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Abstract

This white paper outlines a modern, scalable training strategy for pharmaceutical companies
navigating digital transformation in regulated environments. Centered on OmniTek Consulting’s
OmniAdopt framework, it emphasizes the importance of role-based training, embedded learning tools,
and unified compliance systems to drive workforce proficiency and audit readiness. Drawing on
industry benchmarks, it demonstrates how tailored, data-driven training can reduce onboarding time,
improve quality outcomes, and ensure long-term adoption of new technologies. With actionable
guidance and visual models, the paper offers a clear roadmap for life sciences organizations seeking to

align training with evolving digital and regulatory demands.
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Executive Summary

Pharmaceutical companies are rapidly adopting digital technologies to revolutionize operations—from R&D and
manufacturing to regulatory submissions and quality assurance—driven by the promise of greater speed, efficiency, and
compliance. Yet, without a modern workforce training strategy, these transformations often lead to delays, operational
errors, and regulatory risk instead of progress.

To address these challenges, this white paper introduces OmniTek Consulting’s OmniAdopt training strategy, a scalable,
role-based approach tailored for the pharmaceutical sector. By blending embedded learning, scenario-based modules,
digital adoption platforms, and compliance-aligned systems, the OmniAdopt framework equips organizations to
confidently implement complex technologies while maintaining audit readiness and workforce performance. This paper
provides practical guidance, industry metrics, and real-world examples to help companies achieve scalable, compliant,
and effective technology adoption.

Pharmaceutical's Digital Inflection Point

The pharmaceutical industry stands at the convergence of science and technology. As it embraces cloud computing,
artificial intelligence (Al), machine learning (ML), robotic process automation (RPA), and blockchain, the sector is
experiencing a digital awakening. McKinsey estimates that digital investments in life sciences will exceed $100 billion by
2030, aiming to reduce drug development time, improve data integrity, and enhance regulatory responsiveness.!

In this environment, effective technology adoption is more critical than ever. Yet many digital initiatives fall short not
because of technical issues, but due to insufficient training, low employee engagement, or poor change readiness. With
growing regulatory scrutiny from the FDA and EMA around data integrity, training documentation, and role-based
competency, pharmaceutical firms need a proactive, modernized approach to workforce development.™ i

Training Challenges in Regulated Environments
Training within life sciences organizations presents unique complexities, which are visually summarized below to
highlight the systemic nature of these challenges.
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Figure 1: Training Challenges in a Regulated Environment
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According to Veeva, 54% of FDA warning letters in recent years cited inadequate training." Addressing these systemic
issues requires shifting from compliance-driven training to a learning strategy that supports continuous improvement,
adoption, and performance.

OmniAdopt: A Scalable Training Framework for New Technology Adoption
OmniTek Consulting utilizes OmniAdopt, a five-pillar framework that enables scalable, effective, and compliant
technology adoption across pharma organizations:

Adopt Adopt

Role Intelligence Microlearning
Tailoring training to Short, interactive modules In-system guidance tools Integrating learning with Real-time analytics and
specific job functions using using real-world examples like DAPs deliver real-time, quality and compliance learner feedback inform
learner personas and SOP boostretention, support contextual supportthat platforms ensures continuous improvement
alignment ensures global teams, and reinforce = empowers users and traceability, automation, and help optimize training
relevance, accountability, on-the-job decision- reduces training overhead. and regulatory readiness effectiveness over time.
and faster proficiency. making. across training programs.

Figure 2: The OmniAdopt Framework

1. Adopt Role Intelligence

Role intelligence uses a role-based training strategy to deliver the right content to the right individuals. It begins with
developing learner personas that mirror actual responsibilities, allowing training paths to be customized for relevance
and efficiency. By aligning standard operating procedures (SOPs), workflows, and compliance requirements with each
job function, organizations can eliminate unnecessary content and accelerate onboarding. Reinforcing the purpose
behind tasks also builds greater understanding and accountability, which strengthens both engagement and regulatory
compliance.

2. Adopt Microlearning

Short, focused modules—ideally 3 to 7 minutes long—help improve retention by delivering information in digestible
chunks. By incorporating real-world scenarios and branching simulations, learners are encouraged to apply their
knowledge in context, improving performance on the job. Providing multilingual content ensures global teams can
engage effectively with the material, reducing training gaps and supporting compliance across regions.

3. Adopt Workflow Integration

Integrate training into the everyday tools employees use by embedding support features within operational systems.
This can include contextual tooltips, inline help links, smart checklists, or short embedded videos that guide users
through tasks in real time. Digital adoption platforms (DAP) offer advanced capabilities for real-time support, but even
without a DAP, organizations can reduce help desk dependence and promote independent learning by thoughtfully
designing systems to support learning in the flow of work.
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4. Adopt Learning Systems

Create a unified, compliant training ecosystem by integrating Learning Management System (LMS) tools with Quality
Management Systems (QMS), and document control systems. Maintain audit trails, automate retraining, and ensure
regulatory alignment from day one. A fully integrated system reduces administrative burden and improves accuracy
across compliance-related processes. It also enables faster detection of training gaps and enhances responsiveness
during audits or regulatory reviews. With centralized visibility, organizations can better coordinate cross-functional
training requirements and ensure consistent messaging across global sites.

5. Adopt Feedback Loops

Using real-time dashboards, organizations can monitor training impact across business units, track learner feedback, and
evaluate system usage patterns. Leading and lagging indicators such as training completion rates, knowledge retention
scores, and deviation reduction inform continuous improvements in training strategy. These insights enable
organizations to identify what’s working, where to adjust, and how to scale training more effectively.

This framework ensures training is not only delivered but also fully adopted, traceable, and continuously improved. It
empowers pharmaceutical organizations to scale effectively, maintain a state of audit readiness, and stay responsive to
both regulatory updates and evolving operational needs.

Role-Based Training: A Strategic Lever

Traditional training often leads to disengagement and inefficiency when employees are overloaded with information
that does not apply to their roles. OmniAdopt's first pillar, Adaptive Role Intelligence, provides a targeted alternative by
mapping training to the responsibilities and regulatory needs of each job function.

By aligning SOPs, tools, and systems to specific roles, pharmaceutical organizations can reduce redundant training,
improve knowledge retention, and accelerate time to proficiency. This precision-based approach also enables better
alignment between human performance and regulatory expectations.

The following role-based training matrix illustrates how training can be structured across several pharmaceutical job

functions:
Role Core Training Areas Example Systems/Topics
Quality Assurance (QA) Document Control, CAPA Management, Deviation QMS, Veeva Vault QDocs,
Associate Handling, Batch Record Review TrackWise
Regulatory Affairs Regulatory Submissions, Labeling Compliance, Change RIMS, eCTD Systems, Veeva Vault
Specialist Control Submissions
Clinical Research Protocol Adherence, Data Integrity, eSource EDC Systems (Medidata, Oracle),
Associate Documentation, Site Monitoring eTMF, IRT
Manufacturing GMP Compliance, Equipment Operation, Batch MES (Werum PAS-X), LIMS, ERP
Operator Documentation, Environmental Monitoring (SAP)
PV Analvst Adverse Event Reporting, Case Processing, Signal Argus Safety, ArisGlobal, MedDRA

y Detection, Global Safety Regulations Coding
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IT Systems Part 11 Compliance, Audit Trails, Security Protocols, Veeva Vault Admin, SAP Security,

Network Controls

LIMS, ELN, Chromatography
Software

ValGenesis, Excel Spreadsheets,
SharePoint

LMS (Veeva, ComplianceWire), Bl
Tools (Power BI)

Figure 3: Sample Training Matrix

With this level of mapping, teams achieve better engagement and stronger documentation, leading to improved audit

readiness and reduced redundancy.

Accelerated time to proficiency: Role-based training reduces
information overload by delivering only SOPs and learning content
relevant to a user's job function. As shown in the bar chart below,
this approach significantly shortens time-to-proficiency; from an
average of 12 weeks with traditional training models to just 7
weeks with targeted, persona-based learning paths.

Higher audit success rates: When employees are trained precisely
on the procedures and systems relevant to their roles,
documentation accuracy and task execution improve. This targeted
approach leads to fewer deviations and findings during inspections,
as auditors can clearly see that personnel have completed role-
specific, validated training.

Increased job satisfaction and clarity: Employees who understand
the “why” behind their training are more confident and engaged in
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Figure 4: Average Time-to-Proficiency

their work. By removing redundant or irrelevant content, organizations help staff feel more competent, which supports

retention, performance, and workplace morale.

In addition, role-based approaches simplify the creation of change control-driven retraining triggers. When a system or

process changes, retraining can be automatically reassigned only to impacted roles—ensuring relevance while saving

time and reducing documentation overhead.
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Embedding Learning in the Flow of Work

Learning in the moment of need or “learning in the flow of
work, is proven to enhance knowledge retention and Welcome! Start the tour
. . . . . C below to get acquainted wh Notifications My Tasks Reports
accelerate skill application. Digital Adoption Platforms vomay Mavigation.
(DAPs) like Whatfix, WalkMe, and Pendo embed training
Library D Step 10of 5
. . . . ocument Search
into enterprise systems, reducing reliance on formal - Select a document
. Application State: All = from the list.
Classroom sessions. Find Documents "
Al Document Filtgr 1
Owned by Me | View
Shared with Me Document Number  Major Version Status Vocument Type Details
My Favorites PD-SOP-004 1.0 Approved Standard Operating Pro€edure
Documents PD-P013 1.0 Draft Standard Operating Pro¢edure
Notification Incon PD-QS006 10 InReview Protocol
My Tasks
PD-SOP-003 1.0 Approved Standard Operating Procedure )
Reports -

Benefits of Embedded Learning
in the Flow of Work

Figure 5: Sample Embedded Training

Real-Time Training, Real Results: Embedded Learning with

OmniAdopt:
Just-in-Time Skill Reinforcement
Learning in the flow of work is most effective when training is
embedded into the very systems employees use each day. For
Better Knowledge Retention example, walkthroughs in Veeva Vault can assist users during SOP

approvals, while real-time alerts in Laboratory Information

r ) Management Systems (LIMS) prevent data entry errors before
- (CAE e (T EETTES they escalate. In SAP or Salesforce, smart nudges help users
/ complete processes accurately and consistently. For companies
S I without access to DAPs, similar results can be achieved by
Costs B . . . . . .
embedding contextual help links, short video tutorials, or job aids

directly into systems or intranet portals that employees use daily.

Figure 6: Benefits of Embedded Learning

Ensuring Compliance Through Unified Training Systems

When training systems operate in silos, the risk of compliance failures increases significantly. Creating a unified training
infrastructure that seamlessly integrates with Quality Management Systems, SOP repositories, and audit reporting tools
can provide comprehensive visibility and reduce regulatory exposure.

A well-integrated system enables automated role-based training assignments, validation through digital signatures, and
access to real-time dashboards that reflect training progress and compliance status. These capabilities ensure not only
consistency in delivery but also a proactive approach to managing audit readiness.

Multiple platforms are specifically designed for regulated industries and offer several benefits. They allow teams to
respond to audit findings more efficiently, maintain centralized control of training versions, and provide consistent
global implementation with localized adaptability. This unified approach simplifies training administration while
reinforcing compliance and accountability across the organization.
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Measuring Outcomes and Continuous Improvement

Improvement begins with measurement, and successful training programs rely on clear metrics to guide that process.
Time-to-proficiency helps determine how quickly different user groups reach operational effectiveness, while reductions
in human-error-related deviations indicate whether training is truly impacting quality outcomes. Completion rates,
especially when segmented by department or role, reveal how thoroughly the organization is adopting new systems.
Feedback mechanisms such as surveys and Net Promoter Scores also play a vital role in understanding user sentiment
and engagement.
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Figure 7: Sample Training Compliance Dashboard

Dashboards play an essential role in consolidating these insights. By visualizing performance across departments,
locations, and systems, dashboards allow leaders to quickly identify trends, gaps, and areas for improvement. These
metrics go beyond checking boxes. They enable leadership to identify which training modules are underperforming,
where role definitions may need refinement, or where certain regions lag in adoption. When these insights are paired
with broader business outcomes, they create a feedback loop that drives continuous learning and measurable
improvements in both performance and compliance.

Conclusion

To remain competitive in a rapidly evolving pharmaceutical landscape, organizations must leave behind outdated
training models and embrace approaches designed for agility, compliance, and long-term impact. OmniTek Consulting’s
role-based, scalable training framework empowers companies to equip their teams for digital adoption while
maintaining rigorous regulatory standards and operational excellence.
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When training is thoughtfully embedded into daily workflows, aligned with role-specific responsibilities, and delivered
through modern platforms, it does more than improve skills—it accelerates implementation timelines, strengthens audit
preparedness, and enhances an organization's readiness to embrace change.

Rather than viewing training as a one-time onboarding event, forward-thinking life science companies recognize it as a
continuous, strategic investment. With the right framework in place, training becomes a catalyst for digital
transformation, workforce engagement, and regulatory confidence.

About OmniTek & Contact Information

OmniTek Consulting is a trusted partner for organizations seeking to enhance governance, operational agility, and
decision-making. We specialize in modernizing business processes with a blend of human-centered design, technology
expertise, and hands-on change management.

Whether you're preparing for system validation, launching a new therapy, or scaling your workforce across global sites,
OmniTek Consulting can help you build a training strategy that drives real results. Our OmniAdapt framework enables
pharmaceutical organizations to embed learning into workflows, reduce compliance risk, and accelerate time to
proficiency. If your teams are struggling with ineffective training, misaligned SOPs, or low adoption of new systems,
we’re ready to help you turn training into a strategic advantage.

Contact us today to explore how OmniTek can support your transformation journey and drive lasting results

McLean, VA | Serving
clients nationwide.
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