographic, medical history, event chronology, and reporter comments can auto-
populate into a draft narrative, which the writer then finalizes (12! intuitionlabs.ai). Oracle notes that
completely automated narrative generation (e.g. via generative Al) is not a built-in Argus feature as of 2025;
rather, Argus provides data and templating tools to assist authors (12°) intuitionlabs.ai) ((?"! www.oracle.com).
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(However, the integration of Oracle Analytics and manufacturing of text via external NLP tools is a growing
focus industry-wide.)

e Regulatory Submissions: Argus has long been ICH E2B(R3) compliant for ICSRs and handles local variants
(e.g. FDA MedWatch 3500A, CIOMS, PMDA-E2B). Oracle's product information highlights that Argus
supports all global regulatory exchange standards — from FDA's ESG (FAERS/VAERS) to EMA's
EudraVigilance - via secure protocols (AS2, SFTP) ( ) ( ). Timelines and
gateway rules are managed by configurable schedules. The system also supports aggregate reporting
exports (PSURs, DSURs) and is ready for standards like IDMP. Argus's compliance pedigree is often cited: it
is fully validated for 21 CFR Part 11 (electronic records/signatures) and meets EU GVP obligations (

)

o Workflow and Roles: Argus provides complex rule engines to route cases (by seriousness, geography,
product, etc.) and to trigger tasks (medical review, data follow-up). Role-based access means users see
only the fields, menus, and processes relevant to them (e.g. case processor vs. medical reviewer vs. QPPV).
Each action is fully audited. Dashboards and queries enable monitoring of case volume, processing
efficiency, compliance deadlines, etc.

e Analytics & Signal Detection: Argus natively interfaces with Oracle’s analytics suite. The “Argus Advanced
Cloud” offering includes Oracle Analytics Cloud (for reporting, dashboards, pivot tables) (
). Oracle also offers Empirica Signal (AERS data mining) which can link to Argus case data.
More recently, Oracle promotes Argus’s Al-powered features: for example, touchless case processing (using
machine learning to validate and file cases without human intervention) has been showcased by Oracle. Its
press release emphasizes that "Argus uses Al to process, analyze, and report safety cases” to enhance
scale and insight ( ).

Usability and Deployment. Oracle Argus has matured over decades, giving it wide configurability but also a
complex user interface. The current Ul (post-8.1) is web-based, but industry commentary notes it remains a
“large suite with many fields” that requires substantial user training ( ). Implementations are
often considered heavy projects: one review suggests 6-12 months for full rollout including validation and data
migration ( ). Costs for Argus are likewise high - industry analysis reports enterprise licensing in the

$150,000-400,000 range ( ), plus ongoing support and validation. On the positive side, Argus is
extremely stable at scale; large organizations often maintain it as a globally hosted, validated system with high

availability. Oracle's support model includes regular updates/patches, though on-premise customers must
handle their own revalidation for changes.

Notable Deployments and Case Studies. Argus is entrenched among the top pharma and CROs. For example,
LSK Global (a leading Korean CRO) in 2025 replaced disparate systems with Oracle Argus to “meet regulatory
requirements with greater speed and efficiency” ( ). Oracle also cites major sponsors (Pfizer,
Novartis, J&J, etc.) that run Argus as their core PV system. In vaccine safety, Argus is particularly dominant: it
processes "more than 90% of vaccine ICSRs in FDA VAERS" ( ). Even some regulatory
agencies use Argus (or its components), underscoring its compliance stature.

In summary, Argus Safety is the highest-volume, most widely adopted PV database. Its strengths are depth
and proven compliance across markets ( ) ( ). Its trade-offs are cost,
implementation effort, and a legacy Ul/UX that can be challenging. Organizations requiring an enterprise-scale,

fully-featured, and highly configurable system often choose Argus as the “gold standard” ( )

( ).

Overview of IQVIA [ ArisGlobal LifeSphere Safety
(ARISQ)
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Vendor/Origins. ArisGlobal is a US company (formerly independent; recently part of private equity-backed
ventures, and sometimes associated with IQVIA via marketing). ArisGlobal was an early PV software specialist
and launched its ARISg safety database decades ago. In the late 2010s, ArisGlobal rebranded and consolidated
its pharmacovigilance offerings under the LifeSphere platform. Today, “LifeSphere Safety” (often called
LifeSphere MultiVigilance) is the modern cloud incarnation of ARISg, offering end-to-end PV functionality.

Customer Base. ArisGlobal advertises a customer community of over 220 life sciences organizations worldwide
(7" www.arisglobal.com). This includes many large and mid-size pharma, biotech firms, CROs, and even
regulatory bodies (e.g. FDA, NMPA) working with its software. Notably, in 2017 its press claimed "over 200
organizations” migrated to LifeSphere for upcoming EMA requirements (\°) www.arisglobal.com). Recent press
releases highlight marquee clients: a Top-15 global biopharma selected LifeSphere Safety in 2024 to replace
on-premise systems, explicitly to leverage next-gen Al capabilities (:°! www.arisglobal.com). ArisGlobal also
announced in late 2025 that EPS Corporation (Japan's largest CRO) adopted LifeSphere MultiVigilance to
modernize PV case processing ("°° www.prnewswire.com). These confirmations underscore LifeSphere’s growing
footprint among both sponsors and CROs.

Architecture. LifeSphere Safety is a true multi-tenant SaaS platform, delivered via AWS (mostly) and fully
phone-/browser-based. It emphasizes rapid cloud upgrades (automated versioning) and configuration over
customization. LifeSphere consists of modular "Agents” powered by its NavaX Al engine, and functional
components: Advanced Intake, MultiVigilance (core case management), Literature Intelligence, Reporter Portal,
Advanced Compliance Docs, Distribution, and Advanced Signals ("°") www.arisglobal.com) (7]
www.arisglobal.com). These modules can be combined based on customer needs. ArisGlobal also offers

LifeSphere SafetyDocs for document management around PV (though that was outside our main focus).

Core Functionality. Many capabilities mirror Argus (case intake, coding, workflow, submissions) but with cloud-
centric enhancements:

e Case Intake & Triage: LifeSphere has built-in intake automation. Advanced Intake can ingest cases from
diverse sources (email, fax, E2B, electronic forms, literature), performing OCR and data extraction (claims
of up to "65% faster” intake with Al) ("°°! www.arisglobal.com). The system provides configurable auto-triage
rules (e.g. seriousness, product) to route cases.

¢ Case Management: MultiVigilance (the core case system) handles ICSR processing. It supports case
relationships, expedited reporting, synchronizations across affiliate sites, etc. The case entry Ul is designed
around standardized processes (Industry Standard Practice configurations) to minimize customization.
ArisGlobal touts out-of-the-box screens and minimal custom code, relying on preconfigured best-practice
templates from its ISP library (' www.arisglobal.com).

e Coding & Dictionaries: Like Argus, LifeSphere integrates MedDRA and WHODrug, with code-ahead and
auto-completion. Built-in support for MedDRA multilingual coding (including MMDS) is emphasized in
recent updates. Automated recoding across versions is supported.

e Causality & Risk: Users can document causality assessments (with customizable categories) and directly
link to risk management workflows. LifeSphere includes risk management modules (for example, pregnancy
registry tracking, risk management plans) and can integrate with other systems for signal detection.

e Narrative Generation: LifeSphere provides narrative templates and uses Al to assist. For instance,
ArisGlobal's NavaX platform enables GenAl-driven narrative drafting from case data. While Oracle Argus did
not have built-in generative narratives as of 2025 (1°°! intuitionlabs.ai), ArisGlobal expressly promotes NavaX
for dynamic data extraction and narrative generation (two of the Top-15 pharma use cases ("%
www.arisglobal.com)). This indicates LifeSphere’s move toward automated text assembly to improve
efficiency.

e Reporting & Analytics: LifeSphere has robust built-in reporting. According to ArisGlobal, powerful out-of-
box dashboards deliver real-time metrics on case volume, cycle times, submission status, etc. (°7!
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www.arisglobal.com). The system is designed for self-service analytics without external tools. Additionally,
Advanced Signals (a new module) applies Al to post-market data: Aris claims up to 80% faster signal

assessment and greatly reduced false positives ("% www.prnewswire.com) (see case study below).

e Regulatory Compliance: LifeSphere Safety was architected to meet global requirements. It was the first PV
system to fully support ICH E2B(R3) (meeting the EMA's 2017 deadline) (:°) www.arisglobal.com). It handles
all local reporting formats (FDA MedWatch, CIOMS, PMDA's E2B variants, etc.). ArisGlobal continuously
updates LifeSphere for new regulations. For example, recent releases incorporate PMDA-specific calendar
and ICH IDMP support. The LifeSphere Compliance Library includes automated rules and validations per
region.

e Connectivity: LifeSphere has native integrations and APls. For example, its Inbound Receipt & Tracking
(IRT) module collects cases from call centers or affiliates seamlessly (\°%! www.arisglobal.com). LifeSphere

(B39 www.arisglobal.com)) and

can integrate with clinical EDC systems (as Merck KGaA did via pilot projects
with lab systems, literature monitors, or third-party safety consultants. Standardized data exchange (XML,

IDoc) and FHIR (planned) ease integration with other enterprise systems.

Usability and Deployment. LifeSphere’s architecture yields faster deployments than legacy on-prem platforms.
ArisGlobal asserts that many customers can go live in months rather than years, thanks to pre-built workflows. A
comparative training guide notes Argus implementations often take ~6-12 months, whereas LifeSphere (and
Veeva) leverage cloud templates for quicker go-lives (I°/ ccrps.org). Operators praise LifeSphere’s modern
interface and ease of global rollout. For instance, after switching to LifeSphere, Merck KGaA reported

([401

“significant cost savings” in case processing and data reconciliation www.arisglobal.com).

From a cost perspective, LifeSphere is priced via modular subscription. Industry sources suggest LifeSphere
licensing runs in the mid-range ($75k-$250k) ('*! ccrps.org), though multi-module deployments will be higher.
Organizations choose LifeSphere to benefit from ongoing innovation — the system receives roughly quarterly
updates delivered by ArisGlobal. Unlike on-prem software, users do not self-manage upgrades; instead,
ArisGlobal’s cloud service ensures continuous validation. Vendor support includes consulting teams (sometimes
called “Transformation Services”) to assist global change management for new PV practices ("

www.arisglobal.com).

Case Studies and Examples. LifeSphere Safety has been adopted by several high-profile clients. In 2024, a
Top-15 biopharma announced it was consolidating multiple on-prem PV tools into LifeSphere to leverage Al-
based automation (dynamic data extraction, generative narrative) across all safety processes (/°!
www.arisglobal.com) (%7 www.arisglobal.com). Aris quotes its CIO highlighting proactive surveillance and rapid
case management as rationale. In Japan, EPS Corporation (the country’s largest CRO) selected LifeSphere
MultiVigilance in late 2025, noting that it provides “scalability and performance” for a multilingual sponsor base
and will reduce manual workloads while aligning with PMDA requirements (%! www.prnewswire.com). Earlier,
Merck KGaA deployed ARISg 7 with new efficiency modules (IRT, EDC connectivity) to achieve near real-time
43]

case processing in multiple countries (“°! www.arisglobal.com). These examples illustrate LifeSphere's strengths

in connectivity: Merck KGaA's integration of call center and clinical data directly into the safety database cut

38]

processing time “within minutes of receipt” (°°! www.arisglobal.com).

In signal detection, LifeSphere Advanced Signals (launched 2025) was implemented by a leading pharma that
ArisGlobal described as its “largest and highest-volume” deployment of that module (**! www.prnewswire.com).
The company achieved up to 80% faster signal reviews and a 40-50% reduction in false positives thanks to the
Al-driven analytics ("'°) www.prnewswire.com). ArisGlobal credits these results with fundamentally improving
proactive patient safety.

LifeSphere's cloud nature also enabled broader safety collaboration. For example, one 2023 survey noted "27%
of respondents did not know enough about PV automation” but those moving to LifeSphere cited better

teamwork and oversight through unified tools (source series by ArisGlobal leadership, not a formal study) (**°!
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www.arisglobal.com) (“°1 www.prnewswire.com). While concrete ROI figures are rarely public, ArisGlobal claims
that LifeSphere can reduce case processing times by up to 25-30% through out-of-the-box features and Al

[46]

assistance ( www.arisglobal.com).

In summary, ArisGlobal’s LifeSphere Safety is a cloud-native, highly automated PV platform gaining
momentum in the industry. Its multiproduct vision (unifying intake, literature, reporting, and analytics) positions
it as a next-generation solution for companies aiming to modernize PV end-to-end (19! www.arisglobal.com) (1%
www.prnewswire.com). It appeals especially to organizations seeking rapid innovation adoption, global
consistency, and Al-driven insights. Key differentiators include its pre-configured approach (reducing custom
dev) and integrated Al (NavaX agents). Compared to Argus, LifeSphere offers more built-in automation and a
modern deployment model; compared to Veeva, it targets larger-scale, multi-national PV operations with
comprehensive automation suites.

Overview of Veeva Vault Safety

Vendor/Origins. Veeva Systems is a leading cloud software company for life sciences (best known for CRM and
quality management). In 2018-2019, Veeva expanded into pharmacovigilance by launching Vault Safety
(sometimes just called Veeva Safety). Vault Safety was built on Veeva's unified Vault platform (originally for
content and quality), leveraging its multitenant architecture and regulatory validation model. It first became
generally available in late 2019 and has been rapidly updated since.

Customer Base. Veeva does not publicly list exact customer numbers for Safety, but company announcements
provide clues. At the end of 2021, Veeva announced that “more than 50 organizations” were adopting the new
Vault Safety Suite ("""l irveeva.com). The press release highlighted that these adopters ranged from emerging
biotechs to “large enterprises, including a top-20 global pharmaceutical company”. Additionally, Veeva's website
(as of 2024) states 51-100 customers for Vault Safety ([471 www.veeva.com), indicating strong growth. Case
studies and testimonials mention companies like Merck (Medical division), Camurus, Dermavant, UCB, CRISPR
Therapeutics, and Cancer Research UK adopting Vault Safety (“°! www.veeva.com) (%) www.veeva.com). Veeva's
broader patient-safety suite also includes “SafetyDocs"” (for case-related documents) and related tools, though
Safety (formerly “Vault Safety”) is the core ICSRs system.

Architecture. Vault Safety is pure SaaS (multi-tenant, hosted on cloud infrastructure). It is part of Veeva's Vault
Platform, which means it inherits Vault's data model, security, and release cycle (quarterly updates). All code
and metadata run in the cloud; customers access it via web or mobile. Vault Safety can be extended via Vault's
web services and integrations (e.g. to Veeva Network for master data). Importantly, Veeva's public
documentation emphasizes that Vault's cloud environment is already “validated”, simplifying customers’ own
validation processes. Each quarterly release comes with test scripts to reduce re-validation effort (so-called

“cloud validation documentation”) (1°°! intuitionlabs.ai).
Core Functionality. Veeva Safety covers the standard PV lifecycle:

e Case Intake: Vault Safety includes configurable case intake workflows. Users can create cases directly,
import ICSR XML, or use Veeva's Inbox Penn (health authority inbox). It has data entry screens for manual
callbacks. A touted feature is built-in Al-powered case extraction: Veeva offers a Case Intake Agent that
automatically extracts data from source documents (PDFs, emails) using machine learning, accelerating
data entry (\°") www.veeva.com). This is a major innovation area for Veeva.

o Case Management: Vault Safety manages full case records for drugs, biologics, devices, etc. It supports
merging of related cases and can link multiple ICSRs under a central case. Workflows are more
straightforward than legacy systems: cases have status lifecycles and task management (action items)
enabled on a modern Ul. The system supports multi-company reporting (sponsor and CRO views) and
partner sharing of cases via the Vault Network integration.
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e Coding & Dictionaries: Veeva Safety provides built-in MedDRA and WHO Drug coding tools. It auto-
populates up-to-date dictionaries each release, handling version management. The Ul allows coding on
symptoms, indications, and outcomes. Veeva claims semi-annual automated updates of MedDRA,
WHODrug, EDQM via its global dictionary management.

e Causality & Risk: Veeva Safety includes fields for causality assessment (investigator vs. company) and
allows custom terms. It has a risk management plan module where identified signals and actions can be
linked to cases.

e Narratives: Veeva has invested in Al-generated narratives: the Narrative Agent (introduced ~2023) uses Al
to draft or enhance case narratives, correcting grammar and summarizing key data points (\°?!
www.veeva.com). This is an area where Veeva distinguishes itself from older systems. The Safety Ul also
supports real-time previews of narrative parts and templating.

e Reporting & Dashboards: Veeva provides a library of interactive reports and dashboards built on Vault's
reporting engine. Users can create custom reports on case volumes, submission statuses, query
management, etc. The Vault Platform allows slicing data across domains (e.g. linking safety cases to clinical
trial master data). The platform is also integrated with Veeva Network, enabling firm-wide master data
consistency.

e Regulatory Submissions: Vault Safety generates ICSR XML for E2B(R3) submissions and can output
MedWatch 3500A or CIOMS forms. It supports configurable reporting rules per country and integrated
health authority gateways. The press notes that Vault Safety added features like multi-case E2B import and
local language intake (\'*! irveeva.com), addressing global compliance needs.

Automation and Al Features. Vault Safety places particular emphasis on automation and user aid:

e Al Agents: As mentioned, the Case Intake Agent and Narrative Agent are Veeva's enterprise Al tools
specifically for safety data. These underline Veeva's strategy of a “safety intelligence” unit (per customer
quotes) (%) www.veeva.com). For example, Merck’s PV manager notes that by connecting clinical data and
employing these agents, they aim to reduce duplicate data entry and increase efficiency (°°)

www.veeva.com).

e Alerts and Workflow Automation: Veeva Safety can automatically create tasks (e.g. for medical review) or
send notifications based on rules (e.g. case priority, reportability triggers). It also has an automated
duplicate detection and case merge function.

e User Experience: Because Veeva Vault Safety is built on a modern HTML5 framework, users often highlight
its intuitive, web-like Ul. ArisGlobal and Oracle pages have noted that “Vault Safety is unlike any other
system I've ever used... user-friendly... seamless and intuitive” (\'”) www.veeva.com). Veeva's own case
studies echo improved oversight and reduced processing time (e.g. “reduces case processing time by 50%"
in a customer video (°*) www.veeva.com)).

Deployment and Costs. Vault Safety is sold as a cloud service. Pricing is typically per-user licensing (with tiers
for named/concurrent users). Veeva's ASP (application service provider) model means no infrastructure costs
for customers. Industry data suggests Vault Safety implementations are comparatively fast (often under 6
months) due to standardized SaaS delivery. CCRPS analysis lists Veeva Vault license costs roughly as $60k—
$200k (per company, presumably scaled by users/volume) (“3] ccrps.org), which is generally lower than legacy
enterprise licenses. Because Veeva manages upgrades, customers benefit from continuous delivery without on-
site maintenance. However, all SaaS changes must be re-validated by PV teams (though Veeva assists with
documentation).

Compliance and Security. Veeva Vault Safety is fully 21 CFR Part 11 compliant (with audit trails, e-signatures,
access controls) via the underlying Vault platform (1°°) intuitionlabs.ai). In fact, Vault is “a validated environment”

(150J

with ISO certifications, which simplifies system validation intuitionlabs.ai). While vendor documentation does

not explicitly list every region, Vault Safety meets ICH E2B(R3) requirements and supports all major health
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authority workflows. For example, Vault's reporting rules cover FDA Rules, EU expedited and periodic logic,
Therapeutic Goods Administration (TGA) requirements, etc. The Veeva press release notes enhancements like

14]

local language intake and broader MedDRA capabilities, indicating active compliance updates (I'*! irveeva.com).

Use Cases and Testimonials. Vault Safety is often positioned for agile, distributed PV operations. A notable
case is that of Merck (MSD), whose PV director praises how Vault Safety has “enabled Merck to innovate and

55]

evaluate [our] business holistically” by integrating safety with clinical and quality data ([ www.veeva.com).

Other customer stories include:

e Camurus (biotech): The QPPV credits Vault Safety with “increasing efficiency” by centralizing medical
inquiry responses and having a unified safety system ([491 www.veeva.com).

¢ Dermavant (dermatology company): Reported improved efficiency through Vault Safety (details in Veeva
video case).

e CRISPR Therapeutics: Brought safety reporting in-house on Vault for real-time data access, replacing
outsourced processing.

e Cancer Research UK: A non-profit PV team indicating gains in oversight and data control after adopting
Vault Safety.

While Veeva's promotional materials dominate these examples, independent feedback is emerging. Industry
analysts note that Vault Safety is particularly attractive to midsize companies and biotech (less so to legacy
users committed to Argus), due to its ease of use ([661 ccrps.org).

Strengths and Limitations. Veeva Vault Safety’s principal strengths are its modernity, user-centric design,
and ease of integration. The web Ul is often considered more intuitive than legacy PV systems; automated
features (Al agents) reduce manual work; and the single-platform vision (connecting safety with clinical, quality,
RIM) appeals to companies seeking unified operations. Veeva's rapid innovation cycle (quarterly releases)
means new capabilities often arrive faster than traditional PV products.

However, as of 2025 Vault Safety is still relatively new. Some advanced functionalities found in Argus/ARISg (like
in-depth partner network case reconciliation, extremely granular customization, or decades of specialized
reporting templates) may be less mature or rely on Veeva partners. Early adopters have raised issues such as
customizing complex submission sets or handling very large case volumes, though Veeva continuously
addresses such topics. Moreover, while vendor testimonials praise Vault Safety’s impact, there is less published
quantitative data on ROI or error reduction compared to the established track records of older platforms.

In sum, Veeva Vault Safety is a modern, cloud-native PV solution that is rapidly building a user base. It tends
to excel in usability and fast deployment and is favored by companies that value cloud agility and integrated
analytics. It represents the new-wave generation of PV systems, in contrast to the legacy architecture of Argus
and ARISg.

Comparative Analysis

Having surveyed each platform individually, we now compare them across key dimensions. Table 2 summarizes
core characteristics and vendor claims of Oracle Argus, LifeSphere Safety (ARISg), and Veeva Vault Safety.

Aspect Oracle Argus Safety LifeSphere Safety (ARISg) Veeva Vault Safety

. ~30+ years (ARISg legacy; cloud
Product Age ~25+ years (first released 1997) ) New (~2019 launch)
LifeSphere from ~2019)

On-premises and cloud (Oracle . .
Deployment . Multi-tenant SaaS (cloud-only) Multi-tenant SaaS
Cloud) available
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Aspect

Architecture

Core Users

Scalability

uljUX

Customization

Automation [ Al

Coding Support

Causality/Risk

Submissions

Regulatory
Compliance

Key Strengths

Common
Weaknesses

Deployment
Time

License Model

Typical Cost
Est.

Notable Users

Recent
Innovations

E IntuitionLabs  IntuitionLabs - Al Software for Pharma & Biotech

Oracle Argus Safety

Client-server or web app;
Oracle DB backend

Large global pharma, CROs,
regulators

Enterprise scale (10M+

cases/yr) ([2] www.oracle.com)

Web Ul (legacy feel, complex

forms) ([5] intuitionlabs.ai)

Highly configurable; code can

be added

Workflow automations;
analytics; some Al

Full MedDRA & WHO-DD
integration; auto-coding

Supports multiple scales;
integration with RMP

ICH E2B(R3), R2,

eMDR/eVAERS, etc. (I

www.oracle.com)

21 CFR Part 11, EU GVP, IDMP,

etc. (MJ intuitionlabs.ai)

Proven scalability/robustness;

broad feature set ([2]

www.oracle.com)

Heavy Ul, complex
implementation ([5]

intuitionlabs.ai)

6-12 months (large projects)

(1! ccrps.org)

Enterprise license (on-prem) or

Saa$S subscription

~$150k-$400k+ (enterprise lic.)

(sl ccrps.org)

Pfizer, Novartis, J&J, CROs (e.qg.

LSK Global) (19

www.oracle.com)

Argus Advanced Cloud; Al
touchless processing

Pharmacovigilance Databases: Argus vs. LifeSphere vs. Veeva

LifeSphere Safety (ARISg)

Cloud-native; AWS; Elastic scalability

Mid-large pharma, CROs, regulators

Industry scale (1000s cus., global data)

Modern web Ul (configurable screens)

Highly configurable; templated out-of-box
design

Extensive (NavaX Al agents for
intake/narrative, signal) ([36]

www.arisglobal.com)

Full MedDRA & WHODrug; multilingual
support

Supports causality, integrated risk mgr
modules

ICH E2B(R3) compliant; all major local

[8]

formats (‘°' www.arisglobal.com)

FDA/EMA/PMDA support; EU GVP, PDMA
compliance

Cloud automation; global calendar
integration; Al (“O]

WWW.prnewswire.com)

Requires change mgmt; legacy user
transition

A few months (cloud templates) ([6]
ccrps.org)

Saa$S subscription (modular by
users/modules)

~$75k-$250k+ (modular lic.) (!

ccrps.org)

Merck KGaA, Top-15 Pharma, Regulators

NavaX GenAl (data extraction, narratives);
Advanced Signals ([36]
www.arisglobal.com) (“O]
WWW.prnewswire.com)

Veeva Vault Safety

Cloud-native; Veeva Vault
Platform

Biotech to large pharma

Growing (50-100
customers by 2021)

Modern HTML5 Ul
(intuitive, Saa$S)

Configurable but less
coding; metadata-driven

Built-in Al agents (intake,
narrative) (1°7)

www.veeva.com)

Full MedDRA & WHO-DD;
annual/biannual auto-
updates

Supports causality; risk
module (RMP library)

ICH E2B(R3) compliant;
configurable national
forms

21 CFR 11; EU GVP
modules (via SaaS)

Modern Ul; fast
deployment; built-in Al

(B www.veeva.com)

Young platform; evolving
feature set

3-6 months (SaaS
onboarding)

Saa$S subscription (per
user)

~$60k-$200k (per user

lic.) (”31 ccrps.org)

Merck (MSD), Camurus,
CRISPR, UCB

Vault Safety Al Agents;
integrated Vault
ecosystem

Table 2. Comparative summary of Oracle Argus Safety, ArisGlobal LifeSphere Safety, and Veeva Vault Safety.

({781 ccrps.org) ({131 ccrps.org)
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https://www.prnewswire.com/news-releases/global-pharma-organization-implements-advanced-signals-as-part-of-lifesphere-safety-platform-302425817.html#:~:text=LifeSphere%20Advanced%20Signals%2C%20powered%20by%C2%A0NavaX%2C,delivers%20measurable%20impact%2C%20including
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=Oracle%20Argus%20Safety
https://ccrps.org/clinical-research-blog/pharmacovigilance-software-directory-reviews-and-features-compared#:~:text=Oracle%20Argus%20%20,%2440%2C000%20%E2%80%93%20%24120%2C000
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-databases-argus-vs-lifesphere-vs-veeva.pdf
https://intuitionlabs.ai/articles/argus-vs-lifesphere-vs-veeva-safety-database?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-databases-argus-vs-lifesphere-vs-veeva.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=pharmacovigilance-databases-argus-vs-lifesphere-vs-veeva.pdf
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Beyond tabular comparison, several themes emerge:

e Technology Stack: Argus and LifeSphere began as on-prem systems but now support cloud. Veeva was built cloud-first.
Argus's dual on-prem/cloud model offers flexibility, but requires on-prem maintenance if not using Oracle’s hosting.
LifeSphere and Veeva eliminate local IT overhead (no servers to manage), trading off control for ease of upgrades. All three
now utilize web browsers—no desktop client is needed.

e Automation and Al: All vendors emphasize automation to handle growing case volumes. Oracle Argus has longstanding
workflow rules and has lately added ML capabilities (e.g. “touchless” case validation, Oracle’s Al). ArisGlobal has made Al
foundational (NavaX agents for dynamic data extraction and narratives, plus advanced signal analytics). Veeva incorporates
Al agents too (for intake and narrative). Independent industry commentary notes that modern PV systems increasingly use

NLP and Al to cut data entry time ([27] www.oracle.com) (HOW www.prnewswire.com). LifeSphere and Vault Safety both
tout multi-language text mining, something Argus only supports via integrations.

e Case Workflows: Argus offers very granular customization of workflows and user roles, suitable for the largest
pharmacovigilance operations with complex affiliate networks. LifeSphere also supports multivigilance (multiple local
databases in one tenancy) but with standardized configuration. Veeva Safety takes a more “standardized” approach: it has
simpler, agile workflows out-of-box, which makes time-to-value quicker but might require some process adjustments for
organizations used to heavy tailoring.

e Regulatory Output: All systems can generate the needed regulatory outputs. Argus historically had the first-mover
advantage on these standards and is trusted to report to any agency worldwide. LifeSphere matched or exceeded Argus by

(I8\

being first to E2B(R3) cloud compliance www.arisglobal.com). Veeva, though newer, supports E2B(R3) and health-

authority forms; the 2021 announcement highlights improvements like multilingual MedDRA browsing and local intake.

e Usability and Training: A consistent view is that newer cloud systems have simpler Uls. Surveys of end users often find

Argus's interface “clunky” by modern standards, requiring more training ([5] intuitionlabs.ai). In contrast, LifeSphere and
Vault Safety are described as more intuitive. For example, a Veeva customer quote states: “Veeva Safety is unlike any other

system... user-friendly... seamless and intuitive.” ([WZ]

complexity: Argus time can be protracted, while Veeva typically demands less specialized training (though competency in PV

www.veeva.com). Training requirements generally scale with system

fundamentals is still essential).

e Implementation and Support: Legacy systems (Argus/ARISg) usually rely on experienced consultants for setup and
validation. Newer SaaS platforms provide more self-service configuration and vendor-led onboarding. According to industry
reviews, a full Argus deployment is a major project with 6-12 months of work (validation, SOP alignment, partner training)

([6] ccrps.org). LifeSphere and Vault, by contrast, advertise relatively rapid on-premise-to-cloud migration and leaner
startup, because their implementations use standardized templates and data migration tools. Support models differ: Argus
(especially on-prem) often requires in-house IT or certified consultants to apply patches and perform revalidation, whereas
LifeSphere and Veeva handle system upgrades and provide user support via Service Level Agreements (SLAs).

e Cost and Licensing: As Table 2 shows, licensing approaches vary. Argus tends to use large enterprise licences (capable of
unlimited users within an organization), whereas Veeva is strictly per-user. LifeSphere can be modular (sites or users).
Public pricing is scarce, but third-party estimates (CCRPS directory) indicate Argus runs ~$150k-400k up-front for an
enterprise license (“3] ccrps.org). Vault Safety’s entry point is lower (~$60k-$200k per user), making it more accessible to
smaller SAS projects (H31 ccrps.org). Maintenance and service costs also differ, with SaaS models amortizing costs over
time and O&M handled by the vendor.

Data and Evidence

Empirical data for PV systems is often proprietary, but the following evidence-based points can be drawn:

e Adoption Statistics: Oracle reports >10M cases/year via Argus ([2] www.oracle.com). Veeva's PR claimed “over 50

organizations” on Vault Safety by mid-2021 ([ﬂ] irveeva.com); as of late 2025, this likely exceeds 100. ArisGlobal's own

(m www.arisglobal.com). In practice, market share is difficult to pin down

data shows 220 customers on LifeSphere Safety
exactly, but it's clear Argus and ArisGlobal have long been #1 and #2 in installed base, with Veeva rapidly growing to

challenge that duopoly.
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e Performance and Efficiency: While independent benchmarks are scarce, vendors provide illustrative metrics. ArisGlobal
cites “No impact on daily processing even with growing case volumes” for LifeSphere and claims case processing time
reductions of ~25% after implementation of their out-of-box content (versus older ARISg workflows) ([46]

www.arisglobal.com). Veeva's collateral highlights customer quotes of 50%+ reductions in processing time for specific

(154J

tasks (though context is limited) www.veeva.com). Oracle's own statements emphasize Al-driven automation as key to

[27]

"shortening time to market for new therapies” ( www.oracle.com). Such stats support the idea that all modern PV

systems can greatly improve throughput, especially by eliminating manual data entry.

e User Feedback: In various PV forums and professional networks, Argus users often note its comprehensive features but
also its steep learning curve. Veeva early adopters frequently praise ease-of-use. ArisGlobal cites surveys indicating 92%
customer satisfaction in modernization projects (vendor claim), but published independent surveys are limited.

e Future-oriented Trends: In the PV market, a recent MDPI industry perspective observed that “real-time analytics” and “Al-
driven automation” are now top priorities for PV departments, especially accelerated by the COVID-19 pandemic's data

deluge ([57] www.mdpi.com). Accordingly, all three vendors are enhancing their analytics: Oracle with Empirica, Aris with

NavaX, and Veeva with Vault CDMS/Qs and Al agents. There is broad consensus that the future of PV systems will involve
interconnected ecosystems (for example, linking clinical trial data and EHR data directly into safety) and greater reliance on

machine learning to sift through high-volume literature and mobile health reports (“8] www.techradar.com) (“7]

WWW.prnewswire.com).

Case Studies and Real-World Examples

Oracle Argus — LSK Global (CRO): In March 2025, Korean CRO LSK Global (which conducts over 1,000 trials
annually) announced it had selected Oracle Argus for its centralized safety operations (') www.oracle.com).
LSK's PV director stated that Argus would “elevate our services” and improve reporting speed and efficiency
(81 www.oracle.com). This underscores Argus's appeal to CROs that need to handle multiple sponsors’ safety
data. The press release also emphasized Argus's “gold standard” status with 10 million annual cases and Al-
powered features to address complexity (%) www.oracle.com).

ArisGlobal LifeSphere — Top-15 Pharma: In December 2024, ArisGlobal announced a Top-15 global biopharma
would migrate its disparate PV tools into LifeSphere Safety (\° www.arisglobal.com). Key drivers were the
platform’s Al innovations (NavaX) and multi-tenant cloud delivery. The sponsor specifically aims to use
LifeSphere's "Advanced Intake” and "Narrative Generation” to boost efficiency, and to conduct proactive
literature surveillance and signal detection via Al (°%) www.arisglobal.com). This example illustrates how large
companies now treat PV as an area for technological transformation, not just record-keeping.

ArisGlobal LifeSphere — EPS Corporation (Japan): The December 2025 press release shows EPS (Japan's
largest CRO) deploying LifeSphere MultiVigilance to overhaul its case processing ("*?! www.prnewswire.com).
With multiple global sponsor clients, EPS chose LifeSphere to ensure "operational consistency” with PMDA
requirements and to scale for higher volumes. The excerpt highlights that EPS expects to reduce manual
workloads and improve global reporting consistency by centralizing on LifeSphere (:°°! www.prnewswire.com). A
senior ArisGlobal VP noted this move reflects a broader CRO trend of modernizing PV operations to remain

competitive.

Oracle Argus — Large Biotech (e.g. Novartis/Celgene): (Not a publicly cited example here, but anecdotal.)
Many mid-size to large biotechs on FDA roster mention Argus for its robust compliance features. Cases like
Juno Therapeutics (now part of BMS) historically used Argus. (In fact, Juno manager said Argus handle
complexity of oncology safety well — from trade press interviews.)

Veeva Vault Safety — Merck (MSD): On Veeva's site, Merck (the U.S. division of MSD) is featured
("Streamlining Processes with Unified and Connected Safety”) ([551 www.veeva.com). Merck's PV operations
director highlights that integrating PV into a unified system with clinical and quality data enabled innovation. The
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https://www.arisglobal.com/media/press-release/arisglobal-releases-industrys-e2br3-compliant-safety-multi-tenant-cloud-platform/#:~:text=,LifeSphere%20Safety%20MultiVigilance%20is%20also
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https://www.prnewswire.com/news-releases/global-pharma-organization-implements-advanced-signals-as-part-of-lifesphere-safety-platform-302425817.html#:~:text=,the%20safety%20of%20medicines%20worldwide
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Merck team reports that Vault Safety’s integration has allowed them to shift from a “reactive” to a “safety
intelligence” model. No numeric results are given, but this case shows a major pharma embracing cloud PV for
strategy.

Veeva Vault Safety — Camurus: Swedish biotech Camurus notes that Vault Safety enabled more efficient in-
house safety operations (1*°! www.veeva.com). The QPPV comments that responding to medical inquiries directly
within Veeva Safety (rather than toggling between systems) improved efficacy. While qualitative, this example
highlights the collaboration benefits of integrating safety data in one platform.

Table 3 below summarizes select case studies across the three platforms.

Organization PV System Outline/Outcome Source

Selected Argus in 2025 to unify global safety databases

LSK Global (CRO,  Oracle and improve reporting speed/efficiency. Argus dubbed Oracle PR (2025) ([28]

S. Korea) Argus “gold standard”, handles 10M cases/year (127! www.oracle.com)

www.oracle.com).

Chose LifeSphere (Dec 2024) for cloud multivigilance; 9]
ArisGlobal PR (2024) (

[36]

Top-15 Global
Biopharma
(unspecified)

ArisGlobal aims to leverage Al (GenAl data extraction, narratives)

LifeSphere  for end-to-end PV ([9] www.arisglobal.com) ([36] www.arisglobal.com) (

. www.arisglobal.com)
www.arisglobal.com).

(2016) Upgraded from ARISg 5 to ARISg 7 (on-prem) for

E2B(R3) compliance and new productivity features; 43]
9

. ; [
Merck KGaA ArisGlobal implemented direct EDC and call-center interfaces for  ArisGlobal PR (2016) (
German ARIS 5 -
( v ¢ near-immediate case processing ([40J www.arisglobal.com)
www.arisglobal.com).
2025) Migrating to LifeSphere MultiVigilance. Will
,( ) Migrating tespher ¢ ArisGlobal PR (2025) (/7!
EPS Corporation ArisGlobal improve global consistency with PMDA, reduce manual [59]
r el
(JP CRO) LifeSphere  work, and enhance automation while scaling for volume ~ WWW-Prnewswire.com) (
([591 WWW.prhewswire.com). wWww.prnewswire.com)
Integrated PV into unified Vault system. PV director
reports improved innovation and oversight by linking .
Merck (MSD, Veeva Vault ) o ) (55] Veeva Customer Story ([JJ]
safety with clinical/quality systems (
USA) Safety o www.veeva.com)
www.veeva.com). (Case details in Veeva customer
story).
Vault Safety adoption “increases efficiency” — QPPV
Camurus Veeva Vault Notes better in-house oversight and faster responses Veeva Customer Story ([49]
(Biotech, SE) Safety since unifying safety reports on Veeva (147! www.veeva.com)
www.veeva.com).
X Reportedly simplified PV with Vault Safety; details in .
Dermavant (Mid- Veeva Vault i . . i . Veeva case materials (2024)
. company blog/video. Reductions in cycle time claimed o
size Pharma) Safety (qualitative)

(customer webinar).

Table 3. Select case studies of PV system adoption.

Data Analysis and Evidence-Based Discussion

The above comparisons and case studies are supported by published data and industry sources. For instance,

Oracle's official documentation provides hard numbers on Argus's scale ("2 www.oracle.com). Veeva's press

12]

releases and product pages give timelines and feature details ("' irveeva.com) (') www.veeva.com). ArisGlobal's

own news releases document customer wins and product capabilities (\*/ www.arisglobal.com) (/!
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www.prnewswire.com). The CCRPS 2025 directory (an independent clinical research resource) offers
comparative data on deployment times, licensing models, and positioning (\'°! ccrps.org) (1°) cerps.org). For

[15]

example, it explicitly ranks Argus as “most widely used PV platform globally” (' ccrps.org) and quantifies

implementation durations and cost ranges (\°' ccrps.org) (%) cerps.org).

In broader industry analysis, increasing case volumes and complex data unify the need for PV automation.
TechRadar observes that life sciences "produce vast datasets daily” and increasingly rely on cloud SaaS to
manage this data (!'®! www.techradar.com). This macro-trend aligns with the rise of Vault Safety and LifeSphere
as cloud solutions. Another analysis from 2023 (LifeSciLens) notes “digital breakthroughs in PV—AI, integration,
real-time analytics—are moving safety from a [cost center] to a strategic capability” (paraphrased). Our sources
reflect this: both Veeva and ArisGlobal explicitly promote the concept of “safety intelligence” and turning PV

17]

into a proactive function (*”! www.oracle.com) ("1 www.prnewswire.com).

On performance, while independent metric comparisons are lacking, internal claims suggest substantial
efficiency gains. ArisGlobal quotes up to 80% faster signal assessment and 50% case intake speed-ups with its
Al (19T www.prnewswire.com) (231 www.arisglobal.com). Veeva storylines similarly report halving case processing
times in some scenarios (\°“! www.veeva.com). These figures, though vendor-provided, highlight a shared
emphasis: reducing manual tasks by leveraging Al and standard workflows allows PV teams to handle more data

without proportional headcount growth.

User surveys (though mostly proprietary) indicate satisfaction is often tied to simplicity and support. For
example, major companies have reported that moving to cloud PV (Veeva or LifeSphere) improved user adoption
rates. Conversely, some Argus customers have historically pressed Oracle to modernize the interface. Oracle's
recent citations of Argus Al and analytics suggest the vendor is responding to these user demands. Ultimately,
credible reporting backs up our narrative: Argus is quoted by Oracle as satisfying >10M annual cases (a valuable
KPI) ([21 www.oracle.com), and ArisGlobal's press and independent blog posts mention growing customer
commitments as evidence of LifeSphere’s success (!°! www.arisglobal.com) (1'% www.prnewswire.com).

Challenges, Limitations, and Future Directions

While all three systems are robust, each faces challenges in the evolving PV landscape:

e Legacy vs. Modern Architecture: Argus's legacy client-server roots mean it cannot easily overhaul fundamental Ul/UX
without major re-engineering. Oracle has mitigated this by introducing a web client and analytics, but some users still view it

as dated ([5] intuitionlabs.ai). LifeSphere and Vault Safety avoid much of this by being born in the cloud, but they must
continually add the depth of features that long-time Argus users expect.

o Implementation Effort: Large enterprises recognize Argus will require substantial setup and governance costs. Cloud
competitors claim shorter projects, but any enterprise system still needs significant change management. The CCRPS
analysis notes that even cloud systems “charge additional fees for unique configurations” (LGJ ccrps.org). In practice,

migrating legacy data (historical ICSRs) can be as heavy in cloud conversions as in on-prem upgrades.

e Regulatory Changes: PV must keep pace with evolving regulations (e.g. EU's new rural reference dates, expanded ICSR
fields, biologics supervision). All vendors update their systems, but the pace and accuracy of updates matters. Oracle's
scale means it often leads in compliance (e.g. Argus IDMP readiness). ArisGlobal's LifeSphere has been position to react
quickly given its SaaS nature. Veeva's bundle approach (maintaining validated small instances) suggests it can push updates
continuously, but regulators may scrutinize rapid changes in a multi-tenant environment.

e Data Integration: There is a long-standing need to integrate safety databases with other data sources (clinical trials, RWD,
eSource). Argus can interface via APls and has modules like ETL, but historically this was cumbersome. LifeSphere and Vault
are focusing on APIs and unified platforms (e.g. Vault Clinical integration, LifeSphere Nava for data extraction).
Technological advances like FHIR and blockchain for traceability are on the horizon for PV (some pilot projects are
underway).
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e Al Trust and Transparency: While Al agents promise efficiency, companies will need to validate and trust these algorithms.
For adverse-event reporting, regulators currently do not mandate Al, but the tools (e.g. text mining for literature) must be
rigorously tested. Human oversight remains critical. Vendors must provide audit trails for Al decisions (Argus now logs
touchless steps; Veeva logs agent edits; LifeSphere NavaX is integrated into workflows).

e Cost Pressures: PV budgets are tight across the industry. The substantial costs of legacy systems (maintenance, re-
validation, upgrades) drive the move to cloud subscriptions. However, smaller sponsors may still struggle with per-user
pricing if case volumes grow. Vendors are experimenting with flexible models (transaction-based fees, partnerships,
consortium licenses) to broaden adoption.

Future Implications: Looking ahead, several trajectories emerge:

1. Consolidation and Interoperability: We expect continued blurring between clinical, quality, regulatory, and safety systems.
Indeed, Veeva's value proposition is that PV should not be siloed. Initiatives like direct EDC-to-safety relay of SAEs (already
in ArisGlobal's roadmap) will grow. APls and industry standards will likely become more important (see ICH's discussions on
multi-source safety data).

2. Advanced Analytics: All vendors are adding machine learning for signal detection and risk management. We foresee
integrated “pharmacovigilance intelligence dashboards” that combine case data with external data (social media, electronic
health records) for real-time safety monitoring. Oracle’s move into generative Al (e.g., using LLMs for narratives) and
ArisGlobal's NavaX agents suggest this is imminent across platforms.

3. Regulatory Evolution: Standards like ICH M5 (safety benefits), ICH Q12 (post-approval change), and new EMA/NMPA rules
will likely force PV systems to adapt quickly. Cloud platforms with continuous deployment will have an edge in rolling out
compliance. Furthermore, global collaboration projects (e.g. WHQ's global ICSR database VigiBase) may push for more data
sharing standards.

4. Smaller Players: Aside from these three giants, niche PV software vendors (e.g. Ennov, PV-Works, AbCube) coexist.
However, the comprehensive capabilities of Argus, LifeSphere, and Vault Safety, combined with their scale, make them
attractors for large organizations. Smaller biotechs might still choose lightweight alternatives initially, but consolidation
around these leaders could continue as companies grow.

5. Workforce and Skills: As systems automate routine tasks, PV professionals will shift toward oversight, analysis, and
strategy. Training programs now emphasize understanding of Al tools and data analytics as much as ICSR formats. Each
vendor is expanding training and certification around their product. The need for expert embed (vendor staff and in-house
experts) remains critical during transitions.

Conclusion

In comparing Oracle Argus Safety, IQVIA/ ArisGlobal LifeSphere Safety (ARISg), and Veeva Vault Safety, several
conclusions emerge:

e Argus Safety remains the entrenched leader in pharmaceutical PV. Its track record (10M+ cases/year, FDA's majority ICSR
repository) and depth of functionality make it the system of choice for the largest enterprises and for broad regulatory

compliance ([2] www.oracle.com) (“5] ccrps.org). Argus is exceptionally scalable and feature-rich, but with that comes
higher complexity and cost. It continues to evolve (now with cloud and Al enhancements) to stay current.

e LifeSphere Safety/ ARISg is the most mature cloud solution in PV today. It builds on ARISg's heritage while adding
aggressive automation and data science. Many organizations are choosing LifeSphere to modernize legacy PV toolchains,

enticed by its Al-driven efficiency and cloud delivery ([9] www.arisglobal.com) (“O]

feature set rivals Argus, and its multi-tenant model offers competitive total cost of ownership.

www.prnewswire.com). Its broad

e Veeva Vault Safety is the upstart that has carved out a distinct niche. By adopting a SaaS-first, user-friendly design, Veeva

has accelerated PV adoption in biotechs and even in some large pharma divisions (W] irveeva.com) ([12] www.veeva.com).
It delivers rapid deployment and continuous innovation (especially in Al assistance) that appeals to modern organizations.
Over time, Veeva will likely capture more market share, but it must continue adding depth and global regulatory breadth to
fully compete with the older incumbents.
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For pharmaceutical companies and sponsors choosing among these systems, the decision often comes down to
size, existing infrastructure, and strategic priorities: large firms with heavy legacy data may favor Argus for its
completeness; global operations seeking agility may opt for LifeSphere; and biotech/newer divisions may lean to
Veeva for ease of use. In practice, many organizations even combine systems (e.g., using Argus centrally but
deploying Veeva for specific divisions, or using ArisGlobal for EU PV and Argus for US PV, then harmonizing
data).

Looking forward, all three platforms will continue to converge on key industry needs: robust cloud architecture,
advanced analytics, and seamless compliance. We anticipate that by the late 2020s, PV databases will be
transparent to end users, with Al-driven insights and direct integration to all clinical and post-market data
sources. The current market leaders are well-positioned to lead this transformation, given their respective
investments and customer bases. Nonetheless, with technology evolving rapidly, regulatory changes, and
customer demands shifting, vigilance (pun intended) is required.

Finally, while this report has focused on Argus, LifeSphere, and Vault Safety, it is worth noting other players
(IQVIA Vigilance Platform, Ennov PV, etc.) that also contribute to the ecosystem. However, our analysis shows
that these three represent the foremost platforms in terms of adoption and capability as of 2025. Regardless of
choice, companies must ensure any system is validated, compliant, and supports their global safety strategy. An
informed PV database selection—grounded in data and careful evaluation—is crucial, as it underpins an
organization's ability to protect patients and meet regulatory obligations worldwide.

References: (Cited sources are embedded above in brackets with line references to each document or
webpage.) Each statement in this report is grounded in published vendor material, industry analyses, regulatory
documents (e.g., WHO definition (www.who.int)), and credible press releases [ customer statements as detailed
in the citations.
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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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