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Executive Summary

The medical device industry operates under stringent global regulations, with ISO 13485:2016 serving as the cornerstone
standard for quality management systems (QMS) in device design and manufacturing ("' www.iso.org). Compliance with
ISO 13485 (and related regulations like FDA's 21 CFR Part 820 and the EU’'s MDR) is mandatory for market access and
patient safety. Recent trends — including FDA plans to harmonize 21 CFR 820 with ISO 13485 by 2026 (I°!
www.infectioncontroltoday.com) — underscore the importance of robust, auditable QMS.

Veeva Vault QMS is a cloud-based, unified quality management platform tailored for life sciences (including medtech)
that addresses these needs. It provides built-in processes for departments and workflows such as document control,
change control, design controls, complaint handling, CAPA, risk management, supplier quality, audits, training,
postmarket surveillance, and even field actions/recall management (! vww.veeva.com) (“ irveeva.com). By integrating
these functions on a single validated platform, Vault QMS enables medical device companies to achieve 1SO 13485
compliance with greater efficiency, traceability, and collaboration. For example, Veeva’'s QuickVault solution (for startups)
offers pre-validated, “Day 1 ready” QMS capabilities (e.g. design controls, risk assessments, document control, 21 CFR
Part 11/EU Annex 11 compliance) out-of-the-box (°! quickvault.veeva.com) (°) www.quickvault.veeva.com).

This report examines how Veeva Vault QMS supports ISO 13485 requirements. We begin with background on ISO 13485
and global QMS regulations, then detail Veeva’'s QMS platform and its medtech-specific features. It presents evidence
and data on industry adoption and customer impacts (e.g. quotes from Teleflex and EMD Serono) and discusses case
studies (e.g. a medtech startup transitioning from spreadsheets to QuickVault ("' www.quickvault.veeva.com) ()
www.quickvault.veeva.com)). The analysis includes tables mapping ISO 13485 clauses to Vault QMS capabilities, and a
timeline of Veeva QMS developments. We conclude with implications for medical device companies and future directions
in digital quality management. All factual claims are backed by industry and regulatory sources (! www.iso.org) (!
www.infectioncontroltoday.com) ((° www.dotcompliance.com) , including Veeva press releases, standards documents, and
third-party analyses.

Introduction and Regulatory Background

Medical devices are globally ubiquitous and safety-critical. An analysis notes there are “2 million different kinds of
medical devices” on the world market (m pme.nchi.nim.nih.gov), and that medical errors (often device-related) are a
leading cause of death (over 250,000 U.S. fatalities annually) (*°' pmc.nchi.nim.nin.gov). Consequently, stringent QMS
requirements are universally mandated before devices reach patients. In the EU, devices must meet CE-mark
requirements via a notified-body audit of the manufacturer’'s QMS; in the U.S., the FDA's Quality System Regulation (21
CFR Part 820) enforces Current Good Manufacturing Practices (CGMP) via QMS (! www.quickvault.veeva.com) (7

www.infectioncontroltoday.com).

ISO 13485:2016 is the international standard that codifies these requirements into a life-sciences—specific QMS
framework () vawvuiso.org) (M) v dovepress.com). It builds on ISO 9001 but adds device-specific provisions (e.g. risk
management, sterile processing, traceability, complaint handling) (*°! www.dotcompliance.com). Industry commentators
describe ISO 13485 as “the internationally recognized standard for quality management systems in the design and
manufacture of medical devices,” and note that certification (while not legally mandatory in all regions) aligns a
company’s processes with global regulatory expectations (X! www.iso.org) (*“*) www.dovepress.com). Indeed, Europe’s new
Medical Device Regulation explicitly “obliges [manufacturers] to have a QMS with relevant requirements that can be
mapped to certain clauses of ISO 13485,” highlighting regulatory convergence (*°/ www.dovepress.com). In the U.S., the
FDA has signaled that by early 2026 it will amend 21 CFR 820 to reference ISO 13485, effectively harmonizing FDA QSR
with 1SO requirements (“) www.infectioncontroltoday.com).
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Veeva Vault QMS: ISO 13485 Compliance for Medical Devices

Meeting ISO 13485 (and future harmonized regulations) demands that a manufacturer’'s QMS cover all stages of the
device lifecycle, from development through production, installation, and servicing (") www.dovepress.com). Key elements
include documented quality policy and objectives, design controls, risk management, supplier oversight, training
systems, controlled documentation, complaint and CAPA processes, traceability, audit trails, and management
review. For example, ISO 13485 mandates traceability of device history (traceable records of design, production, and
distribution) and robust change-control procedures (" vww.quickvault.veeva.com) (°) www.dotcompliance.com). In practice,
analysts emphasize that ISO 13485 is an “operating standard” requiring companies to demonstrate (not just explain) that

each process is controlled and auditable (" vw.dotcompliance.com).

Table 1: ISO 13485:2016 Clauses versus Veeva Vault QMS Capabilities (illustrative mapping)

1SO 13485 Requirement (Clause)

6.2.2 - Management Responsibility:
Documented quality policy and objectives

6.2 — Quality Manual: Comprehensive
QMS documentation (scope, interactions,
etc.)

6.2.1 - Documented Procedures:
Required QMS processes (SOPs, Work
Instructions)

6.2.2 - Record Keeping: Control of
records (retention, integrity)

6.3 - Infrastructure & 6.4.1 - Work
Environment: Resource management

Key QMS Process

Quality Policy & Objectives

Documentation Structure

Document Control &
Compliance

Records & Data Management

Resource/Training
Management

Veeva Vault QMS Support

Vault QualityDocs & Training modules manage policies and objectives; compliance dashboards ensure
alignment to metrics.

QualityDocs central repository; configurable object model for quality records (e.g. SOPs, forms); audit trail
of document approvals.

Automated document control with versioning, e-signatures, and audit trail; ensures only approved docs

are in use (181 www. quickvault.veeva.comy (% www.veeva.com.

Electronic records managed in Vault with user roles and electronic signatures (21 CFR 11/EU Annex 11

[20]

compliance ( quickvau [t.veeva.comy); automated retention/alarm reminders.

Vault Training module tracks GxP training, certifications, and competency (integrated with QMS records)

{21 quickvault.veeva.com,,

QuickVaultt offers dedicated Design Control workflows (design planning, inputs, reviews,

Source

[4211.149-L158]
[3411.30-L38]

[361L149-L158]
[341L30-L38]

[1tL31-L39]
[3411.30-L38]

[23tL72-L79]
[361L.149-L158]

[2311.49-L55]
[4211129-L137]

7.3 - Design & Development (Design Design Controls & Risk o o i X [22] uickvault.veeva.com i [23tL25-L32]
Controls) Analysis verification/validation) in a compliant environment ( q . . ); integrated [51L67-L75]
risk management links design risks to CAPA.
N R o Vault QMS enforces change controls and provides batch release decision support; product surveillance [441L3-L7]
7.5 - Production & Service Provision Process Controls & Release
captures postmarket data. [81L22-L32]
Complaint/business event capture with built-in workflows for investigation and escalation; links complaints ~ [441L3-L7]

8.2.2 - Complaint Handling

Complaint Management

to CAPA and risk events.

[521t1.24-L30]

N Deviation/Nonconformance Vault QMS deviation module handles nonconformities and investigations, with real-time dashboards to [441L3-L7]
8.3 - Control of Nonconforming Product )
Management trigger CAPAs. [341L30-L38]
8.4 - Analysis of Data: Analyze Analytics dashboards (Veeva Al and reporting) aggregate QMS data (complaints, audit findings, CAPA) to [61L29-L37]

product/process data

Metrics & Trending

identify trends and drive improvements.

[3411.34-L40]

8.5.2 - Corrective Actions & 8.5.3 - CAPAM " Vault CAPA module enforces an 8D workflow: assign teams, document root causes, implement fixes, and [341L30-L38]
lanagement

Preventive Actions d verify effectiveness. Proactive alerts highlight overdue CAPAs. [521L24-L30]

Newly added Vault Field Action & Recall Management coordinates issue identification, planning, and
i i [23] ; [4] ; [8L10-L19]

8.6 - Product Recall/Field Action Recall and Field Action execution cross-functionally ( Ir.veeva.comy( Ir.veeva.coim), fully linked to [8tL22-131]
complaints and CAPAs.

8.7 - Control of Monitoring & Measuring ~ Equipment/Calibration )

N (Not central to Vault QMS; handled by Vault QualityDocs or regulatory modules) -
Equipment Management
7.4 & 5.4 - Purchasing/Supplier Vault QMS includes Supplier Change Control and Supplier Quality workflows to ensure supplier audits, [6TL5-L12]

Controls

6.2.5 - Internal Audits

Table 1 caption: Mapping of key ISO 13485 requirements (left column) to Vault QMS functional support (right

Supplier Quality Management

Audits and Inspections

qualifications, and change notifications.

Vault QMS audit module schedules and tracks audits (internal/external); nonconformances auto-generate
corrective actions.

columns). Sources include 1SO documentation (“*/ pme.nchi.nim.nih.gov) and Veeva product literature (!

quickvault.veeva.com) (1% www.veeva.com) (% www.veeva.com).

The Case for Digital QMS in MedTech

Meeting ISO 13485 with paper and spreadsheets alone is extremely challenging. Compliance analysts warn that

[341.30-L38]

[441L3-L7]
[11L31-L39]

“manual or disconnected systems can create more risk than control,” since they impede traceability, audit
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261 www.dotcompliance.com) (i1 www.dotcompliance.com). For example, Dot

readiness, and consistent process execution (!
Compliance notes that key 13485 elements — risk management, design control, traceability, process validation, document
control, CAPA, and complaint handling — must be proven via records (*°/ vwww.dotcompliance.com) (7!
www.dotcompliance.com). In practice, auditors today emphasize evidence of control across all functions, not just written
policies (") www.dotcompliance.com). Slow retrieval of records, lack of audit trails, and fragmented data invite inspection

findings or market delays.

A digital QMS addresses these issues by centralizing and automating quality processes (°/ www.dotcompliance.com)
("M www.dotcompliance.com). Rather than relying on email or spreadsheets, a cloud QMS provides immediate access to
current documents, automated approval tracking, electronic signatures, and integrated dashboards for monitoring quality
metrics. Industry surveys confirm the need: for instance, a 2025 Veeva MedTech Quality Benchmark found that 51% of
companies still manage postmarket quality manually and 48% cite lack of systems as a top barrier to proactive quality
(?® explore veeva.com). By contrast, those with digital QMS platforms can rapidly demonstrate compliance (e.g. showing
an unbroken audit trail of document approvals) and mobilize cross-functional teams. As one compliance expert
summarizes, ISO 13485 “effectively requires a digital QMS” for scalable, audit-ready compliance (**'

www.dotcompliance.com).

Throughout the medical device lifecycle, a modern QMS also fosters risk-based decision-making. ISO 13485
incorporates risk management (per ISO 14971) at every step. Vault QMS’s built-in risk module lets users record failure
modes and hazards linked to product or process, driving preventive actions. Veeva highlights that its quality platform
supports proactive risk-based quality: in industry conferences, leaders note that “shared signals to detect risks and plan
to mitigate them” are enabled by going digital (*?) vwww.veeva.com). The net result is that companies can identify and
reduce potential quality issues before they occur — a core ISO 13485 expectation.

Veeva Vault QMS: Platform and Capabilities

Veeva Vault QMS is part of Veeva's unified Vault Quality Cloud, a suite of modular applications for life-sciences quality
and safety (°) www.veeva.com) (Y www.veeva.com). Built on the Veeva Vault platform (a validated, cloud-based content
management architecture), Vault QMS provides a single source of truth for quality processes across an organization and
its partners (°*) irveeva.com) (°? irveeva.com). It launched in mid-2016 as “the industry’s first unified cloud solution” for
quality management ("' ir.veeva.com), and has since matured with major life-sciences customers. By 2018, Veeva
reported 58 companies using Vault QMS, with 180+ life science firms on its quality suite (°*/ ir.veeva.com); as of 2024,
over 300 companies use Vault QMS (W www.veeva.com). Veeva now serves 1,000+ customers across pharma, biotech,
and medtech (! irveeva.com).

Vault QMS'’s core functionality covers all major quality event types and processes defined by ISO 13485. The web-
native interface presents configurable workflows for deviations (nonconformities), CAPAs, change controls, complaints,
audits (internal & supplier), and document reviews (°/ www.veeva.com) (P www.veeva.com). Documents themselves
(SOPs, work instructions, reports) are version-controlled within Vault's Document Management system, which enforces
21 CFR Part 11/ EU Annex 11 compliance (electronic signatures, audit trail) (*°! quickvault.veeva.com). For example, the
official product brief touts “best practice processes for deviations, audits, complaints, lab investigations, change controls,
CAPAs...” (%) www.veeva.com), all of which are needed under 1ISO 13485. Training records are managed by the Vault
Training module, linking personnel qualifications to controlled documents and requirements (! quickvault.veeva.com).
Crucially, Vault QMS is designed for collaboration: external partners (suppliers, contract manufacturers, auditors) can be
given limited access to participate in CAPAs or audits in real time (°/ www.veeva.com).

Veeva has continued enhancing Vault QMS with industry-specific capabilities. Notably, in September 2024 it introduced
Field Actions and Recall Management for medtech (°° ir.veeva.com). These features let manufacturers handle product
recalls/field corrections seamlessly: tracking issues from identification through assessment, planning, execution, and
closure, and linking them automatically to related complaints, CAPAs, and change orders (1*! irveeva.com). Teleflex’s
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Senior Director of Quality Systems praised this launch, noting the package will “help us to streamline processes, gain
efficiencies, and better serve our customers” (°/) irveeva.com). This illustrates Vault QMS’s alignment with ISO 13485's
requirement for handling adverse product events and instituting corrective actions.

Other Vault Quality Cloud applications support a holistic compliance approach. For instance, Vault QualityDocs
centralizes controlled documents (e.g. procedures identified above), and Vault RIM (Regulatory Information Mgmt)
manages registration dossiers (with medical device modules supporting UDI and eSubmissions) (! ir.veeva.com). More
than 70 medtech/diagnostics firms (8 of the 10 largest) now use Veeva’'s Medical Device Suite (clinical, regulatory,
quality) (°° ir.veeva.com). This integration means, for example, that a single change control can cascade across
regulatory commitments and quality events. In sum, Veeva Vault offers a unified QMS ecosystem designed to meet ISO
13485'’s system-wide demands.

Veeva Vault QMS for Medical Devices and ISO
13485 Compliance

Key Module Usage: The Vault QMS platform directly implements or supports most of ISO 13485's stipulated processes.
Document control is enforced via Vault's QualityDocs and Document Management; every change, approval, and version
update is recorded in an audit trail (°l www.veeva.com) (*“) vww.veeva.com). CAPA events in Vault drive standardized root-
cause workflows and link back to originating issues (complaints, audits, etc.). Training events and qualifications auto-link
to controlled documents and CAPA training plans (" quickvault.veeva.com) (““' www.dovepress.com). Audits (internal or
supplier) are scheduled and tracked in Vault QMS, with findings automatically raising CAPAs if needed. The Design
Control process — a core ISO 13485 element — is handled in the QuickVault (MedTech) solution: it includes templates for
design inputs/outputs, review, verification, and validation, all with built-in traceability (°*' quickvault.veeva.com) (1!
www.quickvault.veeva.com). Risk management is integrated throughout (e.g. risk assessments can be attached to design
reviews or corrective actions). For production and process validation, companies typically use Vault QMS in tandem with
a batch release or data management solution, with change controls ensuring validated processes.

Traceability and Audit Readiness: By centralizing quality data, Vault QMS makes audit preparation far more efficient
than manual systems. Vault offers configurable reports and dashboards that provide instant visibility (for example, “days-
to-close” of CAPAs, overdue training, or complaint aging). Veeva'’s product literature highlights that Vault allows
organizations to “track quality processes proactively with ... visibility to support timely decisions” (“*) www.veeva.com).
Multiple customers have reported tangible benefits: EMD Serono,melding pharma/biotech, notes that Veeva'’s unified
system achieved “true data integration and transparency” in quality-risk management and an “increase in overall
compliance” (“*! wuw.veeva.com). Similarly, Sanofi’'s Chief Quality Officer said that Veeva Quality Cloud helps create “a
more dynamic quality operating model which is high-performing and data-driven” (““! www.veeva.com). These
endorsements underscore how Vault QMS enables the demonstrable control that ISO auditors seek.

Validation and Compliance Support: ISO 13485 requires QMS software itself to be validated. Veeva Vault is delivered
as a GxP-validated platform: it includes Vault Validation Management to document and automate system validation
protocols (test execution, results tracking) (**! www.veeva.com). In fact, SK Life Science (biotech) built upon Vault QMS by
adopting Vault Validation Management in 2024, citing “greater compliance and traceability across all systems” after going
digital (“°! www.veeva.com). Moreover, Vault is certified 21 CFR Part 11/EU Annex 11 compliant (°' quickvault.veeva.com),
and Veeva itself holds 1SO 9001:2015 certification (1*°/ www.industries.veeva.com), reflecting mature quality governance of
the platform. These credentials help device makers streamline their own validation and audit efforts.

Deployment and Scalability: Vault QMS is offered via software-as-a-service (SaaS). This means minimal local IT
overhead and rapid deployment. For resource-constrained medtech firms (especially startups), this is a key advantage.
Entirety Biomedical, a small medtech, reported that QuickVault was “Day 1 ready” and pre-validated, allowing them to

“jump in and get to work” without building their own validation package (' www.quickvault.veeva.com). In contrast, they
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decided against competitor Greenlight Guru over support and cost concerns (/) v quickvault.veeva.com). Indeed, the
QuickVault blog emphasizes its purpose-built simplicity for medtech and the ability to “maintain full visibility into quality
processes” (“! quickvault.veeva.com). Veeva's flexible subscription model (versus heavy perpetual licenses) lets
companies scale QMS use as they grow. In short, Vault QMS can be configured quickly to enforce ISO 13485 processes,
enabling immediate compliance with a lean team.

Adoption in Medical Device Sector: Veeva's platforms have been embraced by many medical device and diagnostics
manufacturers. A 2019 press release noted that >70 medtech/diagnostic companies (including 8 of the top 10 firms)
were using the Veeva Vault Medical Device Suite (which includes QMS apps) (°“) ir.veeva.com). In 2018, with just Vault
QMS, 58 life-science organizations had already onboarded the tool (°°! irveeva.com). Large customers across medtech
have provided positive feedback. For instance, Teleflex is cited as co-developing Vault's field actions feature and expects
it to streamline critical quality processes (°’! irveeva.com). Other major life-science companies like Blueprint Medicines
and Moderna list Vault QMS as part of their digital quality strategy (“?/ www.veeva.com). The phrase “streamline quality
and risk management” appears repeatedly in customer statements, indicating broad satisfaction with Veeva's approach to
compliance.

These movements confirm a general industry trend: life sciences (especially complex manufacturers) are shifting from
siloed, manual QMS to integrated cloud solutions (1*?) www.veeva.com) (°) www.infectioncontroltoday.com). Medtech startups
and established firms alike report that implementing Vault QMS (often alongside modules like QualityDocs and Vault RIM)
leads to faster, more consistent compliance. A benchmarking study even found that of companies adopting digital QMS,
many cite “proactive and risk-based quality management” as the transformation driver (°°! explore veeva.com). By
contrast, companies stalled on paper systems see slower issue resolution and audit risk. Vault QMS aims to address
exactly that gap: as one Veeva survey response summarized, a unified platform allows “greater visibility and

transparency” on quality risks and issues (°% ir.veeva.com).

Case Studies and Real-World Examples

Entirety Biomedical (Startup MedTech): A recent case highlights a medical device startup that switched from
spreadsheets/SharePoint to QuickVault. Entirety Biomedical's CEO reported that early on they “always knew we’'d need a
validated system”; with QuickVault they got a compliant QMS without “sacrificing compliance” or building validation from
scratch (1 www.quickvault.veeva.com). In their evaluation, they avoided a well-known medtech QMS due to concerns over
support and escalating costs, finding QuickVault's pricing model and ease-of-use far more sustainable for a lean team
(" www.quickvault.veeva.com) (°H www.quickvault.veeva.com). This case illustrates how Vault QMS can eliminate the
guesswork and workload of DIY compliance at the startup stage.

Teleflex (Global Medical Device OEM): Teleflex, a large medtech firm, partnered with Veeva to define Vault QMS
features. After Vault’s recall management launch, Teleflex’s quality director Matt Roberts commented: “The launch of field
actions...will help us to streamline processes, gain efficiencies, and better serve our customers.” (°"!ir veeva.com). The
Teleflex quote underscores alignment: by tying field actions, complaint handling, risk evaluation, CAPA and change
control together in one system, Vault QMS enables faster, coordinated responses to product issues — exactly what ISO
13485 envisions for corrective/revision processes.

EMD Serono (Biotech/Medtech): Although a pharma/biotech leader, EMD Serono’s experience is instructive for device
and diagnostics manufacturers. Using Vault QMS, EMD Serono’s team achieved “true data integration and transparency”
across quality and risk, and reported an “increase in overall compliance” once they unified their previously fragmented
quality systems (“*/ www.veeva.com). Marion Pillwein (Quality Risk Manager) noted that with Vault they could standardize
risk scoring and drive preventive actions effectively (“*! www.veeva.com). This real-world example shows that centralizing
QMS processes in a system like Vault not only simplifies compliance by making evidence explicit, but also enhances
continuous improvement (another 1ISO 13485 goal).
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SK Life Science (Biopharma): In a 2024 press release, SK Life Science (focused on CNS and cancer therapies)
described building on Vault QMS and Vault QDocs by adding Vault Validation Management (“>) www.veeva.com). They
achieved “greater compliance and traceability across all systems” and were able to visualize data trends for proactive
quality controls (““! vuw.veeva.com) (°?) vwww.veeva.com). This illustrates how Veeva's ecosystem (QMS + validation +
document control) can drive end-to-end compliance, an important lesson for complex device firms that must validate their
processes.

Collectively, these examples — from nascent device startups to global manufacturers — illustrate Veeva Vault's versatility.
They also provide qualitative proof points that align with requirements: companies highlight improved audit readiness,
consistent workflow execution, and measurable compliance gains (all ISO 13485 objectives). Customer testimonials and
press quotes often mirror ISO language (e.g. calling systems “streamlined,” “data-driven,” “audit-ready” (**!
www.veeva.com) (“*lwww.veeva.com)). Such third-party validation reinforces that Vault QMS is not just marketing hype,
but is being applied successfully on the ground.

Data, Statistics, and Industry Findings

Key metrics underscore the shift toward digital QMS in medtech:

« High reliance on manual processes: In Veeva's 2025 MedTech Quality Benchmark survey of 100+ industry leaders, 51% reported they
still use manual processes for post-market quality management, and 48% said “lack of systems” is their primary barrier to proactive

quality ([28] explore.veeva.com). This demonstrates the persistent gap that QMS tools like Vault aim to fill.

« Broad adoption of Vault Quality Cloud: Veeva reports that over 300 companies use Vault QMS ([3*” www.veeva.com), and more
broadly 180+ companies had implemented Vault Quality suite by 2018 (including 58 on QMS) ([33‘ irveeva.com). As of late 2024, Veeva

has 1,000+ customers in life sciences, spanning all sizes (BSW ir.veeva.com). These figures are consistent with market analyses showing
rapid growth in cloud QMS adoption.

« Medtech market complexity: The medical device testing and certification market is projected to reach tens of billions of dollars by 2030,
driven by stricter regulations and a growing device ecosystem ([53] www.grandviewresearch.com). Similarly, consultancy reports
emphasize increasing harmonization of quality standards worldwide ([54] www.smithers.com). Veeva's growth parallels these trends;

e.g., by 2019 Veeva announced eight of the top ten device companies had adopted Vault's techsuite (1391 ir.veeva.com).

« Regulatory changes: The impending FDA regulation aligning 21 CFR 820 with ISO 13485 (QMSR) is estimated to take effect in 2026 ([21
www.infectioncontroltoday.com). Analyses suggest this will reduce duplication (once harmonized) and cut time-to-market by enabling

“single, interconnected quality controls” ([21 www.infectioncontroltoday.com). Companies that have already invested in systems like
Vault QMS will be well-positioned for this change, as the platform already supports both FDA and ISO paradigms.

Discussion and Implications

Alignment with ISO 13485: Veeva Vault QMS is explicitly designed to satisfy ISO 13485 requirements. The product
literature and case studies show that its features map almost one-to-one with the standard’s clauses. This means that
companies using Vault can align their processes with ISO language and easily produce evidence. For example, ISO’s
emphasis on objective evidence and complete traceability (*") www.dotcompliance.com) is naturally met by Vault's built-in
audit trails and relational data model. Section 5 (management review) and 8.2.5 (monitoring/measurement) of ISO are
supported by Vault's reporting tools and Key Performance Indicator (KPI) dashboards. In short, every auditor-managed
element (document changes, training records, corrective actions, etc.) is automatically captured or controlled, greatly
simplifying compliance.

Integration and Efficiency Gains: By unifying previously fragmented tools, Vault QMS eliminates duplicate work and
manual re-entry. Veeva customers emphasize time savings. Entirety Biomedical, for example, noted that QuickVault

“didn’t just offer the functionality we needed. It offered it in a way that made sense... with minimal training” ([5”
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www.quickvault.veeva.com). Likewise, SK Life Science achieved significant time and cost savings in system validation by
going digital (°% www.veeva.com). The result is faster cycle times (e.g. quicker CAPA closure, streamlined audits,
accelerated design freeze approvals) without sacrificing rigour. This boosts both productivity and compliance — a win-win
necessary to stay competitive in the high-stakes medtech sector.

Cultural and Organizational Impact: Implementing an integrated QMS like Vault often drives broader changes. In
several case stories, executives noted improved cross-functional collaboration and culture shift. For instance, Prism (a
CDMO) leaders shared how moving to Vault unified internal and partner quality processes (“° www.veeva.com). In
another, AstraZeneca cited breaking silos between research and manufacturing QMS (1°°! wyw.veeva.com). For medtech
companies facing disparate quality fiefdoms (e.g. design, manufacturing, post-market), Vault QMS provides a central
language. Over time, this leads to risk being managed more holistically and quality becoming a strategic asset rather than
a checkbox — exactly the “proactive quality management” that 38% of firms in the Veeva benchmark are striving toward

(% explore.veeva.com).

Challenges and Considerations: No software is a panacea. Successful Vault QMS deployment still requires sound
quality processes and governance in the company. ISO 13485’s process controls and record-keeping can only be as
good as the data entered. Companies have noted that harmonizing processes first is critical (' www.veeva.com) —
meaning organizations may need to revise standard operating procedures and train staff before going live on the system.
Additionally, while Vault QMS is highly configurable, full use of all modules (especially in large organizations) can be
complex; some firms start with a phased rollout (e.g. audits and CAPA first, then complaints and changes). Integration
with other enterprise systems (e.g. ERP, LIMS) can also be planned to ensure data flows. Luckily, Veeva Vault provides
APIs and connectors, and communities of practice on best practices. In short, adopting Vault QMS requires the same
disciplined QMS project approach that ISO 13485 itself demands.

Tables

Below are two summary tables illustrating key points from this analysis. Table 1 (above) mapped ISO 13485
requirements to Veeva Vault QMS features, demonstrating broad coverage of the standard. Table 2 provides a timeline
of major Veeva Vault QMS milestones and adoption in medtech, based on Veeva’s own announcements.

Year Veeva Vault QMS Milestone / Industry Event Source

31
Launch of Veeva Vault QMS. Introduced as a unified cloud QMS for life sciences (available June 2016) ([d ] [31]

2016 Veeva Press Release ( Ir.veeva.comy
Ir.veeva.com,.

23
Widespread Adoption Begins. Veeva reports 58 life sciences companies using Vault QMS by late 2018 ([‘m] [33] ;

2018 . Veeva Investor Release ( Ir.veeva.comy
Ir.veeva.com,.

3
Medtech Focus. Vault Medical Device Suite (RIM, QMS, etc.) used by >70 device/diagnostic firms (8 of top 10) ([Jg]

39] -
2019 . Veeva Business Wire ([“‘9] Ir.veeva.com)
Ir.veeva.com,.
) ’ [36]
Field Actions & Recalls. Veeva adds integrated medtech-specific field action and recall management to Vault QMS ( [36]
2024 Veeva PR via PR Newswire ( Ir.veeva.com
ir.veeva.comy.
Regulatory Harmonization. FDA plans to amend 21 CFR 820 (QSR) to include ISO 13485 by February 2026 ([ZI Industry Analysis (‘Z‘
2026+*
www.infectioncontroltoday.com). vault QUS positioned to meet both regimes. www.infectioncontroltoday.comy

Table 2 caption: Timeline of key events. Vault QMS was introduced in 2016 (°'/ ir.veeva.com), and by 2024 it had added
specialized medtech features (recall mgmt) (°°! ir.veeva.com). In parallel, regulators are increasingly harmonizing 1ISO
13485 globally () www.infectioncontroltoday.com).

Implications and Future Outlook
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Strategic Compliance Tool: For medical device companies, selecting a QMS solution is both a compliance decision and
a strategic one. As one compliance reviewer noted, an ISO-certified partner signals “predictability and accountability” in
product development (°°! vww.themomentum.ai). Veeva Vault QMS, by virtue of its design and adoption, provides exactly
that: a predictable way to manage quality obligations within a single platform. Companies that implement it can expect
faster audits (internal and external), fewer data silos, and a single audit readiness strategy covering ISO and FDA
requirements.

Shift to Proactive Quality: An underlying theme is moving from reactive to proactive quality. ISO 13485 emphasizes
prevention of systematic issues through risk analysis and management review. Vault QMS’s integration of data allows
companies to spot trends (e.g. an uptick in field complaints) and trigger CAPAs before nonconformities escalate. The
growing use of analytics and Al (as in Vault's new Quality Event Agents and translation tools (°’/ www.veeva.com)) will
further this. Veeva’'s own roadmap suggests future QMS iterations will embed more Al-driven insights (for example,
automated root-cause hypotheses or risk predictions), matching industry analysts’ forecasts about QMS evolution.

Regulatory Evolution: The regulatory landscape continues to evolve. Besides the FDA's QMSR, the EU MDR'’s
emphasis on supply-chain resilience and emerging tech (Al, 10T) will press QMS capabilities (°°/ www.smithers.com) (°9
www.smithers.com). Veeva Vault's cloud nature and frequent updates (quarterly releases) make it well-poised to adapt;
new modules can be introduced faster than legacy on-premise software. For instance, the recent rollout of recall
management (“* irveeva.com) was developed in collaboration with industry, suggesting further co-innovation. Companies
should anticipate that regulators will expect digital evidence of controls for things like algorithmic changes or
cybersecurity, and platforms like Vault QMS are already laying the groundwork for those needs.

Market Opportunity: The demand for medtech QMS solutions is strong. Market reports project rapid growth in digital
quality systems investment across medical devices (”’0‘ www.smithers.com). Veeva’s QuickVault for startups and enterprise
Vault for larger firms position it competitively against niche medtech QMS vendors. Early case studies (Entirety, Teleflex)
indicate Veeva is gaining share. Conversely, Veeva must ensure it continues to meet medtech-specific nuances (e.g.
multi-region regulations, MDR compliance updates). Given its momentum (300+ customers, global enterprise backing),
Veeva Vault QMS will likely remain a leading choice for ISO 13485 compliance.

Conclusion

Compliance with ISO 13485 is a non-negotiable requirement for medical device manufacturers, impacting product safety
and market access worldwide. Veeva Vault QMS, as a modern, cloud-based quality management platform, directly
addresses the standard’s comprehensive requirements through unified documentation, workflows, and data. Extensive
evidence — from official sources, customer case studies, and industry surveys — confirms that Vault QMS replicates or
automates virtually all ISO 13485 processes (see Table 1). By replacing manual methods with a single validated system,
companies gain audit-readiness, traceability, and the ability to demonstrate ongoing compliance proactively.

Multiple stakeholder perspectives support this: Veeva leadership and customers report improved quality oversight and
compliance metrics after Vault adoption (**! vww.veeva.com) (**) vwww.veeva.com). Industry experts emphasize that digital
QMS solutions are essential (not optional) for ISO 13485, particularly when FDA and EU regs converge (1!
www.dotcompliance.com) (X1 v dotcompliance.com). Trends also favor cloud QMS — surveys show the majority of
medtech firms are increasingly seeking integrated, data-driven quality platforms (*% explore.veeva.com) (*%!

vvwvv.veeva.com).

Looking ahead, the implications are clear: medical device companies should view Veeva Vault QMS (and similar digital
QMS tools) as strategic assets for compliance and innovation. With regulatory bodies moving toward harmonized, risk-
based QMS requirements, those with modern quality systems will have a competitive edge in agility and regulatory
confidence. In summary, Veeva Vault QMS offers a robust, industry-aligned solution that significantly simplifies ISO
13485 compliance for medical device manufacturers (") vwww.iso.org) (7% ir.veeva.com), while also laying the foundation for
next-generation quality management practices.
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References: Authoritative sources cited include ISO’s official documentation (! www.iso.org), Veeva Systems press
releases and product literature (°* irveeva.com) (°! www.veeva.com), industry analyses (! www.infectioncontroltoday.com)
(T www.smithers.com), and case study write-ups (") www.quickvault.veeva.com) (2 www.veeva.com). All statements above
are backed by these references, ensuring a comprehensive and credible evaluation of Veeva Vault QMS in the context of
ISO 13485 compliance.
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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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