SaaS ERP
VS

Private Cloud

A Better Compliance
Model for Biopharma
Learn why more biopharma leaders are
embracing SaaS ERP to cut compliance costs,

reduce risk, and future-proof their operations.
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True Cloud ERPs reduce compliance complexity,

lower costs, and enable innovation — all while maintaining

the control required for validation.
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Governed by FDA, EMA, GxP, and ISO standards, biopharma

manufacturers must maintain strict control of:

«  Product batch traceabllity

«  Process quality assurance

« Secure data access and retention
« Validation of software systems

Traditionally, organizations have chosen private

cloud ERP environments, believing they offer better

control over validation timelines. In reality, this model

leads to higher costs, increased complexity, and \ ©
slower innovation.
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Not All Cloud ERPs Are Equal

Many ERP vendors repurpose legacy systems for private
cloud hosting and label them as “cloud solutions.”
These still require:

«  Manual patches and upgrades

«  Re-validation with every update

«  High costs for maintaining compliance infrastructure

In contrast, true SaaS ERPs — like
Microsoft Dynamics 365 — offer:

«  Built-in compliance capabilities

e  Customer-controlled update cycles

«  Secure, modern infrastructure

«  Seamless integration with Al and analytics
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to Choose SaaS ERP
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Simplified Computer
System Validation (CSV)

Modern Saa$S ERPs like Microsoft Dynamics 365 are built
with regulated industries in mind. Life Science customers:
«  Control when updates are applied and align them
with validation cycles
«  Defer or skip up to two major release waves per year,
reducing validation workload
«  Rely on Microsoft's shared responsibility model for
security, patching, and regulatory readiness

In contrast, private cloud ERPs often fall behind on
updates — exposing organizations to security
risks and non-compliance penalties.

Four Reasons to Choose SaaS ERP for Compliance
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@ Lower Compliance Costs

SaaS ERP models eliminate
many traditional IT burdens:

« No need for GxP-compliant private cloud hosting

« Platform-level certifications included (e.g., SOC
1/2/3,1S0O 27001/27701, GDPR, HIPAA)

« Reduced reliance on in-house compliance and

validation teams

With Merit for Life Science, compliance tools
are built in — not bolted on.
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Four Reasons to Choose SaaS ERP for Compliance

Continuous Compliance
Through Automation

w

SaaS ERP systems support agile, incremental validation.

Benefits incluxde:
With support from industry-specific

«  Automated tools for audit trails and e-signatures partners like Merit Solutions, customers gain

«  Ongoing support for evolving data integrity regulations enhanced audit logs, electronic signatures,

«  Elimination of costly full-system revalidations and GxP-ready features.
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Four Reasons to Choose SaaS ERP for Compliance

Faster Innovation and Al Readiness

|
Biopharma companies using SaaS ERPs gain access to >
Al-driven features that drive competitive advantage:

* Predictive analytics for supply chain resilience

« Embedded Co-Pilot tools to surface SOPs, training
materials, and insights

« IoT and Al integration for R&D optimization and
compliance reporting

 Natural Language Processing (NLP) for analyzing
QMS data

« Decision support for Cell and Gene Therapy (CGT)
logistics and FDA filing strategies

With SaaS ERP, companies can innovate without
compromising their validation posture.
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The Business Case: SaaS ERP for Biopharma

Feature Private Cloud ERP SaaSs ERP (e.g., D365 + Merit)
Updates & Validation Manual, costly Scheduled by customer
Compliance Tools Add-ons, custom-built Built-in, industry-tuned
Regulatory Certifications Must be maintained Included at platform level

Al & Analytics Integration Limited Embedded and expanding
Total Cost of Ownership Higher Predictable monthly pricing
About Merit for Life Science Ready to Automate Compliance and

Merit Solutions helps life sciences manufacturers Accelerate Innovation?

modernize with a GxP-ready, SaaS-based ERPbuilt on Get audit-ready faster—while accelerating your
Microsoft Dynamics 365. Our solution includes: digital transformation.

« Quality and compliance management

: Let us show you how a true SaaS ERP can reduce
 Procurement and production controls

) ) ) our compliance costs, improve inspection readiness,
 Materials and supply chain planning y P P P

: : : : and empower your team with Al-driven insights.
* Deep integration with Microsoft Power Platform P y 9

Contact us for a personalized Merit for Life Science demo.
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