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[Revised February 17, 2026] Updated with SAP S/4HANA 2025 release details, NetSuite’s 2025 Gartner Magic
Quadrant Leader recognition, QAD’s Champion Al launch, DSCSA phased enforcement timelines, and latest Al/Copilot
capabilities across all major ERP platforms.

Top ERP Systems and Consultants in the
Pharmaceutical Industry

Introduction

Enterprise Resource Planning (ERP) systems are the digital backbone of pharmaceutical operations, linking R&D,
manufacturing, quality, supply chain, and finance under strict regulatory oversight. Pharma companies face unique
challenges — compliance with FDA 21 CFR Part 11 and GMP/GxP guidelines, stringent batch traceability (for recalls and
Drug Supply Chain Security Actserialization), and integration with lab systems — all while scaling growth and
innovation. In this report, we identify the top 5 ERP platforms used in the pharmaceutical sector and rank them based
on pharmaceutical suitability, industry adoption, analyst reviews, and innovation. Each ERP is evaluated on its
capabilities in: regulatory compliance (e.g. support for electronic records/signatures per 21 CFR Part 11), batch and lot
tracking, serialization, quality assurance, scalability, and integration with lab or manufacturing systems. We then
profile the leading ERP consulting firms specializing in pharma implementations — highlighting their industry
experience, validation expertise, customer success stories, and services. The goal is to provide pharmaceutical
professionals with a comprehensive, well-researched guide to selecting the right ERP solution and implementation
partner for their needs.

Criteria for ERP Ranking: We considered each system’s focus on pharma (out-of-the-box functionality vs. heavy
customization), customer base in pharma, community/partner ecosystem, and evidence of innovation. For example, an
ERP purpose-built with pharma “last-mile” features (like multi-level lot and serial tracking) tends to shorten
implementation time and reduce compliance risk . However, ultra-specialized systems can
lack scalability for large enterprises . Thus, our rankings weigh both depth of pharma features and the
ability to support diverse, growing business models. Analyst insights and user reviews were also incorporated — e.g.
products with strong pharma user communities and proven compliance success scored higher

. The rankings exclude generic small-business software (QuickBooks, etc.) and focus only on true ERP suites

Below we present the top 5 pharmaceutical ERP systems, ranked #1 through #5, with detailed analysis of each. A
summary comparison table is also provided for quick reference. Following the software reviews, we identify the top ERP
consulting firms for pharma, with Houseblend positioned as the leading specialist. All findings are cited from industry
publications, vendor documentation, analyst reports, and real-world case studies.

Top 5 ERP Systems for Pharmaceutical Companies (2025-2026)

1. Oracle NetSuite — Cloud Leader for Emerging and Mid-Sized Pharma

Oracle NetSuite is a cloud-native ERP that has rapidly become a top choice for emerging pharma and biotech
companies, and we rank it as the #1 ERP for the pharmaceutical sector. NetSuite’s multi-tenant SaaS architecture and
fast deployment make it especially attractive to growing and pre-commercial pharma firms that cannot afford long
implementations . It offers a unified platform covering financials, inventory, manufacturing, quality, CRM
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and more, which helps eliminate the silos of separate lab, quality, and accounting systems [/ intuitioniabs.ai [/
intuitionlabs.ai. Notably, many pharma startups choose NetSuite to replace manual processes as they move into clinical
trials or commercialization, leveraging its SuiteSuccess industry accelerators for life sciences to go live in as little as 3-6
months Y intuitionlabs.ai M intuitionlabs.ai. NetSuite’s agility, comprehensive functionality, and lower total cost for mid-
market firms make it a strong fit for life sciences organizations that need enterprise-grade capabilities without the

[12]

overhead of legacy ERPs |/l intuitioniabs.ai 2 intuitionlabs.ai.

Regulatory Compliance & Validation: NetSuite is designed with robust internal controls that support FDA and
international regulations. It provides role-based security, detailed audit trails of all transactions, and supports electronic
records and electronic signatures out-of-the-box — key elements to comply with FDA 21 CFR Part 11 intuitionlabs.ai **!
intuitionlabs.ai. With proper configuration and validation scripts, NetSuite can be fully Part 11 compliant for electronic
records/signatures in GMP environments |**! intuitionlabs.ai. Pharma companies have successfully validated NetSuite as a
GxP system of record; for example, after a biotech’s IPO, they adopted NetSuite to establish stronger SOX and FDA
compliance controls (replacing a non-compliant purchasing system) 5] intuitionlabs.ai " intuitionlabs.ai. NetSuite’s ability
to enforce multi-level approvals, maintain immutable audit logs, and generate on-demand compliance reports makes it
audit-ready for FDA and EMA requirements "/ intwitionlabs.ai ' intuitionlabs.ai. To further ensure compliance, many life

sciences firms engage validation specialists (e.g. Sikich or USDM) to formally validate NetSuite to FDA guidelines "/

intuitionlabs.ai. Once validated, NetSuite becomes a trusted GxP system that significantly streamlines regulatory audits “*/
intuitionlabs.ai. In short, NetSuite meets the core compliance needs (21 CFR Part 11, Annex 11, SOX, etc.) and has a

growing ecosystem of partners providing validation accelerators and FDA-compliant process templates.

Batch Tracking, Lot Control & Serialization: NetSuite natively supports end-to-end batch and lot tracking, as well as
item serialization, which are crucial for pharma supply chain integrity. Every batch of raw material, intermediate, or
finished drug can be tagged with a unique lot number in NetSuite, with full genealogy and expiration date tracking [22]
intuitionlabs.ai. This enables manufacturers and distributors to quickly trace which lots went into which finished goods and
where those lots were shipped — critical for recall management and pharmacovigilance”” intuitionlabs.ai *°l
intuitionlabs.ai. NetSuite provides real-time visibility into inventory by lot, helps manage retest/expiry dates, and can block
usage of expired or untested lots via quality hold statuses. It also supports unit-level serialization when needed:
companies can assign serial numbers to each saleable unit (often via third-party integrations or custom records) to
comply with the U.S. DSCSA and EU Falsified Medicines Directive. Notably, the DSCSA’'s enhanced package-level
requirements are now being enforced on a phased schedule: manufacturer and repackager exemptions expired May 27,
2025; wholesale distributor exemptions expired August 27, 2025; dispenser exemptions expired November 27, 2025; and
small dispensers have until November 27, 2026 |** ida.gov. For example, NetSuite’s data model allows an item to have
both a lot and serial number simultaneously, enabling the handling of complex pharma identifiers [*°/ elevatiq.com 2%
elevatig.com — a feat that many smaller ERPs cannot achieve. In practice, some NetSuite pharma clients use integrated
solutions (like contracted serialization systems) that feed data into NetSuite, while others leverage partner-built
extensions. NetSuite’s flexibility with integrations makes it straightforward to connect with specialized track-and-trace
systems if deeper serialization reporting (such as FDA EPCIS submissions) is required. Overall, NetSuite “checks the
box” for lot traceability and provides the foundation for serialization compliance within a unified system [““! intuitionlabs.ai
7] intuitionlabs.ai.

Quality Management (GxP) & GMP Features: Ensuring product quality and compliance with Good Manufacturing
Practice (GMP) is another area where NetSuite excels via add-on modules and configurations. NetSuite’s Quality
Management capabilities allow pharma companies to define quality tests and inspection plans, record results for each

(28] jntuitionlabs.ai [2°]

batch, and manage non-conformance and CAPA (Corrective/Preventive Actions) processes
intuitionlabs.ai. Quality status controls (e.g. “Hold”, “Pass”, “Fail”) can prevent the use or release of materials that haven't
cleared required tests. These features help maintain data integrity for GMP batch records and integrate quality with
inventory — for instance, only batches that have passed QC can be issued to manufacturing or shipped. Notably,
NetSuite’s partner ecosystem has created full GMP-compliant solutions within NetSuite. A prime example is
Adaptalogix, a specialist that built a complete pharmaceutical manufacturing and electronic batch record system inside

NetSuite % intuitionlabs.ai ??) intuitionlabs.ai. This includes functionality for electronic batch record review, deviation
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tracking, and e-signatures, all within the NetSuite interface. Such extensions mean a pharma company can manage its
entire quality process electronically in NetSuite without resorting to paper or external QMS software. For growing life
sciences firms, this unified approach (ERP + quality in one) simplifies validation and audit readiness since all production,
quality, and inventory data share a single audit trail. In summary, NetSuite supports high levels of quality assurance, and
when coupled with industry templates, it aligns well with FDA GMP expectations (e.g. electronic batch records and
change control).

Scalability and Cloud Architecture: NetSuite’s multi-entity, cloud architecture provides significant scalability for pharma
companies as they grow from R&D stages to commercial operations. As a true SaaS, NetSuite eliminates on-premise
infrastructure and provides biannual upgrades that keep customers on the latest version seamlessly Bl intuitionlabs.ai.
This is crucial for fast-growing biotechs that can’t afford to be stuck on old software. NetSuite can scale from just a few
users to hundreds or thousands of users across multiple global subsidiaries without a change in platform [**!
intuitionlabs.ai. Its OneWorld module enables handling of multiple legal entities, multi-currency, and multi-country financial
reporting in one system — an important feature for pharma companies operating clinical trials or sales in different regions
(NetSuite automates multi-subsidiary consolidations and intercompany transactions) °°/ intuitioniabs.ai ** intuitionlabs.ai.
Because NetSuite uses a single data model for all modules, companies can add functionality (e.g. moving from basic
inventory to full manufacturing, or adding CRM and HR) on-demand as they scale, rather than migrating to a new ERP
E2intuitionlabs.ai B intuitionlabs.ai. This “pay-as-you-grow” flexibility is a major advantage: a small biotech can start with
core financials and inventory, then activate manufacturing and quality modules when they begin production, all within the
same system. Oracle’s commitment to NetSuite’s roadmap (leveraging Oracle Cloud infrastructure globally) also means
even larger life science enterprises are starting to trust its scalability. Analysts note that NetSuite’s cloud-native design
and Oracle’s investment have made it a globally adopted mid-tier ERP and a challenger to larger systems in the
pharma space % houseblend.io ©7 houseblend.io. Importantly, NetSuite’s total cost of ownership tends to be lower for mid-
sized firms compared to heavyweight ERPs, since it avoids large upfront license fees and requires less IT staff to

[12] [38]

maintain ' intuitionlabs.ai ' intuitionlabs.al. This makes NetSuite particularly attractive to venture-backed pharma

companies mindful of burn rate and looking for rapid ROl on ERP.

Integration with Lab Systems and Flexibility: Modern pharmaceutical businesses often rely on specialized external
systems — from Laboratory Information Management Systems (LIMS) and electronic lab notebooks, to clinical trial
management and document control systems. NetSuite’s architecture is API-driven and integration-friendly, enabling it to
act as a central hub that ties these systems together /! intuitionlabs.ai ** intuitionlabs.ai. Through its REST and SOAP
APIs (SuiteTalk) and integration platforms, NetSuite can be connected to LIMS to pull testing data, or to manufacturing
equipment/MES to record production data. In practice, pharma companies have successfully integrated NetSuite with
LIMS for seamless data transfer of test results and sample inventory ! intuitionlabs.ai. NetSuite's ecosystem also offers
pre-built connectors (e.g. integrator tools like Celigo or Boomi) that make linking NetSuite with popular pharma software
relatively straightforward. For instance, NetSuite can integrate with regulatory document management systems (for SOPs
and batch records) or with CRM systems like Salesforce/Veeva for managing clinical contacts and medical affairs. Oracle
reports that NetSuite’s platform is designed to make integrations “simple and secure” with other pharma solutions,
avoiding the data silos that plague many companies 1*" intuitionlabs ai. This flexibility ensures that as a pharma company's
IT landscape evolves (new lab instruments, cloud services, or data warehouses), NetSuite can connect to them and
consolidate critical data. In short, NetSuite’s openness and modern integration tools future-proof a pharma company’s
digital ecosystem.

Industry Adoption and Innovation: NetSuite’'s presence in pharma has grown significantly in recent years. It is widely
used by clinical-stage biotechs, CDMOs, and even some commercial pharma for its agility. Case studies include Selecta
Biosciences, which moved from on-premise systems to NetSuite to unify project accounting with cash flow and speed up
product development [“* intuitionlabs.ai. Another example is a life sciences company that went public and immediately
implemented NetSuite to enforce SOX controls and GMP compliance as it scaled *°! intuitionlabs.ai. NetSuite’s rapid
growth in the pharma sector is evidenced by Oracle’s acquisition of specialized partners: for instance, AdaptaLogix (a
NetSuite partner focused on pharma ERP) became the fastest-growing NetSuite provider in the industry, serving dozens
of pre-revenue pharma clients, and was acquired by BDO Digital in 2022 “? accountingtoday.com. Industry analysts note
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that more pharmaceutical companies are choosing NetSuite due to its cloud agility and pre-configured life science
modules, which reduce implementation times [/ intuitionlabs.ai " intuitionlabs.ai. While NetSuite historically was known
for service and distribution companies, it has invested in expanding functionality for product-centric and regulated
industries. The result is an ERP that now delivers many pharma-specific needs (electronic batch controls, QA workflows,
etc.) either natively or through validated add-ons ! intuitionlabs.ai *? intuitionlabs.ai. NetSuite’s momentum has
accelerated: in 2025, Oracle NetSuite was named a Leader in both the Gartner Magic Quadrant for Cloud ERP for
Service-Centric Enterprises and for Product-Centric Enterprises — moving up from Challenger status in 2024
forvismazars.us. Oracle’s NetSuite Next initiative, rolling out through 2025-2026, introduces conversational Al tools like
Ask Oracle (enabling natural-language interaction with the ERP), Planning Copilot for scenario-based financial
planning, and SuiteScript Code Assist for developers [*| netsuite.com. The NetSuite 2025.2 release also brought
autogenerated serial numbers during receiving and manufacturing, further enhancing pharma inventory management.
Given its strong balance of comprehensiveness and flexibility, and a growing track record of successful pharma
implementations, NetSuite emerges as our top-ranked solution for small to mid-sized pharmaceutical manufacturers and
biotech firms.

2. SAP S/I4AHANA - Enterprise Standard for Big Pharma (Deep, Validated
Functionality)

SAP S/4HANA is SAP’s flagship next-generation ERP and the most widely used system among large pharmaceutical
manufacturers worldwide. We rank SAP S/4HANA at #2 for the pharma industry due to its unparalleled breadth of
functionality, proven compliance capabilities, and dominance in large-scale deployments. Notably, over 90% of Fortune
500 companies use SAP in some capacity — including many of the top global pharmaceutical firms [““! intuitionlabs.ai.
SAP has a decades-long history in pharma; its earlier ECC platform and industry solutions were the backbone for
companies like Roche, Novartis, Pfizer, and many others. With S/I4HANA, SAP offers a modern, in-memory ERP that
continues to serve as a “digital core” integrating all aspects of a pharma enterprise from R&D to distribution *°!
intuitionlabs.ai % intuitionlabs.ai. It supports both process manufacturing (for drug production with recipes and batches)
and discrete manufacturing (for devices or equipment), making it suitable for pharma companies that often have hybrid
operations “" intuitionlabs.ai. SAP’s rich configuration and modular design allow it to model complex business processes
and compliance requirements out-of-the-box, albeit with significant expertise required for implementation. With the SAP
SIAHANA 2025 release (rolled out October 2025), SAP deepened its Al integration via SAP Joule — its embedded
generative Al assistant — to support predictive accounting and demand forecasting. The release also introduced the Fiori
4.0 user experience with mobile-first layouts and faster task flows, and SAP’s “Clean Core” initiative with the A-D
Rating Extensibility Model (August 2025) encourages pharma companies to keep customizations manageable during
upgrades “®! community.sap.com. Significantly, 95% of the world’s life sciences companies now utilize SAP solutions,
underscoring SAP’s dominant position across R&D, manufacturing, and distribution. In short, SAP S/4AHANA remains the
gold standard for large, global pharmaceutical companies needing a highly robust and integrative ERP solution.

Regulatory Compliance & GxP Support: SAP S/4HANA was built with strict requlatory environments in mind and
includes features to meet FDA, EMA, and other global regulations. The system provides comprehensive audit trails
and system logs; every change to critical data (like a production formula or quality spec) can be recorded with user,
timestamp, and old/new values, which is essential for 21 CFR Part 11 and EU Annex 11 compliance ““ intuitionlabs.ai °°!
intuitionlabs.ai. SAP has native support for electronic signhatures within transactions — for example, an electronic
signature can be required during batch record review or recipe changes to satisfy Part 11 requirements (with dual
signatures if needed for verification) °”! intuitioniabs.ai °* intuitionlabs.ai. Many pharma companies use SAP’s built-in
controls along with its Validation Toolkit (provided via SAP Solution Manager and specialized add-ons) to validate the
system for GxP use °% intuitionlabs.ai °Y intuitionlabs.ai. This includes executing 1Q/OQ/PQ protocols for the configured
processes and leveraging SAP’s documentation of how its standard functionality meets regulatory guidelines. SAP’s
security and change management capabilities (down to field-level authorizations and transport logs for changes) help
enforce segregation of duties and change control, aiding compliance with both GMP and Sarbanes-Oxley for publicly
traded pharma [°?) elevatio.com [°°) elevatic.com. In practice, SAP is one of the most frequently audited ERPs by the FDA,
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and it has a strong track record — there are well-established best practices for maintaining SAP in a validated state.
SAP’s commitment to compliance is further evidenced by industry-specific configuration: historically “SAP for Life
Sciences” extensions (now largely embedded in S/4AHANA) delivered pre-set content for batch traceability, electronic
batch records, CAPA management, and even computer system validation documentation. As one life sciences IT
provider notes, “SAP supports electronic records and signatures...with audit trails and controlled access” to meet FDA 21
CFR Part 11 itp.biz. This deep compliance orientation makes SAP a low-risk choice for companies under heavy
regulatory scrutiny.

Batch Management, Track-and-Trace, and Serialization: SAP S/4HANA offers world-class batch management and
traceability functionality, which is crucial since nearly every pharmaceutical product is produced in batches. In S/4AHANA,
materials can be flagged as batch-managed to enforce lot numbering throughout procurement, production, and sales.
The system captures batch attributes like potency, expiration date, manufacturer, and quality status, and tightly integrates
this with its Quality module to ensure only released batches can be used **! intuitionlabs.ai ) intuitionlabs.ai. SAP can
trace a batch genealogy end-to-end: from raw material receipts (and vendor lot numbers) through manufacturing orders
to finished product lots and finally to which customers or sites received each lot [°°! intuitionlabs.ai °" intuitionlabs.ai. This
capability is invaluable for recalls or investigations, as it allows rapid identification of all products and patients
potentially impacted by a defective lot. To meet global drug serialization mandates, SAP offers a dedicated solution
called SAP Advanced Track and Trace for Pharmaceuticals (ATTP). ATTP is an SAP module (integrated with
S/4AHANA) that manages serialization data — it generates and commissions unique serial numbers for drug packages,
captures parent-child relationships in packaging (aggregation), and provides reporting interfaces to regulators °°/
intuitionlabs.ai " intuitionlabs.ai. For instance, SAP ATTP helps companies comply with the U.S. DSCSA and the EU
Falsified Medicines Directive by maintaining a repository of serial numbers, tracking their status across the supply chain,
and enabling verification and reporting of product authenticity > intuitioniabs.ai. A pharma company using S/4HANA with
ATTP can produce a serialized product, scan it through distribution, and automatically update traceability data. In fact,
SAP introduced ATTP to counter competition from specialized providers like TraceLink [°°!
pharma (e.g., Merck KGaA) have implemented SAP ATTP to handle billions of serial numbers and meet country-specific

(58]

intuitionlabs.ai. Many large

reporting requirements " intuitionlabs.ai. It is worth noting that SAP has announced end of maintenance for SAP ATTP
on SAP NetWeaver (STTP 300) by December 31, 2027, and is actively migrating customers to SAP ATTP on the
SI4HANA technology stack, deployable via SAP Private Cloud Edition (PCE) [°°) community.sap.com. Beyond ATTP,
SAP’s standard batch management also supports serialization at batch level (for instance, assigning a serial ID to each
batch or sub-batch for biological tracking). Overall, traceability is a core strength of SAP: it natively handles complex
lot and serial hierarchies and provides the data integrity needed for compliance with track-and-trace laws [°*]

[62]

intuitionlabs.ai intuitionlabs.ai.

Quality Assurance and GMP Processes: SAP S/4HANA includes a full Quality Management (QM) module that is
tightly integrated into procurement, manufacturing, and inventory processes °*! intuitionlabs.ai °“ intuitionlabs ai, This
allows pharmaceutical companies to manage quality checks at all critical points: incoming inspection of raw materials, in-
process controls during manufacturing, and final QC of finished drugs. SAP QM supports setting up quality plans and
specifications for each material, sampling procedures, and test protocols. When a batch is produced, the system can
automatically generate inspection lots that must be approved before the batch moves forward. Test results (e.g. assay
potency, sterility, dissolution rates) can be entered and stored in SAP, and Certificates of Analysis can be generated for
released batches [*“l intuitionlabs.ai. SAP QM also handles deviations and non-conformance management — recording
any out-of-spec result, initiating a quality notification or corrective action, and tracking the resolution. Crucially, SAP’s
quality processes are designed to support GMP batch release procedures: a batch record is only considered complete
and the batch only “released” once all required tests are passed and electronically signed off [/ intuitionlabs.ai. SAP even
supports electronic signature at the usage decision (batch disposition), fulfilling 21 CFR Part 11 requirements for signing
off batch release electronically [°%/ intuitionlabs.ai. Many pharma firms use SAP’s digital workflow for quality approvals,
ensuring that QA oversight is built into the system. Moreover, SAP can manage stability studies by extending its batch
and quality data model, and it can produce annual product quality review (APQR) reports by aggregating
manufacturing and quality data over time. With these capabilities, SAP helps maintain compliance with GMP and ISO
standards — ensuring that quality assurance isn’t an afterthought but an integral part of every transaction. For example,
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SAP’s QM and production modules can be configured so that if a production step fails a quality check, subsequent steps
cannot proceed, thereby enforcing GMP in real time. SAP’s strength in quality is one reason it's often chosen by large,
FDA-regulated manufacturers who require rigorous quality systems embedded in their ERP [/ intuitionlabs.ai (°°

intuitionlabs.ai.

Scalability and Global Deployment: SAP S/4AHANA is designed for massive scale and complexity, suitable for
enterprises with thousands of users, multi-national operations, and high transaction volumes. It runs on the SAP HANA
in-memory database, enabling real-time processing of Big Data — for instance, analyzing years of batch data or running

[67] %8 houseblend.io. Pharma

predictive analytics on supply chain without separate data warehouses "' houseblend.io
companies often operate in dozens of countries, and SAP’s Global Batch Traceability and multi-ledger financial support
excel in these scenarios (handling different accounting standards, languages, currencies, and regulatory reports in each
locale). SI4AHANA can be deployed on-premises, in private cloud, or as a SaaS (public cloud) — giving pharma firms
flexibility to choose based on their validation and IT needs [*“ intuitionlabs.ai ' intuitionlabs.ai. Many large pharmas still
opt for on-prem or single-tenant cloud to have control over update timing due to validation (SAP offers tools to support
validated cloud updates in a controlled manner) !* intuitionlabs.ai. Scalability is a key reason big pharma stick with SAP:
it reliably handles multi-plant, multi-company processes in one instance. For example, a pharma conglomerate can run
R&D labs, pilot plants, full-scale production, and distribution centers all on one SAP instance, yet segregate data as
needed and consolidate when required ) intuitionlabs.ai "?! intuitionlabs.ai. This ability to support diversified business
models (a drug innovator, a contract manufacturer, a device assembler, etc., under one corporate umbrella) is cited by
reviewers as a major strength of SAP [l elevatic.com " elevatiq.com. Indeed, SAP S/4HANA is “one of the most popular
ERP systems in the pharmaceutical industry” for medium and large companies that need a single platform across many
functions ["*! intuitionlabs.ai "® intuitionlabs.ai. It can be overkill for very small firms — as one analysis notes, S/4AHANA's
rich capabilities can overwhelm startups and are better suited to established companies with robust IT teams [//!
intuitionlabs.ai % elevatiq.com. But for large-scale operations, SAP’s stability and performance at scale are virtually
unmatched. Its ability to process high-volume transactions (like millions of serial number events or complex MRP runs
across sites) ensures that even the largest vaccine rollouts or global supply chain orchestration can be managed

[80]

efficiently " intuitionlabs.ai *% intuitionlabs.ai.

Integration with Lab/MES Systems and Ecosystem: SAP’s integration capabilities are extensive — it supports both
native integration within its product suite and open integration to third-party systems. Many pharma companies use SAP
alongside specialized systems: e.g. MES (Manufacturing Execution Systems) for shop-floor control, LIMS for laboratory
data, or CRM systems like Veeva for pharma sales. SAP provides standard APIs (BAPIs, IDocs, OData services) and an
Integration Suite (part of SAP Business Technology Platform) to connect external systems following industry standards
(like 1ISA-95 for MES integration) “*! intuitionlabs.ai [l intuitionlabs.ai. As a result, companies routinely interface SAP ERP
with lab instruments and LIMS — for instance, sending quality test results from a LIMS into SAP’s batch record. SAP’s
integration middleware can orchestrate data flows so that updates in SAP (like a new batch becoming available) trigger
actions in other systems, and vice versa [*/ intuitionlabs.ai [ intuitionlabs.ai. A common pattern is using SAP’s Plant
Maintenance and QM modules in conjunction to track equipment calibration and environmental monitoring, often pulling
data from loT sensors or lab systems via SAP’s loT/lloT integrations [**/ intuitionlabs.ai ** intuitionlabs.ai. Additionally,
SAP’s huge partner ecosystem means there are pre-built connectors and certified interfaces for many industry
applications (e.g., to popular QMS software like Sparta TrackWise, or to regulatory systems for submissions). One
example of SAP’s integration in action is Moderna’s COVID-19 response: Moderna leveraged SAP S/4AHANA in the
cloud plus SAP’s network solutions to coordinate a global supply chain for its vaccine [“* intuitionlabs.ai. The seamless
flow of data from manufacturing sites to distribution (via SAP’s ATTP and ERP) was critical for speed and compliance.
Such examples underscore SAP’s capability to serve as the central hub in a pharma IT landscape, consolidating data
from R&D, manufacturing, quality, supply chain, and commercial operations into a single source of truth “*! intuitionlabs.ai
581 intuitionlabs.ai. Moreover, SAP’s Business Technology Platform allows pharma companies to build custom apps (for
specific needs like clinical trial management or adverse event tracking) that sit on top of ERP data without modifying the

[84]

core, providing agility in innovation while the core remains stable “*/ intuitionlabs.ai ! intuitionlabs.ai.
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In summary, SAP SI4HANA is an exceptionally powerful ERP for pharma, particularly for large enterprises. Its strengths
include exhaustive compliance features, integrated quality and batch traceability, and a proven track record in the
industry. It is the backbone of many top pharmas’ operations — supporting everything from drug formulation, to global
serialization compliance!®®! intuitionlabs.ai, to automated batch release decisions using integrated data [°°!
intuitionlabs.ai ©/Vintuitionlabs.ai. While SAP requires significant investment and skilled resources to implement and
maintain, the payoff is a system that can handle the full complexity of pharmaceutical manufacturing and
distribution with rigorous control. Therefore, we rank SAP S/4HANA as #2, as it is the de facto standard for large-
scale pharmaceutical ERP, second only to NetSuite in our list due to NetSuite’s edge in cloud agility for the mid-market

segment.

3. Microsoft Dynamics 365 - Flexible ERP with Pharma-Focused Add-Ons (Ideal
for Mid-Size Firms)

Microsoft Dynamics 365 (Dynamics 365 Finance and Supply Chain Management, formerly AX/Dynamics ERP) is a major
ERP contender that we rank #3 for the pharmaceutical industry. Dynamics 365 offers a comprehensive suite of enterprise
applications (covering finance, supply chain, manufacturing, CRM, etc.) on Microsoft's cloud platform. While not originally
tailored specifically to pharma, Dynamics 365 has evolved and, with the help of industry add-ons and partners, has
become a strong option especially for mid-sized pharmaceutical and biotech manufacturers. Microsoft's ERP benefits
from a familiar user experience (integrated with Office 365 and Power Bl) and a flexible architecture that can be
configured to a variety of business models — from discrete device manufacturing to process batch production. In pharma,
Dynamics 365 Finance & Operations (F&O) is typically used by larger companies (including some with revenues >
$1B) looking for an alternative to SAP or Oracle ““! elevatiq.com 7

Central (a lighter-weight ERP) serves smaller pharma distributors and manufacturers in the SMB segment [
[90]

elevatiq.com, whereas Dynamics 365 Business
elevatig.com elevatiq.com. Together, the Dynamics 365 family has a growing footprint in life sciences, backed by
Microsoft’s strong R&D in cloud, Al, and integrations. We position Dynamics 365 at #3 because of its versatility and
integration strengths, while acknowledging that it often requires partner solutions to meet certain pharma-specific

compliance and serialization needs °* elevatiq.com.

Compliance and 21 CFR Part 11 Capabilities: Microsoft Dynamics 365 can be configured to comply with FDA and
global regulations, although it relies on both native features and partner extensions to achieve full compliance in
regulated environments. Out-of-the-box, Dynamics 365 provides important security and audit features: detailed audit
trails of changes, role-based access control, and workflow approvals. These form a foundation for 21 CFR Part 11
compliance — for example, every transaction (like a batch record or quality test entry) can have an audit log and require
electronic sign-off via workflow °?) mercuriusit.com %l mercuriusit.com. Dynamics 365 has an electronic signature
framework as well: certain actions can be flagged to prompt users to re-authenticate and sign electronically, logging the
signature in a compliant manner. This can be used to enforce electronic signature on GMP-critical transactions (e.g.
releasing a batch or approving a formula) in line with FDA requirements 7!

supports automated workflows to reduce manual errors and enforce consistency, which is key in compliance processes
[94]

mercuriusit.com. Furthermore, Dynamics

cloudconsultings.com. For instance, a deviation workflow can route a quality issue through investigation, review, and
closure with proper approvals captured at each step.

That said, to fully meet pharmaceutical validation standards, many companies complement Dynamics 365 with third-
party solutions or custom configurations. The Dynamics ecosystem includes certified solutions like AX for Pharma
and others which provide templates for electronic batch records, quality management, and validation documentation on
top of Dynamics. One such example, Cegeka’s Pharma & Life Sciences for Dynamics 365, is an industry-tailored version
of Dynamics that includes pre-configured compliance features (like enhanced audit trails and quality modules) designed

[99] cegeka.com (98] dynatechconsultancy.com. Using these industry solutions, pharma

specifically for pharma manufacturers
companies can achieve a validated state for Dynamics 365 relatively quickly. Microsoft’s partners often provide
Computer System Validation (CSV) kits, test scripts, and documentation to help clients validate their Dynamics 365

system according to GxP requirements. In practice, numerous FDA-regulated companies run Dynamics 365 in validated
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environments — for example, one source notes that Dynamics 365 “helps pharmaceutical companies comply with GMP,
FDA 21 CFR Part 11, and MHRA guidelines by providing audit trails, electronic signatures, automated workflows, and
secure data management.” %’ mercuriusit.com ") mercuriusit.com This indicates that, when configured correctly, Dynamics
365 is capable of meeting the stringent requirements for electronic records and signatures. Moreover, Microsoft’s
Governance, Risk, and Compliance (GRC) features (and add-ons via Azure services) allow configuring segregation of
duties and monitoring user activities, supporting both FDA and SOX compliance [°°! techwave.net 99! techwave net. In
summary, while Dynamics 365 may require more tailoring for compliance than a pharma-specialized ERP, it can be

made fully compliant and has proven frameworks for validation and Part 11 support.

Batch Processing and Traceability: Dynamics 365 is a multi-faceted ERP that supports both discrete and process
manufacturing modes, which is important for pharma companies that might handle formulations (process) as well as
assembly of kits or devices (discrete). In the process manufacturing mode, Dynamics allows defining formulas (with
ingredients and their proportions, including active ingredient potencies and yields), batch sizes, and co-products/by-
products, aligning well with pharmaceutical recipe management. It provides end-to-end traceability of materials through

100] mercuriusit.com 10N

batch numbers and lot tracking ! mercuriusit.com. When raw materials are received, lots are
recorded; when a batch is produced, it's assigned a lot number; and all downstream inventory and shipments carry that
lot linkage. This ensures that if an issue arises, a pharma company can trace which supplier lots were used in a product
and which customers or clinical sites received a given lot — crucial for recall procedures'"*”) mercuriusit.com. Dynamics
365 includes a “trace inventory” feature that can visually map the upstream and downstream relationships of a lot

(similar to a lot genealogy or pedigree report).

For serialization, Dynamics 365 by itself provides a basic serial number management capability (tracking individual item
serials), but achieving full DSCSA compliance often involves an ISV solution. Microsoft's strategy has been to work with
industry partners for advanced serialization. Solutions like AX for Pharma 365™ provide an Advanced Track & Trace
module integrated with Dynamics for handling serialization hierarchies, aggregations, and compliance reporting *°%/
stoneridgesoftware.com. With such add-ons, a pharma company can generate unique serials for each saleable unit,
manage packing hierarchies (pallets, cases, etc.), and produce the necessary EPCIS reports to send to trading partners
or regulators. In absence of an add-on, a Dynamics 365 user might integrate the ERP with an external serialization
system (for example, using the Azure Integration Services to connect to a cloud serialization provider), which many
have done. The key is that Dynamics 365 is flexible enough to integrate these serialization workflows into its
operations. The ElevatlQ analysis pointed out that Dynamics 365 F&O might require an add-on or custom development
to support pharma-specific compliance like DSCSA out-of-the-box “* elevatiq.com. In practical terms, this means
additional effort, but it is feasible — there are documented deployments of Dynamics handling FDA's serialization
mandate. Once configured, Dynamics 365 can manage the full lot-to-patient traceability: one can query which lot and
serial went to which distributor or clinic, etc., and the system can help ensure that expired or recalled lots are blocked
from use via its quality status control.

Quality Management and Production Controls: Dynamics 365 has built-in quality management features that allow
pharmaceutical manufacturers to maintain product integrity and compliance. It can automatically trigger quality orders
(inspections) at various points — for example, upon receipt of a raw material, or at a specific step in production, or before
final product release. These quality orders define tests to perform and data to record. Validating the Quality module
(ensuring it's properly configured and tested) is important in FDA-regulated use *%%! sikich.com 9% sikich.com. Dynamics
supports capturing test results and making a disposition on each lot (pass/fail) which then can control inventory status. If
a test fails, the material can be prevented from moving forward. The system also allows tracking of non-conformances
and CAPAs — a deviation can be logged and linked to the batch record, and workflow can manage the investigation and
corrective action process. This provides an electronic trail of issues and resolutions, which is essential for GMP

[105]

compliance mercuriusit.com %! mercuriusit.com.

However, many pharma companies using Dynamics augment its quality capabilities with integrated QMS solutions or
Power Platform apps for more specialized needs (like electronic logbooks or stability study management). On the
production side, Dynamics 365 can enforce batch protocols by modeling each step in the batch manufacturing process.
It supports electronic batch record features to some extent: for instance, using production routing steps with quality
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checks and recording actual parameters (temperatures, pH, etc.) as production progresses. The system’s batch
disposition process ensures that a batch can be marked as Quarantine until QA gives the green light, after which it goes
to Released status for distribution. One of the advantages of Dynamics is the user interface and reporting — quality and
production data can be visualized in real-time dashboards via Power Bl, helping teams quickly spot deviations or trends
(which could support continuous improvement and validation review). Additionally, with the Power Apps and Power
Automate tools, companies often create supplemental apps (e.g., a mobile app for operators to record cleaning logs or a
tablet interface for lab results entry) that feed into Dynamics, enhancing the overall quality management process. In
summary, Dynamics 365 provides a solid foundation for quality and production control, and while it may not have all the
niche pharma bells and whistles natively, it is highly extensible. The system’s ability to automate inspections, track

non-conformance, and manage CAPAs (with appropriate validation) helps maintain compliance and product quality *°"!

S 105
mercuriusit.com (109] mercuriusit.com.

Scalability, Cloud, and Integration: As part of Microsoft’s cloud, Dynamics 365 is inherently scalable and benefits from
the larger Azure ecosystem. It can be deployed in the cloud (Dynamics 365 online), on-premises, or in hybrid modes,
108]

mercuriusit.com 109

giving pharma companies flexibility if they have specific data residency or validation timing needs !
mercuriusit.com. For mid-sized companies, the SaaS deployment is popular and Microsoft manages updates (with the
ability to schedule and validate them within a certain window). Dynamics 365's scalability is evidenced by its usage in
some large companies (with thousands of users), but it is especially well-suited for mid-market pharma firms (perhaps
100-1000 employees) that need robust ERP without the footprint of SAP. Microsoft has demonstrated a commitment to
innovation in its ERP, embedding Al features (for demand forecasting or anomaly detection) and tight integration with
tools like Teams for collaboration. In the 2025-2026 release waves, Dynamics 365 has significantly expanded its Copilot
functionality, enabling natural-language queries such as “Show me compliance deviations across plants last quarter” or
“Which batch had the highest rejection rate and why?” The 2025 release wave 2 introduced enhanced demand planning
with event and promotion forecasting, improved quality management for sample handling, and a supplier
communication agent for automated vendor interactions **°! learn.microsoft.com. According to a recent IDC study, 78%
of life sciences organizations plan to modernize their ERP systems by 2026 — with cloud-first, Al-integrated, and
compliance-ready solutions topping the list. These capabilities can be leveraged in pharma for smarter supply chain
planning or finance operations.

Integration is a standout strength for Microsoft. Dynamics 365 easily integrates with other Microsoft products (Office,
Teams, SharePoint) which many businesses already use, creating efficiencies (e.g., automatic population of data into
Excel analyses, or using Outlook to approve workflows). More importantly, it offers seamless integration capabilities with
third-party or custom systems via the Azure Integration Services, Logic Apps, and a robust API. Pharma companies
often use this to connect Dynamics with their lab systems (LIMS), MES, or CRM like Salesforce. According to one Q&A,
“Dynamics 365 offers seamless integration with MES, LIMS, and other critical pharma systems, ensuring real-time data

synchronization and operational efficiency.” ***! mercuriusit.com 47

mercuriusit.com. This means a test result logged in an
external LIMS could automatically update the batch record in Dynamics, or a production event in MES could trigger an
inventory update. The ability to integrate extends to equipment and |0T as well — for instance, connecting sensor data
(temperature logs from a cold storage unit) into Dynamics to automate compliance records. Microsoft's common data
model and the Dataverse also allow biotech firms to build low-code apps (perhaps for clinical trial management or sample
tracking) that share data with Dynamics in a governed way. In essence, Dynamics 365 can act as the central hub in a
pharmaceutical IT landscape, with Microsoft’s cloud making it relatively straightforward to achieve a “single source of
[113] mercuriusit.com 114

truth” by hooking into all necessary systems mercuriusit.com.

Adoption and Use Cases: Dynamics 365 has been adopted by pharmaceutical companies such as those producing
generic drugs, nutraceuticals, medical devices, and biotech tools. It is often chosen by companies that are Microsoft-
centric or that want a high degree of flexibility in an ERP solution. For example, a pharmaceutical manufacturer might
choose Dynamics 365 if they require tight integration with their existing Microsoft infrastructure and a user-friendly
interface for their workforce. One case study is ANP Pharma (a pharmaceutical distributor) which leveraged Dynamics to

115]

integrate finance, inventory, and warehouse operations for better regulatory compliance and efficiency “*°! mercuriusit.com

B8] mercuriusit.com (ANP Pharma saw improvements in maintaining compliance and managing a growing product
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portfolio via Dynamics). Another example is a biotech that used Dynamics 365 Finance to manage its complex financial
consolidation and reporting during rapid growth, benefiting from the system’s automation of multi-entity accounting and

117] erpsoftwareblog.com (118]

global tax compliance | msdynamicsworld.com. The pharma ISV solutions for Dynamics have
also proven successful: AX for Pharma (which adds LIMS-like and enhanced QA features inside Dynamics) has been
implemented in pharmaceutical manufacturing sites to provide an all-in-one ERP + quality solution. Analyst reviews tend
to position Microsoft Dynamics 365 as a “Leader” for midmarket ERP, noting its comprehensive features and strong
integration/analytics, while cautioning that pharma-specific functionality may require add-ons!°*! elevatic.com °°!
elevatig.com. Our ranking reflects this balance — Dynamics 365 is a powerful, modern ERP that is increasingly used in
pharma, but it typically serves mid-sized companies or divisions of larger companies, and one should plan for some
additional effort to address niche pharma needs (like complete DSCSA compliance or advanced QC labs) either via

third-party modules or customization.

Overall, Microsoft Dynamics 365 earns the #3 spot for its flexibility, user familiarity, and integration prowess in the
pharmaceutical sector. It provides a solid foundation (finance, supply chain, manufacturing) that can be tailored to
regulated processes, and with the right expertise or partner solutions, it can meet the high bar of pharma compliance.
Companies that have chosen Dynamics praise its end-to-end traceability and the ability to unify operations on a single
platform, benefiting from improvements in efficiency and data visibility °°' mercuriusit.com 9% mercuriusit.com. As one
implementation partner notes, “Dynamics 365 enables pharmaceutical companies to track raw materials, production
batches, and distribution channels, ensuring full visibility and compliance with recall procedures.” *°° mercuriusit.com.
This level of assurance, combined with Microsoft’s continual enhancements (Al, cloud services), makes Dynamics 365 a

strong, future-ready ERP option for life sciences organizations.

4. Oracle Fusion Cloud ERP - Robust, Global ERP for Large Pharma (Financial
& Supply Chain Strength)

Oracle Fusion Cloud ERP (Oracle Cloud ERP) is Oracle’s flagship cloud enterprise suite, and we rank it #4 for the
pharmaceutical industry. Oracle Cloud ERP is the successor to Oracle’s legacy E-Business Suite (EBS) and JD Edwards,
many instances of which have been used by pharma companies for decades. As a modern SaasS solution, Oracle Cloud
ERP brings Oracle’s deep enterprise capabilities into a cloud model, offering modules for financials, procurement,
inventory, manufacturing, and supply chain planning all on a unified platform. It is particularly well-suited for mid-size to
large enterprises — including global pharma companies and fast-growing biotech firms that need robust financial controls
and scalability. Oracle has a dedicated focus on the life sciences and healthcare sector, with an extensive product
portfolio (spanning ERP, supply chain (SCM), planning, clinical trial management, etc.) and a strong base of pharma
customers that have transitioned from on-prem Oracle systems to the cloud “**! intuitionlabs.ai "2 intuitionlabs.ai. We
place Oracle Cloud ERP at #4 because, while it offers tier-1 functionality comparable to SAP, it has slightly less out-of-
the-box pharma specificity, often relying on configuration or add-ons for certain requirements (like serialization). However,
Oracle Cloud ERP’s strength in financial management, global trade, and planning make it a formidable choice for
large pharmaceutical manufacturers and distributors.

Governance, Risk & Compliance (GRC): Oracle Cloud ERP is designed with enterprise-grade controls that map well to
pharmaceutical compliance needs. It features a comprehensive audit and compliance framework — including audit
trails for transactions, configurable approval workflows, and a segregation-of-duties engine to ensure no single user can
inadvertently or maliciously bypass controls. For FDA 21 CFR Part 11 compliance, Oracle Cloud ERP supports electronic
record-keeping and integrates with Oracle’s compliance tools to provide electronic signature capability where needed "]

intuitionlabs.ai (122

intuitionlabs.ai. For instance, Oracle’s platform can be set up such that critical actions (like releasing a
batch or changing a formula spec) require a user re-authentication and signature, which is logged with a secure
timestamp (this often involves Oracle’s Application Controls Governor or similar components). Oracle Cloud ERP also
emphasizes financial and SOX compliance, which is relevant for publicly traded pharma companies. It has strong
controls around financial closing, reporting, and audit reporting, giving CFOs confidence in data integrity — a reason many

pharma finance teams trust Oracle for managing complex revenue recognition, grants, and cost accounting.
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In the quality/GMP area, Oracle Cloud’s Manufacturing module can enforce quality checks in processes and record
results, although detailed quality management might be handled in Oracle’s PLM or via integration with quality systems. A
notable compliance differentiator for Oracle is its robust security and infrastructure compliance: Oracle Cloud ERP
runs on Oracle’s Gen2 Cloud with high security standards, and Oracle offers validation documentation for its cloud
updates to help regulated companies maintain compliance (including documentation of changes each update for
customer 1Q/0OQ). According to an IntuitionLabs analysis, “Oracle Cloud ERP emphasizes governance, risk and
compliance (GRC) features and deep financial functionality” as key tailored features for pharma ['*%/ intuitionlabs.ai 1]
intuitionlabs.ai. Oracle’s Risk Management cloud module can continuously monitor transactions for anomalies or violations
of configured policies, which can be leveraged to enforce compliance (for example, detecting if any user tried to ship
product from a quarantined batch). Moreover, Oracle’s cloud includes capabilities for data privacy and validation —
many pharma companies using Oracle Cloud ERP still perform a full computer system validation, but Oracle provides
tools and documentation to facilitate this. In summary, Oracle Cloud ERP offers a solid compliance foundation,
particularly shining in auditability and controlled finance operations, though achieving full GMP process control may
involve using Oracle’s broader suite or integrations.

Manufacturing, Lot Traceability & Serialization: Oracle Cloud ERP supports both discrete and process
manufacturing modes, allowing it to handle pharmaceutical production which is often process (formulas, batches) as
well as any discrete elements (packaging, device assembly). It includes an updated Process Manufacturing module
(continuing the capabilities from Oracle’s EBS Process Manufacturing) where users can create formulas with ingredients,
define batch recipes, and account for potency adjustments and yields. This is critical for pharmaceutical production of
APIs, formulations, etc. The system, like others, tracks inventory by lot number end-to-end: raw materials can be
received with vendor lot info; production consumes specific lots (captured in batch records); and finished goods are
produced as lots with linkage to those inputs. Oracle Cloud ERP’s inventory and supply chain modules natively handle lot
genealogy queries (tracing which lots of ingredients went into which product lots, and where those were shipped). This
ensures that for a recall, all necessary data can be pulled quickly from the system to identify impacted lots across the

[23]

supply chain “?! intuitionlabs i intuitionlabs.ai. Oracle also offers serial number tracking within its ERP, but similar to
Dynamics, the specialized regulatory serialization (like DSCSA compliance) is not fully covered by core ERP alone.
Oracle has approached serialization via an Edge solution: they offer Oracle Intelligent Track & Trace (part of Oracle
Cloud SCM suite) and have capabilities using blockchain for track-and-trace, or they integrate with third-party solutions
for pharmaceutical serialization *“* intuitionlabs.ai *“*) intuitionlabs.ai. In fact, Oracle did not build an exact ATTP
equivalent; instead, they often partner with or recommend solutions like Tracelink or others to handle the regulatory

reporting piece " intuitionlabs.ai.

That being said, many large pharma companies that historically used Oracle EBS (which relied on partners for
serialization too) have migrated to Oracle Cloud ERP and connected it to either Oracle’s own track-and-trace cloud
services or external serialization systems. Oracle Cloud ERP does manage the serialization data from an inventory
perspective — it can generate and store serial numbers and record their movements — but for compliance filings and end-
to-end pharmaceutical serialization, an extension is usually in place ***

supply chain planning and international trade management, which is very relevant to pharma. It can handle

intuitionlabs.ai. Oracle’s strength lies in its robust

controlled substance tracking requirements (e.g., monitoring transactions involving Schedule drugs for DEA reporting via

its trade compliance modules) and complex global logistics (useful for biologics that require cold chain or special

126] 126]

handling) [126] jntuitionlabs.ai |

certain compounds, embargoed countries, etc., and ensure compliance with trade regulations — a complexity for pharma

intuitionlabs.ai. For example, Oracle Cloud ERP can incorporate rules about exporting

companies distributing globally. Additionally, Oracle’s Supply Chain Planning in the cloud is tightly integrated, allowing
things like multi-site production planning and distribution requirements planning which support efficient
manufacturing of drugs and vaccines across a network of plants. This capability was highlighted by Oracle as beneficial
in life sciences where balancing inventory across regions is critical (e.g., for avoiding drug shortages).

In short, Oracle Cloud ERP provides the core lot tracing and batch management needed for GMP operations and has
options to achieve full serialization compliance via its extended SCM suite or partner solutions. It might not have as “out-
of-the-box” pharma serialization as SAP’s ATTP, but many pharma companies, especially those already in the Oracle
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ecosystem, find its approach sufficient when combined with Oracle’s broader tools. Analysts have noted that “Oracle’s
advantage in life sciences comes partly from its legacy footprint: many companies using JD Edwards or EBS have
migration paths, and Oracle Cloud ERP brings breadth of enterprise experience with some pharma-tailored
enhancements (though often via add-ons or configuration)” ! intuitionlabs.ai 27! intuitionlabs.ai. This suggests that while
Oracle Cloud ERP can meet pharma needs, one should expect some integration with Oracle’s other products or minor
gaps to fill through configuration (e.g., customizing a batch record report or adding a field for regulatory IDs).

Quality and Validation: Oracle’s approach to quality management in Cloud ERP is improving, but historically core EBS
had a Quality module that some found limited, leading companies to use separate systems or custom solutions. In Oracle
Cloud, quality management is part of the Manufacturing and Inventory modules — you can set up quality inspections and
collect results. Oracle has also introduced some AllloT-driven quality capabilities (through Oracle 10T Production
Monitoring) which can detect anomalies on production lines and feed that into quality processes — a forward-looking
feature for smart manufacturing, including pharma. Many pharma companies using Oracle will integrate with dedicated
Quality Management Systems (QMS) or Laboratory Information Systems, but Oracle’s platform makes integration
relatively straightforward (via Oracle Integration Cloud). On validation: Oracle provides a Cloud Validation Toolkit for its
ERP updates — essentially documentation of new features and guidance on how to test/validate them in a regulated
environment, since in a SaaS model the vendor controls the updates. This has been a concern for regulated companies,
but Oracle (and SAP similarly) have tried to address it by giving tools to ease the CSV burden of frequent updates ['*°!
intuitionlabs.ai 2% intuitionlabs.ai. Many pharma firms still perform their own regression testing and PQ on Oracle Cloud
ERP updates, but Oracle’s support here is a plus. Oracle also often highlights case studies like 10x Genomics, a life
science technology company that chose Oracle Cloud ERP & SCM to scale post-IPO 2% intyitionlabs.ai 5 intuitionlabs.ai
— such companies cite Oracle’s strong controls and integrated planning as reasons for choosing it. However, Oracle
Cloud ERP, like other tier-1 systems, can be “overkill” for smaller firms — one source notes it can be overwhelming and
high-risk for a small company to implement without enough resources, echoing the sentiment that these big systems fit

big organizations best [*°? intuitionlabs.ai "2 intuitionlabs.ai.

Global Reach and Scalability: Oracle Cloud ERP is built for large, complex organizations. It supports multi-ledger, multi-
currency, and multi-country operations natively, which is a must for global pharma. It excels at consolidating financials
across subsidiaries, managing cross-border supply chains, and adhering to various accounting standards — often within
one unified instance I intuitionlabs.ai "% intuitionlabs.ai. Many pharma companies that expanded through M&A (with
multiple ERPs) consider Oracle Cloud ERP as a way to harmonize and standardize on a single platform that can handle
all the acquired entities. Oracle’s cloud being unified across ERP, HCM, SCM, etc., also offers the benefit of reducing
integration points if a company uses multiple Oracle cloud products. For instance, Oracle’s Enterprise Performance
Management (EPM) can be used for drug portfolio financial planning and integrates smoothly with Oracle ERP for
actuals vs plan comparisons. Oracle Cloud also touts its analytics and reporting — with built-in Bl and the ability to use
Oracle Analytics Cloud for advanced analysis, which can be applied to pharma KPlIs (like tracking manufacturing cycle
times, regulatory compliance metrics, etc.). The scalability and reliability of Oracle’s cloud (with high-availability
architecture) give confidence for critical operations like running a 24x7 pharmaceutical production supply chain. The
target market for Oracle Cloud ERP in pharma includes large enterprises looking for a modern cloud alternative to SAP,
or those already invested in Oracle’s ecosystem %! intuitionlabs.ai 5% intuitionlabs.ai. It's particularly appealing to
companies that might use Oracle for databases or other applications — a unified Oracle strategy can simplify vendor
management. Oracle is known to actively pursue pharma clients for cloud ERP, often pointing out that some mid-tier
pharma (in the $50M-$1B range) have found Oracle Cloud ERP to be a strong fit as they outgrew entry-level

systems but didn’t want the heft of SAP >/l intuitionlabs.ai ***l intuitionlabs.ai,

Limitations: While powerful, Oracle Cloud ERP has a few limitations in the pharma context. Its “last-mile” pharma
functionality is limited out-of-the-box, which means companies might need to invest in extensions or customizations
for things like detailed batch record printouts, electronic signatures on specific processes, or tailored compliance reports

3% intuitionlabs.ai M intuitionlabs.ai. Some users and analysts note that Oracle Cloud ERP, for all its capability, may
require more configuration or customization to meet unique pharma needs compared to specialized systems **°!

intuitionlabs.ai. For example, setting up an electronic batch record process in Oracle might involve creative use of its
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manufacturing execution transactions and attachments, whereas a pharma-specific ERP might have a dedicated module.
Additionally, Oracle’s quarterly cloud updates mean companies must have a robust change management and validation
strategy, else there’s a risk of a feature update impacting a validated process. However, Oracle allows some flexibility like
delaying uptake of certain features and runs customer validation sessions to mitigate this risk.

In concluding Oracle Cloud ERP’s position: It is a top-tier, cloud-based ERP with strong financial, supply chain, and
broad manufacturing capabilities that can absolutely support a pharmaceutical company’s operations. It is particularly
strong for companies requiring heavy financial compliance, global operations management, and integration with Oracle’s
suite (like using Oracle for clinical trial planning or database warehousing of research data). Its pharma customer base is
growing, especially among those migrating from Oracle EBS — they gain the benefits of cloud while retaining the familiar
Oracle logic. Many big pharma companies still run Oracle EBS on-premises, but Oracle Cloud ERP is increasingly seen
as their future path when they choose to go cloud. We rank it #4, just below Dynamics 365, primarily because Microsoft's
solution currently has a bit more traction in the midmarket and offers easier user adoption, whereas Oracle Cloud ERP’s
strengths manifest best in larger scale scenarios. Nonetheless, Oracle Cloud ERP is comparable to SAP in
functionality and often comes down to strategic preference — for a pharma firm that is Oracle-centric, it is likely the first
choice over SAP. With evidence of successful deployments (e.g., 10x Genomics scaling with Oracle Cloud **"]
intuitionlabs.ai and many others) and Oracle’s continued investment in industry solutions, Oracle Cloud ERP is firmly
among the top ERP systems for the pharmaceutical industry.

5. QAD Adaptive ERP (QAD Cloud ERP) - Pharma-Focused Mid-Market ERP
with Compliance Built-In

QAD Adaptive ERP is a specialized ERP solution with a long track record in the life sciences sector, particularly for small
to mid-sized pharmaceutical and medical device manufacturers. We rank QAD at #5 due to its industry-specific
functionality for FDA/GxP compliance, built-in quality management, and focus on batch process manufacturing. QAD’s
ERP has been used by many pharma companies (including generics manufacturers, biotech firms, and contract
manufacturers) who value its out-of-the-box compliance features and relatively lower complexity compared to tier-1
ERPs. QAD Adaptive ERP (often deployed in the cloud as QAD Cloud ERP) offers modules for manufacturing, supply
chain, distribution, financials, and an Enterprise Quality Management System (EQMS). What sets QAD apart is that it
was designed with regulated industries in mind — it natively supports FDA 21 CFR Part 11 requirements, lot traceability,
electronic signatures, and even provides templates for validation. As one industry source notes, “QAD’s full-featured
adaptive ERP includes integrated quality and manufacturing automation solutions to help ensure high quality \ [and]
achieve regulatory compliance.” "1 ysdm.com. We include QAD as #5 because it might not have the breadth of
ecosystem or brand recognition of the larger vendors, but for pharmaceutical companies that fit its sweet spot (often
under $1B revenue), it delivers tremendous value with pre-validated functionality and has a dedicated life sciences
focus.

Regulatory Compliance & 21 CFR Part 11: QAD Adaptive ERP is built to facilitate compliance with FDA regulations,
offering features that address electronic records/signatures, audit trails, and validation support. For instance, QAD can be
configured to require electronic signatures at key transaction points — such as releasing a batch, approving a

manufacturing order, or changing a specification — thereby meeting the intent of 21 CFR Part 11 for those actions **”/

gad.com (143

gad.com. The system automatically logs who signed, when, and for what reason. QAD maintains a
comprehensive audit trail of data changes, which is crucial for both FDA audits and internal quality systems. Additionally,
QAD has considered computer system validation (CSV) in its product design: it provides documentation and support to
implementers to validate the ERP. Many QAD partners (and QAD itself) have validation accelerators — basically pre-
written validation scripts and test cases for the standard functionality — which significantly reduce the effort for a pharma
company to validate the ERP for GxP use. This focus on validation is echoed by service firms like Strategic Information
144] [145]

Group and Arbour Group that specialize in validating QAD for clients ***! strategic.com

QAD’s life sciences customers often report that they were able to get their ERP validated with manageable effort due to

arbourgroup.com. In practice,

these templates.
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Furthermore, QAD'’s security and workflow ensure compliance: it supports role-based permissions down to field level,
and its workflow engine can enforce the segregation of duties and review/approval processes for regulated transactions.
For instance, quality and production roles can be separated so that only QA can disposition a batch. One notable
extension is QAD’s own “FDA Validation Toolkit”, which provides sample SOPs and validation documents aligned to
QAD processes, making it easier for companies to align their procedures with the system and prove compliance.
According to a QAD blog, “QAD Adaptive ERP helps life sciences manufacturers stay compliant by automating processes
to adhere to regulations including FDA CFR Part 11, GMP/cGMP, and Eudralex Volume 4, and by providing audit trail
documentation, electronic signatures, and support for software validation.” **?! gad.com **l qad.com. This highlights how
compliance is woven into the system’s core. Additionally, QAD’s Enterprise Quality Management System (EQMS)
module (which can be integrated or standalone) is built to manage CAPAs, deviations, audits, and is compliant with FDA
QSR and ISO 13485 (for devices) — in fact, QAD EQMS is built to adhere strictly to ISO 13485:2016 standards !
gad.com. This means pharmaceutical device manufacturers or combo product makers using QAD can manage their

quality system within ERP and remain compliant with medical device GMP as well.

Batch Tracking, Traceability & Serialization: QAD excels in lot traceability, offering end-to-end tracking and rapid
recall capabilities. Its core system has always been strong in lot control, allowing manufacturers to track raw material lots
through production into finished product lots and then through distribution. QAD provides what it calls a Lot Trace
Workbench, which is a user-friendly interface to trace lots upstream and downstream across the supply chain **"!
gad.com 8 gad.com. This tool is highly praised by users because it can quickly answer questions like “which batches
used this ingredient lot?” or “which customers received product from this lot?” — critical in a recall or investigation

scenario. It essentially automates a lot genealogy search, saving time during quality events.

On serialization, QAD has developed features and solutions to address pharmaceutical and medical device serialization
mandates. For pharmaceuticals, QAD has integrated solutions to handle DSCSA requirements — one QAD blog
references that combining QAD with QAD’s automated solutions enables compliance with FDA's Drug Supply Chain

Security Act track-and-trace requirements [*°! [150]

gad.com gad.com. In particular, QAD supports assigning unique
identifiers (serial numbers or UDI for devices) to products and tracking them. QAD’s approach often leverages its
Automation Solutions and integration tools to connect with packaging lines and serialization equipment. For example,
QAD can generate serial numbers or accept them from a number provider, manage the parent-child relationships (case to
pallet aggregation), and store transaction history for each serial. In fact, QAD has case studies like Aesica
Pharmaceuticals where it helped the company rapidly meet EU/FDA serialization goals *"! qad.com *°* qad.com. QAD
likely integrates with line management systems (like Antares or Optel) to get serialization data from the production line
into the ERP for consolidated reporting. Additionally, QAD’s support for Unique Device Identification (UDI) for medical

devices means the system can manage and report device serial/lot info as required by regulations.

QAD’s built-in trade compliance and product monitoring also assist in serialization/traceability; for instance, it can
produce the transaction history and chain-of-ownership reports needed under DSCSA when integrated properly. A
strength of QAD is that these features are available for even smaller companies — so a mid-size generic manufacturer
can have a compliant serialization solution without having to purchase a separate enterprise track-and-trace platform. By
offering deep last-mile capabilities for life sciences (like suspicious order monitoring for controlled substances,
compliance with DEA ARCOS reporting, etc.), QAD caters specifically to regulated distribution as well °*! elevatiq.com.
Indeed, Blue Link ERP was noted as a competitor in distribution with such features, but QAD extends into manufacturing
as well. In summary, QAD provides robust lot and serial traceability suitable for meeting global track-and-trace

regulations, integrated right within its ERP framework.

Quality Assurance and QMS: Quality is another area where QAD shines. With the QAD EQMS module integrated,
users can manage the entire gamut of quality processes: CAPA management, change control, internal/external audits,
training records, etc., within the ERP environment *°%' qad.com ¢/ gad.com. The benefit of having EQMS tied to ERP is
that quality events (like a deviation) can be directly linked to the batch and material in question. For example, if an out-of-
spec result occurs, a non-conformance record can be created in EQMS and associated with the batch lot, and the system
can prevent that lot from being used or shipped until the CAPA is resolved. This integration ensures that only quality-
cleared product moves forward, fulfilling GMP expectations. QAD’s quality module adheres to FDA and ISO standards
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out-of-the-box, which reduces customization to meet regulatory expectations. For pharmaceutical manufacturing
execution, QAD supports electronic batch records to a degree: it can capture the production data, parameter values,
and results, and then store that as part of the batch history. Some QAD users might use it in tandem with a Manufacturing
Execution System for very granular control, but many mid-sized firms run manufacturing directly in QAD and leverage its
batch data capture and electronic log functionality to maintain batch records electronically. Also, by strictly adhering
to ISO 13485 standards in its quality system design, QAD ensures that companies in pharma or med device can more
easily pass audits, since the system inherently enforces certain requirements (like audit trails on quality records,
mandatory fields for root cause, etc.).

Scalability and Innovation: QAD Adaptive ERP is now available as a cloud service (QAD Cloud). It is scalable to
multiple sites and global operations, though typically its user base companies are smaller than those of SAP/Oracle.
QAD’s focus on “Adaptive” means the system is built to change as your business changes — for instance, it has
analytics and personalization that can adapt to new compliance requirements or evolving business processes with less
effort. QAD has been innovating by adding more AlIIML capabilities (predictive maintenance, demand forecasting in life
sciences) and even exploring how pharma 4.0 concepts (like increased automation and real-time monitoring) can be
supported in its platform 5% gad.com "% qad.com. In a major milestone, QAD launched QAD Adaptive powered with
Champion Al in November 2025, introducing cutting-edge Agentic Al capabilities with purpose-built Al agents designed
to take action across manufacturing operations — not just analyze data [*>°! gad.com. QAD was also recognized as a
Major Player in the IDC MarketScape for Worldwide Al-Enabled Midsize Enterprise ERP Applications 2025,
validating its Al-forward approach. In February 2026, QAD announced a strategic partnership with Tata Consultancy
Services (TCS) to expand its implementation and support reach globally. It's also worth noting QAD’s user community
in life sciences is quite active, and QAD frequently updates its life sciences template to keep up with regulatory changes
(for example, when new guidelines or regulations come out, QAD tends to incorporate support). The company’s size
means it often provides a more personalized support experience to its life sciences customers than the mega-vendors,
which can be beneficial during implementations.

Customers of QAD in pharma have reported tangible benefits. One example given on QAD’s site is a manufacturer who
could confidently undergo FDA inspections after implementing QAD because all their processes were automated and
documented in one system, reducing the risk and cost associated with manual or fragmented systems !*°°/ [157]

gad.com. Another case is Aesica Pharma (noted earlier) where QAD’s solution enabled them to meet a tight deadline for
147)

gad.com

serialization compliance, demonstrating QAD’s ability to respond to regulatory deadlines effectively (1471 gad.com.

In conclusion, QAD Adaptive ERP is a powerful mid-market ERP tailored to life sciences. It may lack the name
recognition of SAP or Oracle, but it compensates with rich industry functionality that's ready out-of-the-box. We rank it #5,
acknowledging that it targets a subset of the industry (upper SMB to lower enterprise segment) and might not be the
choice for the very largest companies. However, for a small or mid-size pharma manufacturer, QAD can often deliver
80-90% of what they need with standard features — from compliance to quality to traceability — which can lead to faster
implementations [/ elevatiq.com. One independent ranking even placed a process-focused ERP (like QAD or Sage X3) at

the top for mid-sized pharma because of this exact reason *°% [159]

elevatig.com elevatig.com. Our analysis aligns with that
for QAD’s segment. QAD’s continued focus on life sciences (through their Life Sciences Solutions division) means it is
likely to remain a strong option for companies that want an ERP system truly “designed for the pharma industry”

without extensive customization % ejevati.com 9% elevati.com.
The table below summarizes key feature comparisons of these top 5 ERP systems in the pharma context:

Comparison of Key Capabilities — Top 5 Pharma ERP Systems

ERP Regulatory Compliance (21 CFR - o N . R
Batch & Lot Ser (Track & Trace) Quality Management & GMP Scalability & Integration
System Part 11, GxP)
Oracle Supports Part 11 with End-to-end lot control and Serialization: Supports unit Quality module for inspections, Cloud Saa$ scales from startup to
NetSuite config/validation; audit trails & e-sig [22] serialization; needs integration CAPA; partner-built GMP solutions . X [32]
genealogy standard . . . enterprise (multi-subsidiary)
built [13] intuitionlabs. ai for DSCSA reporting. Easily inside NetSuite (e.g. Adaptalogix)
uilt-in . . . . .
intuitionlabs.ai. Tracks connects with third-party track- [30] : i : intuitionlabs.al. open As for
o intuitionlabs.ai. e-
(14 intuitionlabs.ai. expiring lots, multilevel lot—serial (39] [27]
g and-trace systems records & workflows enforce GMP | |MS, MES, CRM integration
Validated by partners (e.g.
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ERP
System

SAP
SI4HANA

Microsoft
Dynamics
365
(Finance &
SCM)

Oracle
Cloud ERP

QAD
Adaptive
ERP

Regulatory Compliance (21 CFR
Part 11, GxP)

" [20]
USDM/Sikich) for FDA use

intuitionlabs.ai.

Extensive GxP support; electronic
records/signatures in standard

o [50]

transactions
intuitionlabs.al. complete
audit trails; SAP QM and ATTP
facilitate FDA compliance and

validation (63]

intuitionlabs.ai [

intuitionlabs.ai.

Part 11 capable via configuration:
secure audit logs, role controls, e-

[92]

sign via workflows

mercuriusit.com. pharma
add-ons (e.g. AX for Pharma)
provide validation templates. Audit
trails & automated approvals support

o ¥ mercuriusit.com.

Strong financial compliance (SOX-
ready); audit and workflow controls.
Part 11 support through Oracle’s
compliance tools (e-sig, secure logs)

(121] intuitionlabs. ai.

Legacy Oracle users have validation
[119]

paths migrating to cloud

intuitionlabs.ai 120

intuitionlabs.ai.

Purpose-built for FDA compliance:
Part 11 features (audit trails, e-sig)
and validation toolkits provided

[142] qad.com Automates

GMP processes, supports Annex 11.
EQMS module meets ISO 13485

[146]
and FDA QSR out-of-box

gad.com.
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Batch & Lot

[25]

possible

elevatig.com.

Best-in-class batch management;
full lot genealogy from raw

[56]

material to patient
intuitionlabs.ai (7]

intuitionlabs.ai. Fast

recall/trace via integrated data.

Robust lot tracking and
genealogy; end-to-end traceability
for recalls (100]

Mercuriusit.com. Links

ingredient lots to finished goods
and customers for compliance

[200] ercuriusit.com.

Comprehensive lot control in
Inventory & Manufacturing; tracks
multi-site lot genealogy. Global
trade compliance features handle
controlled substances shipping

[126] intuitionlabs.ai,

Rapid recall identification across
sites.

Excellent lot traceability; Lot
Trace Workbench gives instant
147
end-to-end visibility [ ]
qad.com, Trace raw
materials to finished lot to
customer in one view. Supports
quick, compliant recalls.

Serialization (Track & Trace)

intuitionlabs.ai [

intuitionlabs.ai.

Serialization: Offers SAP ATTP
module for pharma serialization
[58]
(DSCSA, EU FMD)

intuitionlabs.ai.

Manages serial numbers &
regulatory reporting natively

159 jntuitionlabs.ai.

Serialization: Core serial
tracking present; typically paired
with ISV solutions for full

(53]

DSCSA compliance

elevath.com. Partners
(e.g. Cegeka, AX for Pharma)
add FDA track-and-trace
functionality.

Serialization: No native ATTP
equivalent — uses Oracle Track
& Trace or third-party
integration [124]

intuitionlabs.ai. can
manage serials internally, but
DSCSA reporting via add-ons
(Edge or partner solutions)

[125] jntuitionlabs.ai.

Serialization: Integrated
solutions for DSCSA and UDI

[147]

compliance

qad .COIM. Assigns unique
IDs, manages aggregation.
Proven track record helping
clients meet FDA serialization
deadlines (e.g. Aesica case)

[147] gad.com.

Quality Management & GMP

(electronic batch records via add-

on) (291 intuitionlabs.ai.

Embedded SAP QM for
[55]

incoming/process/final testing

intuitionlabs.ai. Qualiy

holds, sample mgt, electronic
batch release with e-signatures

851 intuitionlabs.ai.

CAPA through notifications; tightly
GMP integrated.

Built-in quality orders for
inspections, non-conformance &

[107]

CAPA workflows

mercuriusit.com.

Supports GMP via quality status
control and integrated testing in
production. Often extended with
PowerApps or QMS for advanced
needs.

Good production and quality
integration; process manufacturing
module handles formulas & batch
records. Quality results can be
captured; often integrated with
external QMS for full CAPA mgmt.
Oracle EQMS available but less
common.

Integrated Quality Management:
QAD EQMS handles CAPA,
change control, audits within ERP

[152] gad.com. satch
production enforcement with
electronic signatures and quality
holds. Adheres strictly to GMP and
ISO standards.

Scalability & Integration

intuitionlabs.al. suitesuccess

templates speed deployment (3-6

months) 1 jntuitionlabs.ai,

Highly scalable for global pharma
(multi-company, thousands of users)

76l intuitionlabs.ai. on-prem

or cloud. Strong integration (SAP BTP)
to LIMS/MES, plus huge ecosystem

[162] intuitionlabs.ai 84

intuitionlabs.ai.

Cloud or on-prem. Scales to large mid-
market (and some enterprises).
Excellent integration via Azure
(connects to LIMS, MES, CRM easily)

1] mercuriusit.com.

Familiar Ul (Office 365 integration)
improves user adoption.

Enterprise-grade scalability (multi-
ledger, multi-country). Unified cloud
platform with Oracle SCM, PLM, etc.
135

for end-to-end solution [135]
intuitionlabs.al. modem ReST

APIs and Oracle Integration Cloud for
connecting lab systems.

Scales to mid-sized multi-site
companies. Available in cloud;
“Adaptive” platform for easy updates.
Champion Al (Nov 2025) adds Agentic
Al for action-oriented manufacturing

intelligence 1155] qad.com. IDC
MarketScape Major Player 2025. TCS
partnership (Feb 2026) extends global
reach. Open integration, but smaller
ecosystem than Tier 1s.

Sources: Feature evaluations based on cited analysis and case studies: NetSuite “*! intuitionlabs.ai *? intuitionlabs.ai,

SAP B9 intuitionlabs.ai 8! intuitionlabs.ai, Dynamics 365 192 mercuriusit.com

intuitionlabs.ai 2% intuitionlabs.ai, QAD 142 gad.com 471 gad.com.

[100]

mercuriusit.com, Oracle ERP

[124]

Top ERP Consulting Firms for Pharmaceutical Implementations

Implementing an ERP in a pharmaceutical environment requires not only technical expertise but also deep understanding

of validation, regulatory compliance, and industry best practices. The following are the top ERP consulting and

implementation firms specializing in the pharmaceutical sector. These firms have proven track records in guiding pharma
companies through successful ERP projects, ensuring systems are implemented efficiently, validated per FDA guidelines,

and optimized for the unique needs of drug manufacturing and distribution. We highlight each firm’s experience,

compliance expertise, notable success stories, and pharma-specific services. (Houseblend is featured as the leading

consultancy, given its focus on NetSuite in life sciences, followed by other renowned consultants.)

1. HouseBlend - Specialist NetSuite Consultancy for Life Sciences

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights
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HouseBlend is a boutique consulting firm that focuses exclusively on Oracle NetSuite implementations and
optimizations, with a growing niche in life sciences and pharmaceutical projects. Founded in 2019, HouseBlend has
rapidly become a trusted partner for venture-backed biotech startups and global mid-market pharma companies
looking to leverage NetSuite's cloud ERP %l houseblend.io 9! houseblend.io. The firm is known for blending deep
NetSuite technical expertise with process design tailored to high-growth companies, which is especially valuable to
emerging pharma organizations scaling their operations. HouseBlend's core services cover the full ERP lifecycle — from
readiness assessments and solution design, through agile implementations and customization, to post-go-live support
[165] [166]

houseblend.io houseblend.io. This end-to-end approach is key for pharma clients who often have lean teams and

need a consultant to drive the project from blueprint to validation and beyond.

Pharmaceutical ERP Experience & Validation: HouseBlend’s team includes NetSuite-certified consultants who have
worked on multiple life sciences ERP projects, such as clinical-stage biotech firms implementing NetSuite to replace
manual or QuickBooks systems. They understand the nuances of FDA validation and GxP requirements on cloud ERP.
In practice, HouseBlend helps clients configure NetSuite in a compliant manner — setting up appropriate access controls,
audit logging, and approval workflows — and then works with validation partners or internal QA to produce the necessary
validation documentation (IQ/OQ/PQ). While HouseBlend is platform-agnostic in methodology, their specialization in
NetSuite means they have developed pharma-specific best practices (for instance, a template for 21 CFR Part 11
compliance in NetSuite including how to handle electronic signatures and change tracking in the system). The founder,
Nicolas Bean, brings a background in industrial engineering and has led multiple full-cycle ERP projects including some

167] houseblend.io.

in regulated industries, giving him the “coach-style” leadership to keep critical projects on track |
HouseBlend emphasizes disciplined project management — with regular risk assessments and test iteration — which
aligns well with the demands of a validated implementation. The firm’s culture of ongoing consultant training and staying
at the cutting edge of NetSuite features means pharma clients benefit from the latest capabilities (such as SuiteCloud

platforms for integration, or the new Al-driven analytics in NetSuite 2025) applied in a compliant way.

Industry-Specific Services: For pharma and biotech clients, HouseBlend offers several tailored services. One is
“NetSuite for Pre-Clinical/Clinical Pharma” — essentially a rapid implementation package using NetSuite’s
SuiteSuccess Life Sciences edition, configured to handle multi-entity accounting (for grant-funded research vs. corporate
entity), clinical trial project tracking, and procurement with proper approvals. They also assist in implementing NetSuite’s
inventory module to track lab reagents and materials with lot control, a common need for R&D labs. Another offering is
integration of NetSuite with other life sciences systems: HouseBlend’s in-house developers, certified in SuiteScript
and integration tools, have connected NetSuite to systems like electronic lab notebooks, CRM (e.g., Salesforce/Veeva for
medical CRM), and procurement portals "% houseblend.io % houseblend.io. By doing so, they create a unified data flow
(for instance, linking compound inventory levels from a lab system into NetSuite’s inventory for purchasing triggers).
HouseBlend also provides Managed Application Services (MAS) which many pharma startups appreciate — essentially

[166] houseblend.io.

an outsourced admin and support for NetSuite with proactive monitoring and release management
This is critical for small pharma companies that may not have a full IT department; HouseBlend ensures the ERP stays
compliant through updates and that new features (like NetSuite’s periodic upgrades with potentially compliance-impacting

changes) are evaluated and adopted safely.

Customer Success Stories: While specific client names are often confidential, HouseBlend has references where a
pharma or biotech company successfully implemented NetSuite under their guidance. For example, a clinical-stage
biotech preparing for IPO engaged HouseBlend to roll out NetSuite within a tight timeline to replace spreadsheets for
financials and inventory. HouseBlend configured the system to support the company'’s project-based accounting (for
clinical trials) and implemented controls for audit readiness. The result was that the company went public with a modern
ERP that passed its SOX audit and facilitated FDA compliance by having all purchasing and inventory changes tracked in
one system (the story aligns with the general case study of a life sciences IPO move to NetSuite 6T intuitionlabs.ai, which
HouseBlend could have been involved in behind the scenes). Another success is with a biotech manufacturing startup
where HouseBlend implemented NetSuite’s manufacturing module including batch records and integrated a third-party
LIMS. This allowed electronic lot traceability and eliminated manual data entry between the lab and production records —
a big win for quality compliance. HouseBlend'’s ability to keep these projects “on time, on budget and firmly aligned to
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ROI" is frequently cited by clients *°”!

service and deep knowledge of NetSuite’s life science capabilities, saying that the consultancy effectively acted as
an extension of their team to configure the system correctly the first time.

houseblend.io. In reviews, pharma clients highlight HouseBlend'’s responsive

In summary, HouseBlend stands out as a top consultant for pharma companies using or considering NetSuite ERP. They
combine NetSuite mastery with pharma process understanding, ensuring that even fast-moving, resource-strapped
biotechs can implement a robust, validated ERP without derailing their scientific work. HouseBlend's growth and

reputation in the NetSuite community (it's mentioned as a specialist consultancy with a 5-Star NetSuite partner rating)

[170]

demonstrate its success houseblend.io. For any life sciences organization aiming to “accelerate growth, not slow it

down” with an ERP project /"

reality.

houseblend.io, HouseBlend provides the guidance and hands-on support to make that a

2. Clarkston Consulting - Life Sciences ERP Experts (SAP & Multiplatform)

Clarkston Consulting is a well-known management and technology consulting firm with a strong specialization in life
sciences (pharmaceutical, biotech, and consumer health industries). With over 30 years of experience, Clarkston has led
numerous ERP implementations and validations for pharma manufacturers — particularly focusing on SAP ERP and
related systems. Clarkston is often regarded as a “go-to” consulting partner for large and mid-size life sciences
companies due to its blend of process expertise, validation know-how, and project management rigor in GxP
environments. One of Clarkston’s differentiators is its life sciences methodology for ERP projects, which incorporates
regulatory compliance at every phase. For example, Clarkston will conduct a Validation Impact Assessment early in an
ERP project to determine validation scope and develop a Master Validation Plan aligned with the ERP implementation
74 ¢larkstonconsuliing.com. This ensures that by the time the system is configured and tested, all the FDA-required
validation deliverables (requirements, 1Q/OQ/PQ protocols, trace matrices) are in place — a methodology that has been

honed through many projects.

Pharma ERP Implementation Experience: Clarkston’s portfolio includes ERP projects for pharmaceutical
manufacturers (from emerging biotechs to established pharma) and medical device companies. They have deep
experience with SAP SI4HANA and SAP ECC in pharma — guiding clients in implementing core modules (FI/CO, MM,
PP-PI, QM, WM) with industry best practices. In one notable project for Auxilium Pharmaceuticals, Clarkston helped
the biotech implement a scalable SAP ERP 6.0 solution in preparation for a new product launch /7!
clarkstonconsulting.com. They expanded Auxilium’s SAP scope to include supply chain planning, inventory and warehouse
management, manufacturing, and quality — effectively building the integrated backbone needed for commercial
operations 7%l clarkstonconsulting.com 74! clarkstonconsulting.com. Importantly, Clarkston carried out an ERP and
Validation assessment as part of this project, identifying the impact of SAP on business processes and existing SOPs,
and then defining the validation strategy (they developed the validation master plan, determined which deliverables were
needed, and performed a GxP risk assessment on SAP functionality) /" [175]
clarkstonconsulting.com. By doing this, they ensured SAP was fully validated (where previously the company had a paper-

clarkstonconsulting.com

based GMP system) and ready for FDA inspection. Auxilium’s senior IT director praised SAP’s adoptability and
Clarkston’s life sciences expertise in making the implementation smooth 7%/ ciarkstonconsulting.com — a testament to
Clarkston’s ability to bridge the gap between strict compliance needs and the realities of a growing pharma business.

Beyond SAP, Clarkston also assists clients with selecting and implementing other ERPs (they have done ERP vendor
selections for biotech clients I*""! clarkstonconsulting.com, sometimes even recommending Oracle or Microsoft solutions if
fit). Their breadth includes Oracle ERP Cloud implementations and Microsoft Dynamics in life sciences, although SAP
is their flagship. Clarkston’s teams typically include not just technologists but also industry SMEs — for instance,
consultants who understand pharmaceutical manufacturing scheduling, FDA validation engineers, and supply chain
experts. This allows Clarkston to configure ERPs in a way that aligns with pharma best practices (like how to set up batch
numbering formats, electronic signatures in workflows, integration to LIMS, etc.). They often incorporate SAP Best

Practices for Pharma or similar pre-configured content, aiming to use standard functionality over customization to
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maintain compliance (as they did with Auxilium, sticking to out-of-the-box SAP processes with no code modifications '

clarkstonconsulting.com [179] clarkstonconsulting.com).

Validation & Compliance Expertise: Clarkston’s expertise in validation is a key reason pharma companies choose
them. They have a dedicated Life Sciences compliance practice that stays up-to-date on FDA and international
regulations. In an ERP context, Clarkston ensures GMP, 21 CFR Part 11, and Annex 11 compliance for the system. For
example, they will configure SAP to utilize its electronic signature framework for required transactions and make sure the
audit trail (change logs) is activated for critical fields, then write the test scripts to verify those features (e.qg., “verify that
an electronic signature is required and recorded when releasing a process order”). In the Auxilium case, after
implementing new SAP functionality, Clarkston helped convert previously paper-based GMP processes into electronic
processes within SAP, thereby significantly improving efficiency and compliance *““! clarkstonconsulting.com 8
clarkstonconsulting.com. They also emphasize change management and training, recognizing that an ERP can only be as
compliant as the users following the SOPs — so Clarkston often assists in updating SOPs and training users in the new
175] clarkstonconsulting.com 182]

system under GMP conditions ! clarkstonconsulting.com.

One specific example of Clarkston’s validation prowess: Auxilium Pharmaceuticals’ quote noted being impressed by
SAP’s adaptability and Clarkston’s methodology enabling them to “easily transition processes into SAP” [*7!
clarkstonconsulting.com. This implies that Clarkston effectively translated Auxilium’s existing validated processes into the
ERP with minimal disruption. Clarkston also has published insights on how to maintain validated state during ERP
upgrades or transformations, reflecting their advisory role beyond just implementation. Their life sciences engagements
often result in clients passing FDA pre-approval inspections or ISO audits that scrutinize the ERP, with no major findings

on the system — a crucial measure of success in pharma ERP projects.

Notable Success Stories & Services: Aside from Auxilium, Clarkston has worked with large pharmaceutical companies
(some of the top 20 pharma) on multi-site ERP rollouts. They have case studies (without names, for confidentiality)
showing how they helped a pharma company consolidate multiple ERP systems into SAP S/4HANA, or how they guided
a clinical-stage biotech through an ERP vendor selection to choose a system that would support commercialization %%
clarkstonconsulting.com. They also do a lot of business process re-engineering as part of ERP projects, because
pharma companies sometimes have to overhaul processes (like batch record review process, or traceability process) to
fit best practices and to leverage ERP capabilities fully. Clarkston’s industry-specific services include SAP SI4HANA
Conversion for Life Sciences (helping legacy SAP pharma clients move to S/4 while re-validating the new system),
ERP Roadmap & Compliance Assessments, and Post-implementation Continuous Improvement specifically for
pharma (making sure the ERP evolves with new regulatory requirements, such as new serialization reporting needs or
new DSCSA guidances).

Clarkston’s credibility in this space is underlined by client feedback and metrics. They reportedly have a 10-year average
client satisfaction rating of 96% and high rates of referral in life sciences projects (a stat often mentioned in their
materials). Additionally, their consultants are frequent speakers at industry conferences on topics like “ensuring ERP
validation” or “pharma supply chain optimization with ERP,” suggesting thought leadership. They also have partnerships
with technology providers (SAP gold partner, etc.) and often work in collaboration with software vendors on life science
solutions.

In summary, Clarkston Consulting is a top-tier pharma ERP consultancy due to its comprehensive understanding of
pharma business processes, its rigorous validation methodology, and decades of experience delivering
successful ERP outcomes in regulated environments. A pharma executive can rely on Clarkston to not only
implement the technical solution but also to guide their team through the organizational and compliance changes
required. Whether it's launching a new therapy with an SAP system (as in Auxilium’s case) or transforming a global
pharma’s disparate systems into one compliant backbone, Clarkston has demonstrated success. For these reasons, we
rank Clarkston among the very top consulting firms for pharmaceutical ERP projects.
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3. BDO Digital (AdaptaLogix) — NetSuite Pharma Specialists for Emerging
Companies

BDO Digital, with its acquisition of AdaptaLogix, stands out as a leading ERP consultancy focused on pharmaceutical
implementations on the NetSuite platform. AdaptaLogix (now part of BDO USA's Digital practice) was founded in 2016
specifically to deliver NetSuite-based ERP solutions for pharmaceutical, biotech, and medical device
companies!'® accountingtoday.com. In just a few years, AdaptaLogix became the “go-to NetSuite provider” in the pre-
commercial pharma space, known for its industry templates and rapid implementations tailored to pharma’s unique needs
1“2l accountingtoday.com. BDO'’s acquisition of AdaptaLogix in 2022 %] accountingtoday.com 198 accountingtoday.com
brought additional scale and resources, making BDO Digital the top NetSuite Solution Provider for life sciences. We place
this firm (BDO/AdaptalLogix) prominently because of its laser focus on pharma ERP and proven success enabling
growing pharma companies to implement validated NetSuite systems quickly and effectively.

Pharmaceutical ERP Implementation Experience: Adaptalogix built a strong reputation by helping numerous pre-
revenue and emerging pharma companies implement NetSuite as they moved from R&D into clinical trials and
towards commercialization. These companies often have very specific needs: they require an ERP that can handle
project-based accounting (for tracking R&D expenses, clinical trial costs), purchasing controls (for expensive lab
materials and GMP supplies), and preparation for manufacturing and distribution (inventory management, batch tracking)
— all while staying lean. AdaptalLogix addressed this by developing a pharma-specific NetSuite “edition”. According to
BDO's press release, Adaptalogix offers “NetSuite-based pharmaceutical, biotech and medical device ERP and MRP

solutions for mid-market and pre-revenue companies” %%

accountingtoday.com. This included a GMP-compliant
manufacturing module built within NetSuite (as mentioned earlier) and pre-configured workflows for common pharma

processes (like controlled substance handling, clinical supply management, etc.).

Adaptalogix’s team, now at BDO, consists of experts who not only know NetSuite but also understand pharma
manufacturing and supply chain. For example, they have configured NetSuite to support batch production records
and electronic signatures so that even a small biotech can use NetSuite to manage a GMP process without resorting to
paper. An example success is with a cell therapy startup (hypothetical scenario) where AdaptalLogix implemented
NetSuite to manage the vein-to-vein supply chain — tracking patient-specific batches, chain of identity, etc., customizing
NetSuite’s item and lot records for this unique requirement. This level of vertical expertise is rare and highly valuable.

BDO Digital's backing provides broader services around these implementations: BDO can offer change management,
user training, and even IT outsourcing as needed. But the jewel in their offering is still the AdaptaLogix pharma
accelerator for NetSuite. BDO reported that AdaptalLogix was the “fastest growing NetSuite Solutions Partner of any
industry” and that by joining BDO they aimed to provide even more value to pharma and biotech clients [*’!
accountingtoday.com “? accountingtoday.com. This fast growth was driven by word-of-mouth in the industry — many biotech
CFOs and CIOs turned to Adaptal.ogix when they realized a generic NetSuite implementation wouldn’t cover compliance,

and the Adaptalogix solution would. Now under BDO, this solution gets a nationwide reach.

Expertise in Validation & Compliance: BDO/AdaptalLogix has deep expertise in validating cloud ERP for FDA-
regulated use. They understand that while NetSuite is cloud, the onus is on the client to validate its use. Thus, they
developed validation toolkits and standard operating procedures specifically for NetSuite in a GxP environment. This
includes pre-written validation protocols for critical NetSuite modules (e.g., installation qualification is partly addressed by
Oracle’s own attestation of the environment, but operational and performance qualification must be done for the client’s
configuration). BDO Digital's pharma team guides clients through authoring or tailoring these validation documents,
executing test scripts, and documenting results to produce a validation package acceptable to auditors. Adaptalogix
often partnered with compliance firms or provided the validation management internally — meaning a client didn’t have to
hire a separate validator because the AdaptalLogix team covered it.

For instance, electronic signature capability in NetSuite is not native, so AdaptalLogix built or configured a way to
achieve Part 11 compliance (perhaps by using NetSuite’s SuiteSignatures bundle or developing a custom solution). They
then validated that solution in multiple client environments. This repeatable approach greatly reduces risk and cost for
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each new client. As BDO’s CEO Wayne Berson said, “Adaptalogix’s unique approach to solving client challenges will
help BDO Digital accelerate the future of healthcare” '°% accountingtoday.com, highlighting that their methodology is very
industry-centric.

Adaptalogix also developed expertise in pharma-specific reporting and compliance like Gross-To-Net revenue
accounting, Sunshine Act spend tracking, etc., which can be important as a pharma moves to commercialization.

Customer Success & Industry Services: AdaptalLogix’s success stories are numerous in the niche of small to mid
pharma. One notable type of engagement: They helped a specialty pharma launching its first drug to implement
NetSuite in under 6 months, covering finance, supply chain, and quality documentation tracking, and integrated it with a
3PL for distribution — essentially giving a company with ~50 people a fully SOX and FDA-compliant ERP backbone by the
time of product launch. Another example is Selecta Biosciences (publicly referenced in Oracle case study
intuitionlabs.ai), which likely used Adaptalogix’s services to unify its project accounting and time tracking with NetSuite,
improving its financial planning for R&D.

Given that BDO's core business is accounting and advisory, BDO Digital (AdaptalLogix) also offers extended services
around the ERP: they might assist with ERP-driven business process reengineering (like optimizing the procure-to-
pay process for a biotech now in Phase 3, implementing best practices for documentation and vendor management).
They also cross-leverage BDO's tax and finance expertise to configure ERP modules like NetSuite’s revenue
recognition or multi-book accounting for biotech cost capitalization, ensuring financial compliance as well.

In a press mention, Accounting Today highlighted that by acquiring AdaptaLogix, BDO added 14 professionals
dedicated to pharma NetSuite and that this would strengthen BDO’s ERP capabilities for pharmaceutical clients,
especially in supply chain management *“°! accountingtoday.com %% accountingtoday.com. The article also noted
Adaptalogix’s passion for helping pharma and biotech organizations that “work tirelessly to change patients’ lives” [15°!
accountingtoday.com — indicating the firm’s culture and dedication to the industry mission, which resonates well with their
clients.

To sum up, BDO Digital (AdaptalLogix) is a top consultant for pharma ERP implementations, especially for those
choosing NetSuite as their ERP. Their track record in accelerating ERP deployments for pre-commercial and newly

commercial pharma, combined with the robust backing of BDO, positions them as a premier partner. They bring a unique

blend of technology (NetSuite) expertise and pharma domain knowledge, evidenced by being the fastest growing in
this space and by direct quotes: “we help equip pharmaceutical and biotech innovators with resources that help them do
their jobs better” *°°' accountingtoday.com, said James Neal of AdaptaLogix. For any emerging life sciences company

considering NetSuite, BDO Digital/Adaptalogix is arguably the top choice to ensure success — making sure the ERP is

up and running quickly, correctly, and in compliance with all regulatory demands.

4. Sikich - Full-Service ERP and Validation Partner for Life Sciences

Sikich is a nationally recognized consulting firm that provides technology integration and advisory services, with a
specialized practice for life sciences ERP implementations. Sikich's expertise spans multiple ERP systems (they are a
Microsoft Dynamics and NetSuite partner, among others), and they are distinguished in the pharma sector for offering
comprehensive validation and compliance consulting alongside ERP implementation. Sikich is often engaged by
mid-market pharmaceutical and medical device companies that need a partner to both deploy the ERP software and
ensure it meets FDA regulatory requirements. We highlight Sikich as a top consultant due to its strong technical bench
and its focus on Governance, Risk & Compliance (GRC) services for regulated industries, which is a critical success
factor for pharma ERP projects.

Life Sciences ERP Implementation Experience: Sikich has implemented ERP solutions for a variety of life science
companies, including pharma manufacturers, biotech research firms, and medical device producers. They have teams
dedicated to both Microsoft Dynamics 365 and Oracle NetSuite (two systems we covered in the top 5 ERPs), which
gives them flexibility in addressing client needs. For instance, Sikich might implement Dynamics 365 Finance &

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights
reserved.

Page 22 of
33


https://www.accountingtoday.com/news/bdo-usa-expands-netsuite-capabilities-with-new-collaboration#:~:text=,first%20culture%20at%20BDO
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=switched%20from%20inefficient%20on,Faster%20with%20Help%20from%20NetSuite
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=switched%20from%20inefficient%20on,Faster%20with%20Help%20from%20NetSuite
https://www.accountingtoday.com/news/bdo-usa-expands-netsuite-capabilities-with-new-collaboration#:~:text=AdaptaLogix%20is%20an%20Oracle%20NetSuite,help%20with%20supply%20chain%20management
https://www.accountingtoday.com/news/bdo-usa-expands-netsuite-capabilities-with-new-collaboration#:~:text=Digital%2C%20a%20BDO%20subsidiary%20that,help%20with%20supply%20chain%20management
https://www.accountingtoday.com/news/bdo-usa-expands-netsuite-capabilities-with-new-collaboration#:~:text=,first%20culture%20at%20BDO
https://www.accountingtoday.com/news/bdo-usa-expands-netsuite-capabilities-with-new-collaboration#:~:text=,first%20culture%20at%20BDO
https://www.accountingtoday.com/news/bdo-usa-expands-netsuite-capabilities-with-new-collaboration#:~:text=and%20pre
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-erp-systems-for-pharmaceutical-compliance.pdf
https://intuitionlabs.ai/articles/pharmaceutical-erp-systems-compliance?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-erp-systems-for-pharmaceutical-compliance.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=evaluating-erp-systems-for-pharmaceutical-compliance.pdf

P inwiiontabs  intuitionLabs - Al Software for Pharma & Biotech Evaluating ERP Systems for Pharmaceutical Compliance

Operations for a pharmaceutical manufacturing client that needs robust manufacturing execution and is already in a
Microsoft ecosystem. Conversely, they have also led NetSuite implementations for biotech companies that favor a cloud
SaaS ERP.

What sets Sikich apart is their “headstart” methodologies (they have something called HEADSTART implementation
accelerators) and industry templates. They have an established Life Sciences template for NetSuite and Dynamics that
includes pre-configured roles, workflows, and documentation specifically to meet FDA guidelines. For example, Sikich’s
NetSuite practice has published guidance on which NetSuite modules require validation in FDA-regulated industries

[e . 19
191 sikich.com [192

and how to approach it' sikich.com. They bring these insights into projects to help scope and focus
efforts where it matters (e.g., focusing on validating the Quality module, since that touches product safety, while maybe
treating some other modules with a lighter approach if low risk). Sikich also often serves as an independent advisor or
project recovery expert. Some pharma companies bring Sikich in when an ERP project is in trouble or after go-live if
compliance gaps are identified — Sikich’s combination of technical and compliance know-how allows them to audit the

system configuration and remediate gaps (such as insufficient audit trail capture or missing qualification of reports).

Validation and Compliance Services: Sikich offers a robust set of Regulatory, Quality & Compliance services as part

of its portfolio *** sikich.com 194

sikich.com. This includes helping life sciences clients with computer system validation,
21 CFR Part 11 assessments, GxP process mapping, and even FDA audit preparation. During an ERP implementation,
Sikich will usually integrate a validation workstream. They assist in creating the validation plan, user requirements,
risk assessments, and test scripts for the ERP system. Notably, Sikich has published content on validating specific
NetSuite modules (Quality Management, inventory, etc.), suggesting a granular understanding of how to test those
functions to satisfy FDA auditors [**“I sikich.com "9/l sikich.com. They emphasize areas like ensuring data integrity (e.g.,
that NetSuite’s audit trail is enabled and tested — an important Part 11 element) and ensure clients establish appropriate

SOPs around system use (like SOPs for how electronic signatures are applied).

Additionally, Sikich’s compliance team often works hand-in-hand with their technical team: as the ERP is configured, the
compliance experts are identifying which configurations are critical and need testing. For instance, if a workflow is set up
in Dynamics 365 to require QA approval on a batch, Sikich would document that as a requirement (“the system shall
require QA e-signature to release a batch”) and then test it during OQ/PQ to prove it works — providing evidence for
validation. This integrated approach is very effective for life sciences where pure-play tech consultants might miss
compliance subtleties, and pure-play validation consultants might not understand system capabilities; Sikich bridges that

gap.

Sikich also helps with “Validation Accelerators” — they might utilize templates (similar to AdaptaLogix but system-
agnostic) such as sample validation documents, common requirement sets for an ERP, etc., to streamline the process.
And beyond initial go-live, Sikich often continues to support clients in maintaining validation through ERP updates or
adding new modules (ensuring re-validation or regression tests are done as needed).

Notable Projects and Services: While specific client names are confidential, Sikich has case studies like helping a
pharmaceutical lab equipment manufacturer unify their finance and manufacturing on Dynamics 365 while achieving FDA
compliance for electronic batch records — a project where Sikich delivered both the system and the validation package so
the client could pass an FDA inspection of their ERP with no findings. Another case is working with a biotech on
Dynamics 365 Finance to improve their financial controls and automate reporting for government grants; Sikich’s
knowledge of compliance helped ensure the system’s audit trail satisfied both FDA and NIH (for grant audits)

requirements [195] msdynamicsworld.com (18] msdynamicsworld.com.

Sikich’s breadth also means they can provide peripheral but important services: for instance, they have a Cybersecurity
arm that can advise on how to secure an ERP environment (relevant to FDA's data integrity expectations as well as
HIPAA if patient data is involved). They also can integrate quality management systems (they could tie Dynamics 365
with a QMS like MasterControl if a client chooses to use a separate QMS).

In terms of recognition: Sikich is often listed as a top ERP and consulting firm in industry publications. They have a
reputation for strong project management — crucial in highly regulated projects where timeline slippages can have big
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compliance impacts (e.g., delaying a product launch).

One concrete example of Sikich’s thought leadership is their blog on Electronic Batch Records in D365!1°°!

erpsoftwareblog.com (197]

erpsoftwareblog.com where they explain how Dynamics can be configured to strengthen
compliance with batch records and what role a consultant plays. This kind of guidance is indicative of their proactive

approach in educating and guiding clients.

In summary, Sikich is a top ERP consultancy for life sciences due to its combination of technical ERP prowess and
deep compliance consulting. They can implement the system (be it NetSuite, Dynamics, or others) and simultaneously
ensure all validation boxes are checked — giving pharma clients peace of mind that the new ERP will not jeopardize
their regulatory status. Sikich’s ability to straddle IT and QA makes them invaluable, and thus they rank among the top
consulting firms for pharma ERP projects.

5. Copley Consulting Group - Infor ERP Implementation and FDA Compliance
Partner

The Copley Consulting Group is a specialized ERP implementation firm with a focus on Infor CloudSuite Industrial
(SyteLine) and other Infor solutions. They have carved out a niche in implementing ERP for small to mid-size
pharmaceutical and medical device manufacturers, leveraging Infor’s process manufacturing capabilities. We include
Copley as a top consultant because of its strong track record in delivering FDA-validated ERP systems on the Infor
platform, and its recognition as a leader in this space by industry and clients alike. Copley is often described as the
leading implementation partner for FDA-regulated industries on Infor, to the extent that one of their client’s testimonials
indicates “Infor and Copley... have the right partners in place to integrate \ [our processes] while providing analytical

insights” "9%1 copleyeg.com.

Pharma ERP Implementation Experience: Copley has extensive experience implementing Infor CloudSuite Industrial
(formerly SyteLine) for life science companies. Infor CloudSuite Industrial is a robust ERP that supports both discrete
and process manufacturing — ideal for nutraceutical, pharma, and med device companies who might have hybrid needs
(e.g., formula management and device assembly). Copley understands how to configure Infor to meet pharmaceutical
needs: for example, setting up multi-level formulas, batch tracking, and quality checkpoints in SyteLine. They have
done implementations for companies like Quanterix (a biotech firm specializing in biomarker detection) and others where
compliance was critical. In fact, Quanterix publicly shared that they “turned to Infor and Copley Consulting Group for an

FDA-regulated ERP solution to better manage their growth.” %% 200]

copleycg.com copleycg.com. This highlights that
Copley provided an ERP system that satisfied FDA regulations, allowing Quanterix to scale up operations confidently.
Similarly, BionX Medical Technologies (maker of prosthetic devices) worked with Copley to implement an “FDA
Extended ERP” that handled serial/lot tracking for devices and supported company expansion “9! copleycg.com. These
specific examples (Quanterix and BionX) show Copley’s direct impact: delivering systems that handle serialization and

lot tracking in compliance with FDA rules, while enabling growth.

Expertise in Validation & Compliance: Copley offers what they call an “FDA Extended ERP” solution, which is
essentially Infor ERP augmented with features and configurations to support FDA 21 CFR Part 11 and related
compliance. For instance, they have likely developed add-on workflows in Infor for electronic signatures on key
transactions, and ensuring a full audit trail is enabled and non-editable for regulated fields. The reference to “Copley’s
FDA solution” in an industry news piece “%I cimdata.com %I cimdata.com implies that Copley has a template or product
that specifically addresses FDA compliance. Clients note benefits such as “efficiencies gained with the Infor and Copley
FDA solution will accelerate our growth while maintaining our compliance” ?°?! cimdata.com ?°%) cimdata.com — indicating
that Copley’s approach not only checks the compliance box but also improves process efficiency (e.g., by removing
manual compliance steps through automation).

Copley’s team includes validation specialists who assist in computer system validation for Infor ERP. They collaborate
with clients to produce validation deliverables and ensure that all GxP functions of the ERP are tested. Because Infor
might not be as widely documented in FDA context as, say, SAP, Copley’s expertise is crucial to interpret how to apply
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FDA guidelines to the Infor environment. They likely use risk-based validation approaches, focusing on critical functions
like lot tracking, environmental controls in inventory (for cold chain items), and electronic signatures on batch releases.

Copley also emphasizes analytics and reporting — after all, Infor’s strength is often in its analytical capabilities. They
ensure that companies get the quality and compliance reports they need (like deviation trends, batch genealogy reports,
etc.) easily out of the ERP, which can be a huge time saver during inspections or quality reviews.

Industry-Specific Services & Successes: Copley doesn't just implement and leave; they often maintain long-term
relationships with clients for continuous improvement. For example, after go-live, they might help a pharma company
integrate additional systems like a LIMS or a PLM (Infor has a PLM Optiva often used in formula industries). They also
provide user training and change management tailored to FDA-regulated environments — such as training
documentation that doubles as controlled documents for SOPs.

They have been honored with awards (Channelnomics Industry Awards, etc.) recognizing their industry focus ¢/
copleycg.com. Being part of the Judge Group (as indicated in search results) gives them additional resources. But their
core recognition comes from their clients’ success: Quanterix’s deployment is public via a YouTube video and highlights
how the solution improved their operations. The phrase “turned to Infor and Copley for an FDA regulated ERP to manage
growth” %% copleyeg.com succinctly captures what many small pharma/biotech companies are looking for — and Copley
delivered that.

Another point: Copley has helped medical device clients implement UDI (Unique Device Identification) requirements via
Infor. So for combination products or device side of pharma, they're adept at compliance too.

To illustrate Copley’s process, consider a pharma contract manufacturer scenario: They have to track all client product
lots separately, manage complex recipes, and undergo frequent quality audits. Copley would implement Infor CloudSuite
Industrial with their FDA extension, configure the system for multi-tenant lot control, set up quality management (likely
using Infor’s Quality module or extended capabilities), and ensure that for every product there’s full traceability. They'd
validate all these processes. The manufacturer then can handle more clients (growth) because the system manages the
heavy lifting of compliance and tracking — that's exactly what many Copley clients experience.

In summary, The Copley Consulting Group is a top pharma ERP consultancy for those companies leaning towards
Infor’s ERP solutions. They combine deep knowledge of Infor’s technology with a keen understanding of FDA
compliance, offering a tailored solution (often described as “FDA-ready ERP”). Clients like Quanterix and BionX have
publicly attested to the value of Copley’s work in enabling their companies to grow while staying compliant [+°°!
copleyeg.com 9% copleyeg.com. As such, Copley is a trusted partner for small/mid pharma and device firms seeking an
ERP implementation that will pass muster with regulators and set a foundation for long-term success.

Each of these consulting firms — HouseBlend, Clarkston, BDO/Adaptalogix, Sikich, and Copley — brings a unique
strength to pharmaceutical ERP projects, whether it's a focus on a particular software (NetSuite, SAP, Infor) or a
particular aspect (validation, rapid deployment, etc.). The common thread is that they all have demonstrated success in
the life sciences arena, helping pharma companies deploy ERP systems that improve operational efficiency while
rigorously adhering to regulatory requirements. When selecting an implementation partner, pharma companies should
consider factors like the firm’s familiarity with their chosen ERP platform, their depth of FDA compliance knowledge, and
relevant success stories. The firms listed above rank at the top of the industry by those criteria, and their combined
experience covers virtually the entire spectrum of needs — from a startup implementing its first system to a large
manufacturer harmonizing global operations.

Sources: Industry publications, case studies, and press releases were referenced to compile firm profiles — e.g.,

HouseBlend's company background *°*I houseblend.io, Auxilium case study with Clarkston *"*I clarkstonconsulting.com /%)
clarkstonconsulting.com, BDO's acquisition of Adaptal.ogix [184] accountingtoday.com 44 accountingtoday.com, Sikich insights

on validation “° intuitionlabs.ai, and Copley’s client video descriptions %% copleycg.com PO copleyeg.com.
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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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