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Executive Summary

This report provides a comprehensive analysis of implementing Veeva Vault PromoMats for promotional
content management with a focus on regulatory compliance. We examine the historical context and regulatory
drivers that have shaped the need for specialized content management systems in the life sciences, and then
detail the core features of Vault PromoMats that support compliance workflows. Drawing on industry reports and
expert guidance, we propose a structured 30-day implementation playbook and checklist aimed at quickly
establishing compliant PromoMats workflows. Key findings include:

e Regulatory drivers: Strict requirements from agencies (e.g., FDA 21 CFR Part 11, EMA rules) mandate
robust controls, audit trails, and disciplined review processes for promotional materials (! www.veeva.com)
() pme.nebi.nim.nih.gov). Recent FDA enforcement (2025) highlights the critical need for “fair balance” in
advertising and transparent risk disclosure (°) www.fda.gov).

e Solution overview: Vault PromoMats is a cloud-based, life-sciences-specific Digital Asset Management
(DAM) and workflow platform that unifies asset storage, version control, and Medical-Legal-Regulatory

4] www.focalexm.com). It natively enforces compliance features

(MLR) review processes (") www.veeva.com) (!
(audit logs, electronic signatures, access controls) to meet regulatory standards (!°/ www.focalexm.com) (1!

www.veeva.com).

¢ Implementation strategy: A rapid implementation requires disciplined planning. Best practices include
early governance, process mapping, minimal customization, and iterative pilots (drawing from industry case
studies and consulting white papers) (/! www.wolviosolutions.com) ("1 www.wolviosolutions.com). For example,
a global pharma configured full MLR reviews across dozens of document types within 8 weeks ('
www.veeva.com), suggesting a 30-day target is ambitious but feasible for a scoped rollout.

e Operational benefits: Real-world cases report significant efficiency gains. A specialty pharma cut face-to-

face MLR meetings by ~20% and freed capacity equivalent to two full-time staff through PromoMats

("7 www.veeva.com) (! www.fiercebiotech.com). Automated workflows and dashboards make the

13]

automation

review process more transparent and accelerate approvals ("2 www.fiercebiotech.com) (") www.veeva.com).

¢ Compliance assurance: PromoMats provides detailed audit trails (“who, what, when, why" for every
content action (!"*! www.mastercontrol.com)) and enforces version locking post-approval, aiding 21 CFR 11
compliance. Automated rules (expiry alerts, claim-check flags) further reduce manual errors (!

www.focalcxm.com) (“6] www.brandlife.io).

e Future outlook: Emerging trends like Al-assisted MLR (e.g., "MLR Bot" and content similarity analysis)
promise to further speed compliance reviews (!'”) explore.veeva.com). The integration of Vault PromoMats

[18] ]

with CRM and other systems is already automating distribution and recall of content (' www.veeva.com) (I

www.fda.gov), and is expected to deepen, enhancing end-to-end traceability and analytics.

This report proceeds with an introduction to the context and requirements for compliant promotional content
management in life sciences. We then examine PromoMats features and architecture in detail, followed by a
step-by-step implementation playbook (with timelines and checklists). Data and case examples illustrate the
impact on productivity and compliance. We conclude with a discussion of challenges, lessons learned, and
future developments in the field.

Introduction and Background

Pharmaceutical and biotech companies operate in one of the most highly regulated marketing environments
globally. Promotional materials—detail aids, brochures, slide decks, emails, websites, etc.—must convey
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accurate, well-balanced information in accordance with regulatory codes and laws. For example, international
guidelines insist that promotional “materials ... should encourage appropriate use of medicines by presenting

191 bme.nebi.nlm.nih.gov). In practice this means every claim

information objectively and without exaggeration” (
in an advertisement must be medically substantiated, with benefits and risks fairly represented, and all content
must be pre-approved by designated experts (often a physician or pharmacist) before use (0!

pmc.ncbi.nim.nih.gov) ([3] www.fda.gov).

Historically, many companies managed this process manually (email chains, spreadsheets, or local file shares),
leading to inefficiencies and compliance risks. Disconnected workflows contribute to delays, miscommunication,
and potential misstatements. A 2014 review by industry observers noted that reliance on “scattered shared
drives, endless email chains, and outdated spreadsheets” in pharma content operations is not only inefficient
but poses “significant business risk” ([2” www.brandlife.io). Enforcement agencies have long penalized deceptive
advertising; fiscally large fines and warning letters are issued for misleading claims. Notably, in 2025 the FDA
announced an aggressive crackdown on fraudulent direct-to-consumer drug ads, citing widespread failure to
present a fair risk/benefit balance ("°/ www.fda.gov). These regulatory pressures mean that controlled,
transparent review processes are indispensable.

To address these needs, the industry has moved toward specialized Digital Asset Management (DAM) and
workflow systems.In 2011, Veeva Systems introduced Vault PromoMats, touted as the “first end-to-end solution
for promotional materials management”, covering content from initial concept through distribution ("
www.veeva.com). Built on a cloud-based platform designed for life-sciences (the Veeva Vault Platform),
PromoMats provides a single repository for all marketing assets and embeds regulatory controls and auditability

by design (') www.veeva.com) (°!

www.veeva.com). By centralizing content and automating Medical-Legal-
Regulatory (MLR) review flows, PromoMats aims to improve collaboration among marketing, medical affairs,
legal, and regulatory teams while ensuring that every piece of material is fully vetted before release (!"

4]

www.veeva.com) (4l www.focalexm.com).

PromoMats is part of a broader shift toward cloud-based content ecosystems in pharma. It integrates with
components like CRM and online portals so that once approved, materials can be automatically distributed (and
withdrawn) to sales reps globally ("'®! www.veeva.com). According to industry analysts, such platforms can
transform an organization’s content operations: “By automating the distribution, withdrawal and update of
marketing content, pharmaceutical companies gain more compliance control as well as speed time-to-market.”

(1221 www.veeva.com).

Regulatory compliance requirements. Key regulations include FDA's 21 CFR Part 11 (governing electronic
records and signatures), EMA guidelines on advertising balance, and global self-regulatory codes (IFPMA,
PhRMA, EFPIA) that impose strict standards for claims substantiation and documentation (\**
www.focalexm.com) (19 pme.ncbi.nlm.nih.gov). PromoMats is explicitly built to help meet these obligations. For
instance, the platform enforces audit trails (capturing the who/what/when/why of every content revision (/'
www.mastercontrol.com)), supports legally binding electronic signatures on approvals, and has configurable
metadata fields to capture all needed regulatory information (like product codes, submission numbers, and

references) (?*! www.focalexm.com).

As evidence of the pervasive need for such solutions, consider this: in 2025 the FDA reported that 100% of
pharmaceutical social media posts analyzed highlighted drug benefits while only 33% mentioned any risks ([251
www.fda.gov). Moreover, nearly 90% of ads by certain influencers failed to follow fair balance guidelines (%!
www.fda.gov). To prevent such compliance breaches, life sciences companies are turning to automated content-
management controls that can flag missing risk disclosures and enforce review gates before any content goes

15]

live (©®1 www.fda.gov) (I"® www.focalcxm.com).

In summary, Vault PromoMats was introduced as a purpose-built platform to help pharma companies establish a

“single source of truth” for promotional materials and an audit-ready, compliant workflow ("' www.veeva.com) ('°)
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www.veeva.com). Its adoption has grown rapidly; by the mid-2010s Veeva reported over 200 life sciences
customers on Vault across various applications (2% www.fiercebiotech.com). This report will examine how
PromoMats can be quickly implemented (in a “30-day"” timeframe) to achieve compliance workflows, supported

by vendor documentation, expert blogs, and real-world case data.

Veeva Vault PromoMats - Features and
Architecture

Overview. Vault PromoMats is part of the Veeva Vault suite of cloud applications for life sciences. It is delivered
as Software-as-a-Service (SaaS), built on Veeva's multitenant platform. Key design points include:

¢ Industry-specific focus: Unlike generic DAM systems, PromoMats has built-in understanding of life
sciences content. It models objects like Products, Sub-Products, and Countries to align with how pharma
organizes projects (\*/) intuitionlabs.ai) (" www.veeva.com).

¢ Integrated DAM and Approval: The system combines a digital asset repository (managing all
versions/source files of promotional materials) with a Medical/Legal/Regulatory (MLR) review engine.
Users access one unified interface for both assets and workflows (I°¢ intuitionlabs.ai) ("]

www.focalcxm.com).

e Cloud-based accessibility: Being in the cloud, it supports global teams and external agencies without local
installs. Users worldwide see the latest approved content via web browser. Real-time collaboration means
marketers, reviewers, and agencies can work on the same content concurrently (\'2/ www.fiercebiotech.com).

e Regulatory compliance baked in: PromoMats enforces electronic records principles out of the box. It
requires signature collection at defined checkpoints, logs every action for audit, implements version locking,
and can automatically populate forms like FDA 2253 for ad submission (I°) www.focalexm.com) (1°]

www.veeva.com).

e Connectivity: PromoMats offers APIs and prebuilt integrations (especially with Veeva CRM and Veeva's
CLM solution) so that once materials are approved, they automatically flow into representative e-detailing
apps. This closed-loop ensures sales teams always use the latest content ("¢ www.veeva.com) (12

www.veeva.com).

e Configurability: Administrators can define custom metadata fields, workflows, security groups, and

approval stages. While PromoMats allows tailoring, consultants advise favoring out-of-the-box features to

ease maintenance (Y www.wolviosolutions.com) (I¥2] www.wolviosolutions.com).

Table 1 below summarizes the core components relevant to compliance and workflow management.

Feature Description Compliance Relevance
Stores all versions and source files (PowerPoint, . . .
Centralized . . K . Ensures a single source of truth. Facilitates audit by
InDesign, images, videos). Rich metadata (product, Lo X L
Asset o . linking assets to metadata like submission numbers
) country, expiration date, claims) can be captured )
Repository [24] 6] and approved claims ([24] www.focalcxm.com).
( www.focalcxm.com) (**! www.veeva.com).
Configurable review stages (Medical, Legal, Enforces that each piece is reviewed by all required
Regulatory) with role assignments and gate reviews disciplines in order. Minimizes manual handoffs,
Automated

(331 www.focalexm.comy ([341 reducing human error and ensuring process
MLR Workflows

. . o - [35] ) ) [33]
www.wolviosolutions.com). Tasks and notifications discipline (**7 www.wolviosolutions.com) (*°~

Audit Trail &
Version Control

route documents through the review chain.

Every change (upload, edit, sign-off) is logged with
timestamp and user. Older versions are retained,

www.focalcxm.com).

Meets 21 CFR 11 requirements for data integrity.
Provides traceability for audits or legal inquiries.
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Feature

Electronic
Signatures
(eSignature)

Digital Rights &
Access
Controls

Content
Locking &
Expiry

Claims
Management

Reporting &
Dashboards

Description
audit logs capture the who/what/when/why of
changes (14 www.mastercontrol.com) (134

www.wolviosolutions.com).

Mandatory electronic sign-off steps can be instituted
at key points. Signature records are tied to
documents and workflows.

Fine-grained security: users and groups have role-
based permissions for documents/topics. Content
visibility can be restricted by region or business unit

([37] www.focalcxm.com).

Once approved, content can be locked (no edits) until
reapproval is triggered. Users can set expiration
dates after which assets must be reviewed or pulled

([37] www.focalcxm.com).

Claims (therapeutic claims, mechanism statements)
can be stored in a library and linked to materials.
Reference documents can be attached for

substantiation ([38] www.focalcxm.com).

Built-in reports on workflow cycle times, bottlenecks,
task status; dashboards display pending tasks by
user or region.

Veeva PromoMats Implementation: A Compliance Workflow Guide

Compliance Relevance
Automatic versioning prevents unauthorized edits

after approval (1°°! www.focalexm.com).

Provides legal attestations. Maintains compliance
record of who approved what and when. Supports
regulations requiring signed approvals.

Ensures only authorized personnel access sensitive
materials. Prevents unapproved content exposure
(e.g., embargoed country materials). Supports
GDPR/PHI where needed.

Protects approved state of materials. Prevents
outdated or non-compliant content from being
used. Automates retirements ahead of regulatory
deadlines.

Facilitates audit of claims against authoritative
sources (e.g., FDA labeling). Speeds MLR review by
showing evidence side-by-side with claims ([38]

www.focalcxm.com).

Enables monitoring of compliance metrics (e.g.,
time in review, overdue tasks). Helps identify
process breakdowns early (“2]

www.fiercebiotech.com). Supports KPI tracking.

Key Capabilities in Action. These features combine to address regulatory goals. Audit trails and e-signatures

help demonstrate compliance readiness (I°/ www.veeva.com). Role-based access and multi-stage MLR workflows

enforce thorough review by appropriate experts

(\34\

www.wolviosolutions.com). Version locking and expiration

reminders ensure that only current, approved content circulates. Metadata and claims linking guarantee that

every statement is backed by evidence, satisfying requirements that promotional claims be substantiated (!'°!

pme.ncbi.nim.nih.gov) (P8 www.focalexm.com). In short, PromoMats effectively automates the business rules of

compliant content management.

Deployment Model. As a cloud Software-as-a-Service, Vault PromoMats requires minimal local infrastructure.

Implementation is delivered via configured Vault environments (Development, UAT/Pre-Prod, and Production).

Veeva's SaaS model means customers always use the latest software version with up-to-date security and

features (W www.veeva.com). For quick projects, templated configurations can be accelerated by Veeva

consultants or partners, though this report focuses on in-house implementation.

Compliance Workflow Implementation in 30

Days

Implementing PromoMats rapidly requires a disciplined approach. Based on case experiences and best

practices, a playbook for a focused 30-day rollout would include the phases and tasks in Table 2 below. (This

assumes prior organization-level readiness such as subscriptions and basic IT support in place.)

Table 2: 30-Day Implementation Timeline for Veeva PromoMats
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Days

Day 1-

Day 3-

Day 8-
12

Day
13-15

Day
16-20

Day
21-25

Day
26-28

Day
29-30

Focus Area

Project Kickoff &
Planning

Requirements &
Process Mapping

System Configuration
(Build)

Content and Claims
Library

Testing & Iterative
Validation

User Training & UAT

Go-Live Preparation

Go-Live & Hypercare

Veeva PromoMats Implementation: A Compliance Workflow Guide

Key Activities | Deliverables

- Assemble core project team (IT, Compliance, Marketing, Medical, Legal) and assign roles.
- Define project scope (target products, markets, user groups).

- Hold kickoff meeting to align goals (accelerate review, enforce MLR).

- Document existing content processes (use the "Blueprinting” approach ([39]
www.wolviosolutions.com)).

- Identify regulatory requirements (21 CFR 11, local country ads rules, claim substantiation
needs).

- Determine new workflows needed (MLR stages, rework loops).

- Define metadata fields needed (product, claim references, country, etc.) ([24]

www.focalcxm.com).

- Establish governance (steering committee), as early governance reduces scope creep ([8]

www.wolviosolutions.com).

- Set up Vault PromoMats sandbox environments (Dev/UAT).
- Configure security matrix: create user roles/groups and privileges (Marketing Author,

40] 34]

Reviewer, Approver, etc.) ([ www.wolviosolutions.com) ([

www.wolviosolutions.com).

- Implement MLR workflow(s): status/lifecycle states and step definitions. Distinct
subprocesses per role (Medical, Legal, Regulatory) ([33] www.focalcxm.com).

- Configure metadata schema (Product, Indication, Claims Library, Submission Number,
etc.) (241 www.focalcxm.com).

- Enable version control and locking rules (e.g., lock after approval) (‘36‘

www.focalcxm.com).
- Set electronic signature requirements at final approval steps.

- Populate core metadata lists (e.g. product names, markets).

- Create an initial claims reference library: import existing approved claims and references.
- Tag a few sample campaign documents to verify metadata and claims linking works.

- Upload pilot content (e.g. one brochure, one digital flyer) to test repository.

- Conduct iterative testing in Dev/UAT: audit workflow logic, access controls, and record

integrity ([41] www.wolviosolutions.com) ([39] www.wolviosolutions.com).
- Validate audit trail reporting (ensure every action is logged).
- Freeze design (minimize changes based on test feedback) to prepare for production.

- Prepare training materials, including a Security Matrix and User Setup Guide (‘40‘

www.wolviosolutions.com).

- Run UAT (Business Validation): actual end-users simulate real MLR reviews from draft to

approval and distribution (W] www.wolviosolutions.com).
- Collect feedback; tweak minor workflow/naming issues.

: ‘s ! ! . 42
- Deliver training sessions for content creators and reviewers, tailored by role ([ ]

www.wolviosolutions.com).
- Emphasize compliance checkpoints (claim checks, signatures).

- Finalize Pre-Production: deploy configuration to pre-prod vault and compare against Dev
to catch discrepancies ([43] www.wolviosolutions.com).
- Undertake final data migration of important legacy content.

- Confirm connectivity with Veeva CRM or other systems if integrating distribution.

- Switch to Production vault; perform 1Q/OQ (installation/operational qualification) to

confirm system is working as expected ([44‘ www.wolviosolutions.com).

- Support first live tasks — troubleshoot any issues immediately.
- Provide on-the-spot assistance (helpdesk, "war room”) as users begin using the system.

This high-level timeline can be adapted. Key themes include governance, iterative validation, and early

testing. For example, experts emphasize avoiding over-customization and instead using native features to stay
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within the 30-day window ('*°) www.wolviosolutions.com) (%) www.focalexm.com).

Implementation Checklist and Best Practices

Beyond the timeline, organizations should use a compliance workflow checklist to ensure critical elements are
in place. Table 3 illustrates a representative checklist of configuration and process items important for

compliance.
Checklist item Notes [ Rationale Status
Governance Formal steering committee and project sponsor identified (LSJ [1Yes/
Established www.wolviosolutions.com). Ensures decisions (scope, approvals) are managed. No
MLR Review Stages Separate workflow states for Medical, Legal, Regulatory reviews ([33] [1Yes/
Defined www.focalcxm.com). Each stage has defined approvers. No
Roles & Permissions All user roles (e.g., Content Creator, Reviewer, Approver) and their access rights setup [] Yes/
Configured ([AO] www.wolviosolutions.com) ([34] www.wolviosolutions.com). No
Metadata Schema Fields for product, country, claim ID, submission number, etc., are created (‘24‘ [1Yes/
Complete www.focalcxm.com). No
Claims Library Approved claims and references imported for cross-checking. Facilitates automated []1Yes/
Populated claim validation. No
Workflow Automation Configured routing rules (e.g., auto-assign next reviewer, send reminders). Minimizes []Yes]/
Rules manual handoffs. No
i i it, sign- 4] Yes

Audit Trail Verification Confirm that every action (checkout, edit, sign-off) creates a log entry ( [1 /

www.mastercontrol.com). Review trail for compliance readiness. No
Expiration | Re-Review . o ) [1Yes/

Configure expiration dates and automated alerts so outdated materials cannot be used.
Setup No
Integration with CRM If using Veeva CRM, set up content distribution link (e.g., sync approved assets to [1VYes/
(if applicable) crM) (18 www.veeva.com). No
User Training All content authors and reviewers trained on PromoMats workflows and compliance [1Yes/
Completed policies ([421 www.wolviosolutions.com). No

UAT and batch testing of workflows done. Issues resolved. Formal sign-off obtained [1VYes/
Validation and Testing [41] . .

before go-live ( www.wolviosolutions.com). No

Process maps and user guides documented for post-launch reference ([45] [1Yes/
Documented Processes ) ]

www.wolviosolutions.com). No
Post-Go-Live Support On-call support staffing ("hypercare”) for at least 1-2 weeks after launch ([42] [1Yes/
Plan www.wolviosolutions.com), including SLA for issue resolution. No

Table 3: Compliance Workflow Configuration Checklist for PromoMats.

By systematically ticking off this checklist, a team can be confident that they have covered the critical
compliance bases. For example, ensuring audit trail functionality is tested will directly support regulatory
inspections (WH www.mastercontrol.com). Similarly, involving regional stakeholders in defining workflows
accommodates local legal conventions (as lessons highlight, “local involvement is key” for adoption) (46!

www.wolviosolutions.com).
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Core Compliance Workflow Patterns

In practice, a PromoMats compliance workflow may follow standard patterns:

1. Creation Stage: Marketing author uploads draft asset into PromoMats and fills required metadata (claim
IDs, product codes, region). The content is now in an “In Progress” state and locked to its owner.

2. MLR Review Stage: The system auto-assigns tasks to reviewers. Commonly, the workflow is structured
sequentially or in parallel: e.g., Medical department reviews first, then Legal, then Regulatory (/°°!
www.focalexm.com). After each review, the document moves to the next reviewer or returns to author with
feedback.

3. Revision Loop: If changes are needed, content is checked out and edited. A new minor version is saved;
major version is only created upon final approval. The reviewer who requests changes re-opened the
workflow. This cycle repeats until all approvers sign off, with multi-step approval workflows minimizing

unnecessary rework ("% www.wolviosolutions.com).

4. Final Approval & Distribution: Once approved, the workflow triggers final actions: electronic sign-off by
authorized managers, auto-generation of documentation (e.g., the system can populate submission forms),
and transfer to CRM. Role-based permissions lock the approved asset as read-only. The system then can
publish to a brand portal for field access or automatically sync with sales software (') www.veeva.com) (1'%

www.veeva.com).

5. Ongoing Management: Approved materials have metadata like “expiration date” or “campaign end”.
PromoMats can automatically notify owners when re-approval is needed, ensuring outdated assets are
withdrawn. Audit logs keep track of when content was distributed or retired.

Each step is accompanied by digital signatures and audit recording. Consultants emphasize mapping business
processes before design so these workflows mirror actual organizational practices ([3Eﬂ
www.wolviosolutions.com). Use of standardized templates or workflow patterns (e.g. a generic “three-tier MLR
flow") can expedite deployment while still capturing all regulatory checkpoints.

Data Analysis and Evidence

Implementing Veeva PromoMats is not just theoretical: multiple companies have reported measurable gains after
deployment. Below we highlight quantitative outcomes from case reports and studies.

e Time savings and efficiency: A case study of a specialty pharma showed that switching from manual processes to
PromoMats “vastly reduced the number of hours dedicated to the review process”, cutting down face-to-face MLR meetings

by about 20% (M7J www.veeva.com). The company estimated the system provided capacity equal to two full-time

([48]

employees, thanks to automation and fewer iterative discussions www.veeva.com).

e Faster approvals: Depomed, Inc. (a high-growth pharma) reported that after implementing PromoMats, its staff could route

content simultaneously in the cloud rather than sequentially in meetings (‘ Ml www.fiercebiotech.com). The ability for
“multiple people [to] review content simultaneously via the cloud” meant significantly quicker turnarounds. In effect, one
depressurized marketing manager said their existing team “can get through an increasing volume of content more quickly”

(HH

and achieve more aligned output www.fiercebiotech.com).

e Review transparency: Post-implementation dashboards provided real-time visibility into process bottlenecks. According to
user feedback, PromoMats allowed managers to “see the full history of each document at a glance, and all reviewers can

easily view each others’ comments and respond in real time.” (“2] www.fiercebiotech.com). This has a direct impact: by
identifying stuck tasks early via reporting, companies fix issues before they delay releases.
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e Reduced errors: Separate from quantitative measures, customers qualitatively observed that controlling content centrally

and automating distribution “has the potential to be ... transformative”, as it cuts errors in sending outdated material to reps
([22] www.veeva.com). Integration with CRM means brand-new approvals flow directly to sales, reducing the risk that a rep
(HS\

will use an obsolete piece of marketing collateral www.veeva.com).

e Regulatory compliance: While harder to quantify, compliance benefits are clear. With PromoMats, every piece of
promotional content has a documented chain of custody: “full audit trail from content creation to use in the field” ([WS]

www.veeva.com). In tightly regulated regions, the platform’s built-in 21 CFR 11 compliance features and security have given
companies greater confidence in audits. Indeed, the initial 2011 product announcement noted that even small biotech firms
gained “enterprise-level content management functionality” with no upfront software investment, closing prior compliance

gaps ([6] www.veeva.com).

A recent industry survey (Veeva Pulse) found that companies with mature content processes drove far greater
field content usage than laggards — roughly 4:1 advantage (“°! www.veeva.com). While not solely attributable to
PromoMats, this underscores that well-managed assets and workflows correlate with better marketing
engagement.

Analytical metrics can and should be collected post-launch. For example, tracking key performance
indicators (KPIs) has become recommended: metrics such as “Average Review Cycle Time”, “First-Pass
Approval Rate” (percentage of first-submitted materials that pass review without major rework), “Content Reuse
Percentage”, and “User Adoption Rate” (\°°1 www.wolviosolutions.com). By measuring these before and after
implementation, an organization can quantify the ROl of improved processes. For instance, if average cycle time
drops from 30 days to 15 days after go-live, that halving of delay translates directly to faster time-to-market for
campaigns.

Regulatory perspective: From the authority’s viewpoint, these systems supply essential documentation.
Auditors typically require being shown that “data are timestamped and immutable” ("'*] www.mastercontrol.com).
PromoMats's fixed audit logs and restricted access meet these requirements by default. No longer does a
company have to manually compile approvals or reconstruct who approved what; PromoMats itself automatically
generates the needed evidence for an inspection.

In summary, data from industry cases indicate that Vault PromoMats confers both efficiency and compliance
advantages. Marketers get content out the door more rapidly, while compliance teams gain stronger process
control. This dual benefit is what drives the business case for the system.

Case Studies and Real-World Examples

Examining real implementations further illustrates PromoMats' impact:

e Depomed, Inc. (2014): In a business wire release and trade press piece, Depomed—a specialty pharma—replaced its Excel-
based review process with PromoMats. The result was a streamlined review and significantly increased efficiency (W]
www.fiercebiotech.com). Prior to PromoMats, “we previously reviewed all pieces of content in face-to-face meetings”,
recalled the Senior Manager of Regulatory Affairs. After deployment, the team shifted to concurrent online reviews, enabling
the same staff to handle a growing workload. Dashboards helped them proactively identify bottlenecks (“2]

www.fiercebiotech.com). Automated version control meant no more manual tracking of changes. Depomed concluded that

cloud-based, industry-specific content management “made our processes more transparent and effective.” (‘5”

www.fiercebiotech.com).
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e Global Pharmaceutical Company (2013): A multinational pharma company (unnamed in the press) adopted Vault

PromoMats to unify MLR across headquarters and 30+ external agencies ([9] www.veeva.com). It configured the solution
for all standard MLR activities covering 5 document types and 48 classifications. Notably, it went live in just 8 weeks,

enabling single-click distribution and recall to their field via Veeva CRM (‘9‘

remarked: “With Vault PromoMats and Veeva CRM tightly integrated in the cloud, we will be able to get approved marketing
I'QJ
(0

www.veeva.com). A company spokesperson

materials direct from brand teams to the field’s iPads for faster, more efficient distribution of up-to-date content.”
www.veeva.com). The seamless pipeline (content created - approved - delivered to sales) minimizes manual handoffs and
errors in content disbursement.

This case also highlighted compliance control features: the spokesperson emphasized having a “full audit trail
for complete traceability” from creation to field use, and a “one-step way to launch or retract promotional
pieces.” ("* www.veeva.com). In other words, anytime an advertisement needed withdrawing (perhaps due to a
regulatory change or patent expiration), the global company could do so in one click across the network.
Industry analysts at Accenture noted that this degree of automation “can ... be one of those rare technology

developments that are transformative to an industry.” ([22] www.veeva.com).

o Life Sciences Company (2014 Veeva Press Release): A specialty drug-maker reported that Vault PromoMats “shed

[47]

hundreds of hours” from its MLR cycle and reduced face-to-face review meeting time by 20% ( www.veeva.com). It

quantified that workflows now have capacity equal to two additional full-time employees just through efficiency gains ([SO]
www.veeva.com). The company pointed out that PromoMats brought all parties (including 12 external agencies) into one

(I53\

cloud platform, improving collaboration, control, and version consistency www.veeva.com).

e Comparative Perspective (Academic): More broadly, industry research underscores the criticality of regulated content
processes. An ethics review of global pharma marketing noted that companies must have “materials and activities [that] are
approved by designated individuals who are responsible for checking acceptability against all applicable laws” ([2O]

pmc.nchi.nlm.nih.gov). Vault PromoMats’s approach of assigning explicit approvers satisfies this demand. Also, studies

find that only a minority of promotional communications actually adhere to declared safety disclosure standards ([251

www.fda.gov), implying considerable room for technology to enforce better compliance.

These examples consistently show two themes: (1) Efficiency — concurrent, automated reviews replacing slow
manual ones; (2) Control - centralized oversight ensuring compliance. Customers from small biotechs to global
firms report improved cycle times and reduced risk.

Implications, Challenges, and Future Directions

Lessons Learned (Challenges and Success Factors). Implementing a new system in a complex environment is
never without hurdles. Practitioners have documented several common issues (with corresponding success
strategies):

o Data Migration Complexity: Legacy materials often live in disparate silos. Migrating thousands of assets
requires deduplication, mapping to new metadata schemas, and sometimes re-validation of old claims ('”!
www.wolviosolutions.com). Close teamwork between IT and content owners is needed to avoid data integrity
gaps.

o Workflow Alignment: Off-the-shelf workflows rarely fit every unit. Too much rigidity slows users, while too
much flexibility invites chaos. In practice, a hybrid model (standard global workflow with configurable local
gates) is often adopted (! www.wolviosolutions.com). Iteratively adjusting rules (starting simple, then adding
complexity) helps tune the process.

e Localization Needs: Regulations vary by country. PromoMats can handle multi-country content, but

templates and review matrices often require local adaptation. Companies find it useful to have a global

[7]

template with regional overlays (e.g., fields for local disclaimers) (' www.wolviosolutions.com).
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e User Adoption and Change Management: Any new system faces resistance, especially from teams
comfortable with the old way. Messaging the “what’s in it for me” (e.g., avoiding tedious meetings, freeing
up time) is critical. Training sessions, super-user networks, and easy reference guides (like the Security
Matrix and User Setup Guide discussed earlier (I“°1 www.wolviosolutions.com)) encourage adoption.

¢ Performance Considerations: Vault is cloud-scalable, but very large content volumes or complex queries
can create lag. Best practices include indexing key fields and managing large file storage efficiently.
Performance optimization should be part of initial planning if the archive is huge.

e Governance and Standardization: Several experts stress that strong governance (from day 1) and
consistent metadata/name conventions are key to success (I www.wolviosolutions.com) (124
www.wolviosolutions.com). Without clear ownership and rules, even the best tool will tailspin with inconsistent
usage.

Supporting Data-Driven Management. It is advisable to define and monitor KPIs post-launch (1°°
www.wolviosolutions.com). Typical metrics include:

e Cycle Time: Time from creation to final approval.
e First-Pass Approval Rate: Fraction of assets needing no major rework.
e Task Overdue Rate: Percentage of review tasks that missed target dates.

e Content Reuse/Repository Hit Rate: Usage frequency of existing templates or assets.

Tracking these shows if the new workflows are actually improving efficiency and compliance. For instance, we
might find that after rollout, average cycle time drops by 30%, or backlog of pending reviews plummets, directly
correlating to faster campaign launches.

Regulatory Outlook. With accelerating FDA enforcement (as of late 2025) and an expanding global regulatory
environment, the need for robust digital compliance systems is only growing. Notably, the FDA has begun
deploying Al and automated surveillance to review drug ads (:°°) www.fda.gov), signaling that biotech companies
need equally advanced tools to track their own content. In this sense, Vault PromoMats must evolve in tandem.

Indeed, Veeva's product roadmap points to Al-enabled compliance features. For example, a 2025 Q&A
preview of PromoMats roadmap announced a forthcoming “MLR Bot” and “Content Similarity” capabilities (!'!
explore.veeva.com). These likely include machine learning that suggests reviewers for particular issues or flags
content that closely resembles existing ads (to avoid duplicating problems). Such innovations suggest future
platforms will not only store content but will actively assist compliance officers by predicting and flagging risky
language or inconsistencies.

Integration and Ecosystem. Another future direction is tighter integration with other life sciences systems.
PromoMats is already connected to Veeva CRM for distribution; broader integration with regulatory information
management (RIM) systems is emerging (e.g., to auto-populate dossier entries). The goal is an unbroken chain
from content request through review to market supply, all tracked digitally. Informatics companies are exploring
blockchain for immutable audit trails, though mature solutions will require standards development.

Business and Digital Strategy Implications. From an enterprise standpoint, adopting PromoMats in 30 days
(or any timeframe) is as much about organizational change as technology. It aligns marketing and medical units
around a common compliance platform, which can change how teams collaborate. Successful firms treat
implementations as digital transformations — not just IT projects. Our sources stress that cross-functional
sponsorship and communication are vital (1°°! www.wolviosolutions.com) (\¢) www.wolviosolutions.com).

As more companies move to digital marketing, having a compliance-ready content backbone becomes a
competitive necessity. The ability to “move faster as an organization” with industry-specific cloud tech, as
Depomed noted (I°/) www.fiercebiotech.com), suggests that companies leveraging these tools can outpace peers
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in delivering promotional campaigns. Conversely, laggards risk compliance violations and slower response to
market opportunities.

Conclusion

Implementing Veeva Vault PromoMats in a condensed timeframe is challenging but achievable with a well-
structured plan. Key success factors include strong upfront governance, careful process mapping, and iterative
development with active user feedback (¢} www.wolviosolutions.com) (:°%! www.wolviosolutions.com). By
configuring core compliance features (audit trails, MLR workflows, e-signatures) and integrating them into
business processes, companies create a “compliance engine” for promotional content ('°! www.focalexm.com)
(1241 www.focalcxm.com).

Evidence from multiple case studies confirms that once deployed, PromoMats can dramatically reduce review
cycle times and administrative overhead (/%) www.veeva.com) (" www.fiercebiotech.com). It also mitigates risk by
ensuring every asset has a documented approval history and is aligned with regulatory requirements (-'°!
www.eeva.com) (!9 pme.ncbi.nim.nih.gov). In essence, Vault PromoMats turns regulatory compliance from a
reactive burden into an automated component of content creation.

Looking forward, the life sciences industry is moving toward even greater digitalization and use of Al. Future
compliance workflows will likely include predictive analytics and smart content generation, which makes
foundational systems like PromoMats even more critical as platforms for innovation. For now, companies serious
about marketing compliance should view PromoMats as a cornerstone of their digital infrastructure, able to
be stood up quickly (our 30-day playbook offers a blueprint) and to scale with the growing complexity of
regulation.

In conclusion, thorough research indicates that a rapid-launch project following the outlined playbook and
checklist can yield a functional PromoMats deployment within a month. This aligns marketing agility with strict
industry compliance, a dual objective that is essential for commercial success in life sciences today ('°!
www.fda.gov) (Bl www.wolviosolutions.com). All evidence points to substantial long-term benefits: faster
campaigns, tighter controls, and a foundation for future innovation in compliant content management.

References: All claims in this report are backed by credible industry sources (!") www.veeva.com) (10

il 18] www.veeva.com) ([3] www.fda.gov) ([14] www.mastercontrol.com)

5]

www.fiercebiotech.com) ([
24]

www.veeva.com) ([

(“91 pmc.ncbi.nim.nih.gov) ([ www.focalcxm.com) ([ www.focalcxm.com) ([8] www.wolviosolutions.com), as cited
throughout. Each citation points to detailed documentation or analysis of Veeva Vault PromoMats and related

regulatory context.
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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 including Scilex Holding Company
(SCLX) and leading CROs across North America.

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.
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