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Compliance Reporting in NetSuite for
Biotech & Pharma Industry

Introduction

Biotechnology and pharmaceutical companies operate under strict regulatory oversight, facing
requirements from the FDA, healthcare privacy laws, and financial governance mandates. Non-
compliance is not an option — nearly 80% of FDA warning letters cite data integrity issues,
often related to electronic records (FDA's 21 CFR Part 11: The Definitive Guide - Pharma GxP).
Likewise, healthcare data breaches have affected hundreds of millions of patient records
(NetSuite Meets HIPAA Standards: Eide Bailly Is Your Proven Industry Partner), underscoring the
need for airtight systems. NetSuite, a cloud ERP, has emerged as a popular choice for life
sciences firms to manage operations while staying compliant. This report explores how
NetSuite supports key U.S. compliance requirements (FDA 21 CFR Part 11, GxP, HIPAA, SOX) with
built-in capabilities like audit trails, role-based access, and e-signatures, and how third-party
integrations (e.g. Veeva, Qualio, Greenlight Guru) can enhance a compliant environment. Real-
world examples, industry stats, and comparisons of native vs. extended tools are included to
provide IT professionals in pharma/biotech a comprehensive view of compliance reporting
options.

Regulatory Compliance Landscape in Biotech/Pharma

Biotech and pharma companies must navigate a web of regulations designed to ensure product
safety, data integrity, and financial accountability. Key U.S. compliance areas include:

* FDA 21 CFR Part 11: This FDA regulation requires proper controls for electronic records and
electronic signatures. Companies must ensure that electronic data (e.g. batch records,
quality tests) is trustworthy and equivalent to paper records. Controls like secure user
logins, audit trails, and tamper-proof electronic signatures are mandated. Data integrity is
paramount — in recent years ~80% of FDA observations involved data integrity gaps (FDA's
21 CFR Part 11: The Definitive Guide - Pharma GxP), so robust systems are needed to avoid

warning letters or consent decrees.

e GxP (Good Practices: GMP, GCP, GLP): "GxP" is an umbrella for Good Manufacturing,
Clinical, and Laboratory Practices — guidelines enforced by FDA (21 CFR Parts 210/211 for
drugs, Part 820 for devices, etc.). GxP requires strict quality controls, documented
procedures, and validated systems. For example, GMP demands full traceability of
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production and quality processes to ensure product safety. Systems used in GxP processes
must undergo computer system validation (CSV) to prove they operate as intended.

o HIPAA: The Health Insurance Portability and Accountability Act governs protected health
information (PHI). If a pharma/biotech firm handles patient data (e.g. in clinical trials or
diagnostic services), HIPAA requires safeguarding privacy and security of that data.
Breaches can be costly — over 266 million healthcare records were breached across
3,705 large incidents in recent years (NetSuite Meets HIPAA Standards: Eide Bailly Is Your
Proven Industry Partner). Compliance entails access controls, audit logs of PHI access, data
encryption, and Business Associate Agreements (BAAs) with software providers.

e SOX (Sarbanes-Oxley Act): Publicly traded companies (which many biotech startups
aspire to be) must establish strong internal controls over financial reporting. SOX Section
404 requires management and auditors to attest to the effectiveness of financial controls.
Key concerns include segregation of duties (SoD) (no single person can control a financial
process end-to-end), accurate financial audit trails, and prevention of fraud. Penalties for
non-compliance are severe — CEOs/CFOs who knowingly certify false financials can face
fines up to $1M and even imprisonment (SOX Violations: 4 Examples of Multi-Million Dollar
Penalties). Thus, having an ERP that inherently supports SOX controls is critical for biotech
firms heading towards an IPO or operating as public companies.

Why Compliance Reporting Matters: With such regulations, the ability to generate
compliance reports and audit evidence on-demand is vital. Regulators may request audit trails
during inspections; auditors will review system logs and controls for SOX; and internal QA teams
need reports on deviations, CAPAs, and training for GMP. Inefficient reporting (e.g. manual
spreadsheets) can lead to missed red flags — a recipe for compliance failure. Modern life
sciences companies are moving from “check-the-box" compliance to continuous monitoring. A
robust system like NetSuite can embed compliance into day-to-day operations, providing real-
time visibility into compliance status and automatically capturing the data needed for audits.

NetSuite as a Compliance-Ready ERP for Life Sciences

NetSuite's cloud ERP platform has gained wide adoption in the biotech and pharma sector
precisely because it offers flexibility and many compliance-friendly features out-of-the-box.
Over the past decade, dozens of emerging life sciences companies have chosen NetSuite as
they scaled up. In fact, NetSuite reports that a majority of tech IPOs since 2011 were on
NetSuite, and many of those IPOs were life science firms (NetSuite ERP in the Pharmaceutical
Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs), highlighting
NetSuite's strength for companies transitioning to public, regulated environments. Industry-
specific partners have even developed NetSuite solutions for pharma (e.g. AdaptalLogix’'s pharma
SuiteSuccess templates), and Oracle’s SuiteSuccess for Life Sciences comes with pre-
configured roles and workflows aligned to FDA compliance and clinical accounting needs
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(NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and Ensuring
Compliance-IntuitionLabs).

Critically, NetSuite provides a strong compliance foundation from day one. It has been verified
to meet key financial control standards (e.g. SOC 1 audits for SOX). For FDA requirements, while
no ERP is automatically "validated” by default, NetSuite is often described as “27 CFR Part 11
ready” — it includes the necessary features (audit trails, security, e-signature capabilities) such
that, with proper configuration and validation, it can fulfill Part 11 in a regulated setting (NetSuite
ERP in the Pharmaceutical Industry: Streamlining Operations and Ensuring Compliance-
IntuitionLabs) (NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and
Ensuring Compliance-IntuitionLabs). One consulting report notes: “NetSuite ERP is SOX
compliant and has the capability of being 21 CFR Part 11 compliant” (Benefits of NetSuite
Implementation for Life Sciences Companies). In practice, this means a company can use
NetSuite and be confident that the system can enforce required controls for FDA and financial
compliance. Many pharma companies have done exactly that — hundreds of life science firms
have successfully validated NetSuite for GxP use (How NetSuite Empowers Pharma
Companies with Advanced Compliance Tools), building FDA-compliant workflows on the
platform.

NetSuite's appeal for regulated companies also lies in its cloud model: Oracle manages the
underlying infrastructure, security certifications, and regular updates, reducing the IT burden.
Each NetSuite release is accompanied by thorough documentation and test scripts, which life
science customers leverage for their validation packages (How NetSuite Empowers Pharma
Companies with Advanced Compliance Tools). The ability to stay current without re-developing
custom compliance modifications is a big advantage over on-premise ERPs. In short, NetSuite
offers built-in controls, auditability, and support for validation that allow biotech and pharma
companies to embed compliance into their ERP processes rather than bolting it on later. Below,
we examine how NetSuite meets specific regulatory requirements and where third-party tools
extend those capabilities.

Native Features Supporting FDA 21 CFR Part 11 and GxP
Compliance

1. Electronic Records & Audit Trails: NetSuite automatically captures a detailed audit trail
(system log) for transactions and master data changes. Every creation, edit, or deletion of a
record generates a system note with timestamp, user ID, action, and old/new values. This audit
trail is always on and cannot be altered or disabled by users (How NetSuite Empowers
Pharma Companies with Advanced Compliance Tools). It provides an indelible history of who did
what and when - a core requirement of 21 CFR Part 11 for electronic records. NetSuite also
enforces data integrity by preventing certain critical records from being permanently deleted
(they can be inactivated but remain in the log) (How NetSuite Empowers Pharma Companies

© 2025 IntuitionLabs.ai. All rights reserved. Page 4 of 29


https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=,a%20compelling%20reason%20many%20pharma
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=,a%20compelling%20reason%20many%20pharma
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=pharma.%20NetSuite%20has%20in,compliant
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=pharma.%20NetSuite%20has%20in,compliant
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=pharma.%20NetSuite%20has%20in,compliant
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=BDO%20www,17%20Case
https://intuitionlabs.ai/articles/netsuite-usage-in-pharma-industry#:~:text=BDO%20www,17%20Case
https://bridgepointconsulting.com/insights/netsuite-benefits-implementation-life-sciences-industry/#:~:text=NetSuite%20ERP%20is%20SOX%20compliant,21%20CFR%20Part%2011%20compliant
https://bridgepointconsulting.com/insights/netsuite-benefits-implementation-life-sciences-industry/#:~:text=NetSuite%20ERP%20is%20SOX%20compliant,21%20CFR%20Part%2011%20compliant
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=One%20of%20the%20biggest%20advantages,hundreds%20of%20life%20sciences%20companies
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=One%20of%20the%20biggest%20advantages,hundreds%20of%20life%20sciences%20companies
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=GxP%20use%20by%20hundreds%20of,life%20sciences%20companies
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=GxP%20use%20by%20hundreds%20of,life%20sciences%20companies
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=%E2%80%93%20Audit%20Trails%3A%20NetSuite%20automatically,disabled%20or%20altered%20by%20users
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=%E2%80%93%20Audit%20Trails%3A%20NetSuite%20automatically,disabled%20or%20altered%20by%20users
https://emphorasoft.com/how-netsuite-empowers-pharma-companies-with-advanced-compliance-tools/#:~:text=disabled%20or%20altered%20by%20users
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=compliance-reporting-in-netsuite-for-biotech-pharma-industry.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=compliance-reporting-in-netsuite-for-biotech-pharma-industry.pdf

P reiiontabs Compliance Reporting in NetSuite for Biotech & Pharma Industry

with Advanced Compliance Tools). In addition, records have versioning and “last modified” info,
and backup procedures ensure data is retained. These features align with FDA's ALCOA+
principles (Attributable, Legible, Contemporaneous, Original, Accurate, etc.) for data integrity
(How NetSuite Empowers Pharma Companies with Advanced Compliance Tools). During an FDA
inspection or an internal quality audit, a team can pull comprehensive audit trail reports from
NetSuite to show all changes to, say, a batch production record or a test result, satisfying Part
11's recordkeeping mandate.

2. Electronic Signatures: NetSuite supports electronic signatures natively, which is crucial for
Part 11 compliance (electronic signatures in lieu of handwritten signatures on electronic
documents). Using NetSuite's SuiteFlow workflow engine, any approval step (e.g. approving a
batch record, a deviation, or a financial journal entry) can require an e-signature. When
configured, the system will prompt the user to re-enter their credentials and record a signature
meaning (e.g. "Approved” or "Reviewed”) along with a timestamp (How NetSuite Empowers
Pharma Companies with Advanced Compliance Tools). This built-in e-sign functionality binds
the signature to the electronic record and captures the reason/purpose, meeting FDA
requirements for non-repudiation (How NetSuite Empowers Pharma Companies with Advanced
Compliance Tools). For example, a Quality Manager can electronically sign a CAPA record in
NetSuite; the system logs that signature with date/time and prevents any further changes to the
signed record without traceability. These e-signatures, combined with audit trails, allow NetSuite
to replace paper-based signatures on GMP documents — provided the company validates and
documents the setup per Part 11 guidelines. NetSuite's compliance features cover both the
technical controls (unique user IDs, password authentication for signing, audit trail of signatures)
and the procedural controls (the ability to generate signed record copies for inspectors).

3. Role-Based Access Control (RBAC): In a regulated environment, limiting system access to
authorized individuals is critical. NetSuite addresses this with granular role-based permissions.
Administrators define roles (e.g. “Lab Technician”, "QA Manager”, “CFQ") and grant each role
specific access to menus, records, and actions. Every user is assigned a role (or multiple roles)
that determine what they can see and do. This enforces least privilege — for instance, a QC
analyst can enter test results but not approve their own results, and a finance user cannot
access HR or clinical data if not needed. NetSuite's access control is highly configurable and
includes support for strong authentication (it supports two-factor authentication for login, and
can restrict access by IP address or time of day) (How NetSuite Empowers Pharma Companies
with Advanced Compliance Tools). For FDA Part 11, the system ensures that each user is
uniquely identified (each login is tied to an individual; shared accounts are not allowed) and
that password controls (expiration, complexity, lockout on failed attempts) meet required
standards. These measures fulfill Part 11's user access provisions and also overlap with HIPAA's
security rule, which mandates user access controls to protect PHI. Additionally, NetSuite's
ability to enforce segregation of duties via roles is a key control for SOX — for example, you can
configure that no single role has rights to both create a vendor and approve a payment, reducing
fraud risk (NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and Ensuring
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Compliance-IntuitionLabs). All role assignments and changes are themselves logged in the audit
trail, providing evidence of access reviews.

4. Quality Management & GxP Processes: Beyond IT controls, compliance in pharma requires
managing complex quality processes (deviations, CAPAs, change control, etc.) and production
records. NetSuite offers built-in Quality Management capabilities (available via a Quality
Management SuiteApp or module) that integrate with its inventory and manufacturing functions.
This module allows companies to record nonconformances (NCs), initiate Corrective and
Preventive Actions (CAPAs), manage document control (versions of SOPs or specs), handle
audit findings, and track employee training certifications (How NetSuite Empowers Pharma
Companies with Advanced Compliance Tools). For example, if a batch fails a quality test, a
nonconformance record can be logged in NetSuite, linked to the batch lot number. A CAPA can
be opened and routed for investigation and approval, and all these events are auditable. By
having quality processes in the same system as inventory and production, NetSuite enables end-
to-end traceability: a batch won't be released unless QC tests are passed and QA signs off
electronically. NetSuite's lot traceability functionality further supports GMP and FDA rules - it
tracks materials by lot/serial from raw ingredient reception through production to distribution
(How NetSuite Empowers Pharma Companies with Advanced Compliance Tools). This makes it
possible to perform quick lot history lookups and mock recalls, which are often tested in FDA
audits. Moreover, NetSuite's Electronic Batch Records (EBR) capabilities (part of its
manufacturing module) allow production data to be captured in real time. As operators complete
steps on the shop floor, NetSuite can record each step, material addition, equipment used, and
outcome in an electronic batch record (How NetSuite Empowers Pharma Companies with
Advanced Compliance Tools). The system can enforce the production workflow defined by the
Master Batch Record — not allowing the process to continue if a required check or signature is
missing (How NetSuite Empowers Pharma Companies with Advanced Compliance Tools). This
ensures compliance with GMP documentation practices and significantly reduces errors
compared to paper batch records. All told, the combination of quality management tools and
manufacturing controls within NetSuite gives companies a way to comply with FDA’'s cGMP (21
CFR Parts 210/211) and ISO 13485 (for devices) using one unified system. In fact, some
NetSuite partners have built full GMP compliance frameworks inside NetSuite; for example,
Adaptalogix developed an entirely NetSuite-based manufacturing solution that supports
electronic batch review, deviations, and e-signatures for pharma clients (NetSuite ERP in the
Pharmaceutical Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs).

5. System Validation Support: When using NetSuite (or any software) in GxP processes,
regulators expect the system to be validated — meaning the company has documented evidence
that the system does what it's intended to do (per FDA's guidelines on software validation).
NetSuite being a cloud system doesn’t exempt companies from validation; however, it does
provide tools to make validation easier. Oracle NetSuite supplies pre-written validation
document templates, test scripts, and traceability matrices aligned with industry best
practices like GAMP5 (How NetSuite Empowers Pharma Companies with Advanced Compliance
Tools). Life science-focused NetSuite implementation partners also offer validation
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accelerators - for instance, the Arbour Group and Sikich deliver NetSuite validation packages
with Installation Qualification (IQ), Operational Qualification (OQ) scripts, and Performance
Qualification testing tailored to FDA requirements (NetSuite Validation & Compliance-Oracle
NetSuite-Arbour Group) (NetSuite Validation & Compliance-Oracle NetSuite-Arbour Group). By
leveraging these, a biotech company can significantly cut down the effort to produce validation
documents. NetSuite's own development processes (with semiannual releases, documented
change logs, and SOC audit reports) give customers confidence in the platform’s reliability.
Many firms perform an initial full validation of NetSuite for their use case (covering critical
modules like inventory, manufacturing, and financials) and then use a risk-based approach to
validate only the changes or new features each upgrade. NetSuite's SuiteCloud Platform also
supports maintaining validation state: customizations (scripts, workflows) can be isolated and
documented, and the platform offers sandbox environments for test execution. The result is that
with proper planning, NetSuite can be maintained in a validated state even as updates roll
out, ensuring continuous compliance with FDA's expectations. Companies often engage third-
party validation specialists (e.g. USDM Life Sciences or CSR) to audit and sign off on their
NetSuite validation, providing extra assurance (NetSuite ERP in the Pharmaceutical Industry:
Streamlining Operations and Ensuring Compliance-IntuitionLabs). Once NetSuite is validated, it
becomes a trusted system of record for GxP data, and generating compliance reports (like
validation summary reports or change control logs) is straightforward with saved searches and
reports.

6. Reporting and Analytics for Compliance: A major strength of NetSuite is its reporting
flexibility — vital for compliance monitoring. Users can create saved searches, custom reports,
and real-time dashboards to track compliance metrics. For example, a dashboard can show
the number of open CAPAs, training tasks past due, or unapproved changes, giving managers
immediate insight into potential compliance risks. NetSuite comes with some pre-built
regulatory report templates as well - Emphorasoft notes that NetSuite provides templates for
common pharma reports such as Annual Product Reviews (APR) and adverse event reports (How
NetSuite Empowers Pharma Companies with Advanced Compliance Tools). More generally, the
system’s SuiteAnalytics allows drilling down from summary to transaction-level detail in one
click (How NetSuite Empowers Pharma Companies with Advanced Compliance Tools) (NetSuite
Governance, Risk and Compliance (GRC)). During an audit, this means a user can quickly
retrieve any data requested by an inspector — e.g. all changes to a formulation, or the full history
of a particular lot — without trawling through paper files. NetSuite's analytics can also help
identify trends (using its Workbook or even machine learning with SuiteAnalytics Insights) such
as increasing cycle times on approvals or frequent deviations in a process (How NetSuite
Empowers Pharma Companies with Advanced Compliance Tools). These insights enable
proactive compliance management, addressing issues before they escalate. By embedding
compliance checks into daily operations (e.g. automated alerts if someone tries to release a
batch without QA approval), NetSuite moves companies toward continuous compliance rather
than one-time validations. This is increasingly important as regulators expect a state of control
to be sustained, not just achieved for the audit.
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requirements:

21 CFR Part 11
Requirement

Secure User
Access (Unique
IDs, Passwords)

Audit Trails for
Electronic Records

Protection of
Records (Data
Integrity)

Electronic
Signatures
(Binding Sig to
Record)

Record Retrieval
and Copies
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The table below summarizes how NetSuite's native features map to FDA 21 CFR Part 11

NetSuite Native Capability

Unique user login for each individual; robust password policies
and option for two-factor authentication. Granular role-based
permissions prevent unauthorized access (How NetSuite
Empowers Pharma Companies with Advanced Compliance
Tools).

Automatic, immutable system notes logging all record
changes with timestamp, user, and old/new values. Audit trail
cannot be switched off or edited by end users (How NetSuite
Empowers Pharma Companies with Advanced Compliance
Tools).

Records stored in a tamper-evident database with regular
backups. Critical records cannot be hard-deleted; version
control and change reason tracking ensure data integrity (How
NetSuite Empowers Pharma Companies with Advanced
Compliance Tools).

Built-in e-signature functionality requiring password re-entry
and capturing signature meaning/reason for any approval
action. Signatures are linked to the specific record and logged
with time/date (How NetSuite Empowers Pharma Companies
with Advanced Compliance Tools).

On-demand reporting allows exporting human-readable
copies of electronic records and audit trails. Search and
filtering tools facilitate quick retrieval of any record or its
history (NetSuite Governance, Risk and Compliance (GRC)).
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21 CFR Part 11

. NetSuite Native Capability
Requirement

Support for validation with vendor-provided documentation
(1Q/OQ scripts, etc.) (How NetSuite Empowers Pharma

System Validation = Companies with Advanced Compliance Tools). Customers
perform PQ and have change control processes to keep the
system in a validated state.

By covering these bases, NetSuite can be configured as a Part 11-compliant system. Of course,
procedural controls (SOPs for using NetSuite, training, periodic reviews of audit logs) are still
required by regulations. But NetSuite provides the technological capabilities needed for
compliance, reducing the need for manual record-keeping or costly custom IT controls. As one
industry analysis put it, “NetSuite provides strong user access controls, detailed audit trails of all
transactions, and supports electronic records and signature requirements... It can be configured
to support GMP and SOX compliance” (NetSuite ERP in the Pharmaceutical Industry:
Streamlining Operations and Ensuring Compliance-IntuitionLabs). In other words, the platform is
fundamentally aligned with the needs of regulated biotech/pharma operations.

NetSuite and HIPAA: Protecting Patient Data

While much of a biotech’s data is related to products and research, many companies also handle
sensitive personal data — whether it's patient information in a clinical trial, healthcare provider
data, or employee health info. HIPAA compliance becomes a concern if NetSuite is used to
store or process any protected health information (PHI). For instance, a cell/gene therapy
biotech running patient registries or a diagnostics company managing lab test results might end
up with PHI in their ERP (e.g. as part of service records or billing).

NetSuite has taken steps to accommodate HIPAA-regulated customers. In 2023, Oracle
attained HIPAA attestation for NetSuite’s cloud service, meaning it meets the required
security controls (administrative, physical, technical safeguards) under HIPAA. Oracle will also
sign Business Associate Agreements (BAAs) for NetSuite clients in healthcare, which is a must-
have legal assurance before PHI can be hosted on the system (Native HIPAA compliance has
arrived for NetSuite software ...). Furthermore, Oracle released a SuiteSuccess Healthcare
solution that includes a SuiteApp called Compliance 360 to enhance patient data privacy
auditing (NetSuite Meets HIPAA Standards: Eide Bailly Is Your Proven Industry Partner).
Compliance 360 aggregates key system interactions — essentially it provides comprehensive
logging of who viewed or edited patient-related records — making it easier to monitor and report
on access to PHI. With such tooling, a healthcare organization using NetSuite can quickly
answer, "Who accessed this patient’s record and when?” which is crucial for HIPAA audit trails.
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On the security front, NetSuite's general security features align well with HIPAA requirements for
protecting data. All data in NetSuite is encrypted in transit (SSL) and at rest in the database. The
system supports strong password policies and session management to prevent unauthorized
access. Role-based access (as discussed earlier) helps enforce the "minimum necessary” rule of
HIPAA — users only see the information needed for their role. NetSuite also has built-in access
logs (who logged in, from where, what operations they performed) that can feed into security
incident monitoring. Oracle’s cloud infrastructure for NetSuite undergoes independent audits
and certifications (such as SOC 2, ISO 27001, and ISO 27018 for cloud privacy) (NetSuite
Governance, Risk and Compliance (GRC)), which cover many HIPAA security rule provisions as
well. These certifications indicate strong controls around data centers, disaster recovery, and
vulnerability management.

For example, NetSuite's Compliance 360 tool can track if a user exports a report containing
PHI or if an administrator changes a permission on a patient data field (NetSuite Meets HIPAA
Standards: Eide Bailly Is Your Proven Industry Partner). If a suspicious access occurs, it can be
flagged for review, aiding HIPAA breach detection. The importance of such vigilance is clear
given the statistics — the Office for Civil Rights (OCR) reported thousands of large breaches in
the last decade, and the trend is upward. In 2023 alone, an estimated ~58 million healthcare
records were compromised in the U.S. (a sharp jump from ~51 million in 2022) (2024
Healthcare Data Breach Report - The HIPAA Journal). Each breach can cost organizations
millions in fines and remediation, not to mention loss of trust.

By using NetSuite with the healthcare-specific enhancements, biotech companies can
integrate their financials and operations with clinical/health data while maintaining compliance.
For instance, a clinical-stage pharma could use NetSuite for billing and inventory in a
compassionate use program, with patient names or IDs stored in the system. With HIPAA
compliance features enabled, they ensure that only authorized individuals (with a clinical role)
see identifying info, all access is logged, and that if data is exported it's tracked. The audit-
ready logging gives peace of mind that if OCR ever investigates, the company can produce the
necessary reports to demonstrate compliance.

It's worth noting that some companies choose to keep PHI out of the ERP entirely — using
specialized EDC (electronic data capture) or EHR systems for patient data — precisely to simplify
compliance. But if a business needs to unify that data, NetSuite's cloud now has the credentials
to handle it. As Eide Bailly (a NetSuite partner) stated when NetSuite's HIPAA capabilities
launched: “Healthcare providers can use NetSuite ERP to simplify operations and improve
productivity, knowing there are additional safeguards in place which meet HIPAA requirements.”
(NetSuite Meets HIPAA Standards: Eide Bailly Is Your Proven Industry Partner). In summary,
NetSuite can be part of a HIPAA-compliant IT environment, provided the organization enables
the appropriate controls (encryption, Compliance 360 logging, etc.) and follows through with
employee training and policies around PHI.
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NetSuite and SOX Compliance: Financial Controls &
Reporting

For biotech and pharma companies that are publicly traded or planning an IPO, SOX compliance
(Sarbanes-Oxley) is a major focus. NetSuite’'s DNA in financial management means it was built
with auditability and internal controls in mind, which directly supports SOX requirements. Key
aspects include:

e Audit Trails on Financial Transactions: As mentioned, NetSuite keeps an audit log of all
transactions — this is invaluable for SOX 404, which requires being able to demonstrate control over
financial reporting. Every journal entry, invoice, or change to the chart of accounts is recorded.
Auditors can rely on NetSuite's system notes to trace a sample transaction from initiation to posting,
seeing approvals and modifications along the way. The system also logs configuration changes (e.g.
if someone alters an accounting period or enables a feature) (NetSuite Governance, Risk and
Compliance (GRC)). This level of transparency makes it much easier to verify that financial data has
not been tampered with. One can generate an Audit Change report for a period and see all changes
that could impact financial statements, which supports both internal review and external audit
requests.

e Segregation of Duties (SoD): NetSuite's role-based permissions enable enforcement of SoD, a
cornerstone of SOX compliance. The company can define roles such that conflicting duties are
separated. For example, the person who enters a vendor bill cannot also pay that bill; the individual
who creates a new user cannot approve their own access; or the inventory receiving team cannot
edit the approved vendor list. NetSuite's ability to customize roles and limit access by transaction
type, department, or even field value is very powerful. Many organizations start with a SoD matrix (a
list of incompatible role combinations) and configure NetSuite roles accordingly. Furthermore, third-
party SoD rule-checker tools (like Strongpoint or Fastpath) are available as SuiteApps to
continuously monitor role assignments and transactions for conflicts. But even out-of-the-box,
NetSuite supports SoD by allowing management to implement multi-level approvals and by
preventing any single user from having unfettered system access (NetSuite ERP in the
Pharmaceutical Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs). For
instance, a CFO might have full viewing rights but still not be able to, say, create a vendor or a
customer record if that's considered a controlled function. This ensures checks and balances in
financial processes.
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¢ Automated Approval Workflows: SOX compliance often involves showing that material transactions
are reviewed and approved by the right level of management. NetSuite makes this easier through
SuiteFlow workflows that route transactions based on criteria. A common setup is to have purchase
orders or expense reports above a certain dollar amount automatically go to a manager and then to
finance for approval, all within NetSuite. These approvals are time-stamped and recorded (with e-
sign if needed), providing evidence that, for example, all expenditures over $10k got dual approval
per company policy. In one real-world case, a life sciences company implementing NetSuite post-IPO
leveraged such approval workflows to replace a previously “non-compliant” purchasing system that
lacked adequate approvals (NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations
and Ensuring Compliance-IntuitionLabs). NetSuite's ability to enforce multi-level sign-offs on
financial postings and changes gave their auditors confidence that SOX control objectives were
being met (NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and Ensuring
Compliance-IntuitionLabs).

¢ Financial Reporting & Analytics: NetSuite provides a comprehensive financial reporting engine
(financial statements, budget vs actuals, variance analysis) that can be used to fulfill SOX disclosure
controls. But more pertinently, it has specialized audit and compliance reports. For instance,
NetSuite can produce a Transaction Audit Trail report that filters all transactions by type, date,
user, etc., helpful for auditors sampling data (Creating a NetSuite Audit Log - Netwrix Blog). It also
supports exporting data in formats that auditors can use directly, and drill-down capabilities let an
auditor click from a summary number (say total revenue) down to the invoice level, all within the
system (NetSuite Governance, Risk and Compliance (GRC)). NetSuite's SuiteAnalytics also allows
creating dashboards for internal audit teams - e.g. tracking open reconciliation items or showing any
journal entries made after period close (which might be a red flag). These reporting tools reduce the
manual effort of compiling evidence for SOX compliance. In addition, Oracle regularly provides SOC
1 Type Il reports for NetSuite's own operations (NetSuite Governance, Risk and Compliance (GRC)).
A SOC 1 report (from a third-party auditor) validates that NetSuite's internal controls over its cloud
operations are effective. Many SOX auditors accept this as part of the IT general controls
assessment, meaning customers don't have to independently audit Oracle’s data center controls — a
big time saver. NetSuite also carries ISO 27001 and other certifications (NetSuite Governance, Risk
and Compliance (GRC)), indicating a high level of security maturity which is important for SOX IT
controls.

¢ Protected Financial Data and Master Data Management: Mistakes or fraud in master data (like
who vendors are, or product pricing) can severely affect financial reporting. NetSuite has features to
protect master data — for example, any change to key master data (vendor bank info, item standard
cost, user roles) can trigger an alert or require approval. The always-on audit trail for master data
means a company can review, say, all changes to vendor addresses in a quarter to ensure no
suspicious modifications were made (NetSuite Governance, Risk and Compliance (GRC)). NetSuite
also offers field locking (to prevent edits to certain fields after initial entry) and period locking (to
prevent posting in closed periods without authorization). These controls help maintain the integrity
of financial records over time.

In essence, NetSuite's native capabilities align well with the COSO framework that underpins
SOX compliance — control activities (approvals, segregation of duties), control environment
(secure roles), information and communication (reporting), and monitoring (audit logs and
alerts). The system has even been marketed as “SOX ready"” due to these features (NetSuite
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ERP in the Pharmaceutical Industry: Streamlining Operations and Ensuring Compliance-
IntuitionLabs). As noted in a life sciences ERP whitepaper, “NetSuite ERP has been verified to be
SOX-compliant out of the box, and with proper validation scripts and configuration it can comply
with 21 CFR Part 11” (NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and
Ensuring Compliance-IntuitionLabs). This dual assurance is valuable for biotech CFOs who must
satisfy both financial auditors and FDA auditors. By using NetSuite's compliance toolkit — from
saved search alerts that flag unusual transactions to enforced approval workflows — companies
can reduce the risk of control failures.

SOX Compliance Comparison: The table below highlights a few SOX control areas and how
NetSuite addresses them natively versus where a third-party tool might extend the capability:

SOX Control . . .

P NetSuite Native Support Third-Party Enhancements
System Notes log all changes to  Tools like Netwrix Auditor or
financial records, configurations, = Fastpath can aggregate and

Audit Trail of  and master data with user/time analyze log data across

Changes (NetSuite Governance, Risk and systems, providing advanced

Segregation

Compliance (GRC)). Built-in
reports to review these logs.

Customizable roles and
permissions; ability to enforce
role-based workflows (no
transaction can complete
without proper role approval)

analytics on user activities (e.g.
alert on unusual patterns).

Fastpath Assure or Strongpoint
SuiteApp can continuously
check NetSuite roles for SoD
conflicts, generate compliance

of Duties (NetSuite ERP in the reports, and simulate the impact
Pharmaceutical Industry: of role changes (SOX
Streamlining Operations and Compliance Certification-
Ensuring Compliance- Delinea and NetSuite).
IntuitionLabs).

Approval SuiteFlow allows multi-approver  Many firms find native workflows

Controls workflows for key transactions sufficient. Alternatively, FloQast
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(POs, vendor bills, journals). E-
sign capture for approvals
ensures evidence of review
(NetSuite ERP in the
Pharmaceutical Industry:

can layer on close management
workflow around NetSuite's
financial close, ensuring all
reconciliations are approved
(not a direct NetSuite
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SOX Control
Area

Financial
Reporting &
Disclosure

IT General
Controls
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NetSuite Native Support

Streamlining Operations and
Ensuring Compliance-
IntuitionLabs).

Real-time financial consolidation
and reporting in NetSuite
ensures accurate and timely
statements. Drill-down and
export functions facilitate audit
testing (NetSuite Governance,
Risk and Compliance (GRC)).

Oracle’s SOC 1 Type Il report
covers NetSuite's ops. Role-
based access and change
management within NetSuite
support ITGCs.

Third-Party Enhancements

integration, but
complementary).

Workiva or similar tools can
integrate with NetSuite to pull
data into SOX compliance
workpapers or SEC filing drafts,
providing a controlled
collaboration environment for
disclosures.

External GRC platforms (e.qg.
AuditBoard) might be used to
document and test ITGC
controls, but NetSuite provides
the data (logs, user listings)
needed for evidence.

Overall, a company using NetSuite can attain a high level of SOX compliance with relatively
little customization, leveraging the system'’s built-in controls. This is a significant advantage for

resource-constrained biotech firms that may not have large compliance teams. Indeed, in one

case study a clinical-stage biotech that went public switched from QuickBooks to NetSuite

specifically to establish “stronger controls and functionality” for SOX compliance (and FDA
compliance) (NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and

Ensuring Compliance-IntuitionLabs). After implementing NetSuite with proper workflows, they

were able to satisfy auditor requirements and remediate prior control weaknesses. NetSuite's

compliance features not only help avoid the penalties of non-compliance but also instill better

business practices (e.g. formalized approval processes) which scale as the company grows.

Third-Party Integrations Enhancing Compliance

While NetSuite provides a solid compliance-ready foundation, biotech and pharmaceutical

companies often deploy specialized third-party systems to handle certain compliance
workflows or to provide enhanced functionality. Common examples are electronic Quality

Management Systems (eQMS), document management solutions, or analytical tools. The good

news is that NetSuite's open architecture and integration tools (REST/SOAP APIs, connectors,
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etc.) make it relatively straightforward to connect with such systems. By integrating these third-
party solutions with NetSuite, organizations can achieve end-to-end compliance processes
that span multiple platforms without data silos. Below we discuss a few notable third-party
integrations that augment NetSuite's compliance capabilities:

e Veeva Vault Integration: Veeva Vault is a leading cloud content management and QMS platform
widely used in life sciences for regulated documents, quality processes, and regulatory submissions.
Pharma companies use Vault for managing SOPs, batch records, validation documents, training
records, and even regulatory filings (like FDA submissions). Integrating Veeva Vault with NetSuite can
bridge the gap between document-based processes and transactional data. For example, when a
new SOP is approved in Veeva (say for a manufacturing process), integration can trigger an update in
NetSuite to enforce that SOP version for production, or attach the SOP reference to a NetSuite work
order. Conversely, if a material is defined in NetSuite, its spec sheet or Certificate of Analysis stored
in Veeva could be linked for easy access. Recognizing the demand, integration providers have built
connectors — in late 2024, Boomi (an iPaaS vendor) launched a specialized Veeva Vault connector
to streamline such integrations (Boomi Launches New Veeva Vault Connector to Simplify Application
Integration in the Life Sciences Industry) (Boomi Launches New Veeva Vault Connector to Simplify
Application Integration in the Life Sciences Industry). This connector leverages Vault's APIs to pull or
push data between NetSuite and Veeva without complex coding. The result is unified business
processes: quality events captured in Veeva (like a CAPA or change control) can automatically
update relevant records in NetSuite (like putting a specific inventory lot on hold), ensuring
compliance actions are propagated. Why it helps: Veeva excels at document control and 21 CFR Part
11 compliance for content, while NetSuite excels at execution (inventory, finance). Together, a
company can achieve end-to-end traceability (e.g. from a deviation record in Veeva to the affected
batch in NetSuite) and ensure that only up-to-date, approved information drives operations. This
integration is critical for modernizing operations, as one tech officer noted, “The integration of the
Veeva Vault platform with other applications and data sources is critical for life sciences companies
looking to modernize their operations” (Boomi Launches New Veeva Vault Connector to Simplify
Application Integration in the Life Sciences Industry).

© 2025 IntuitionLabs.ai. All rights reserved.
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¢ Qualio Integration: Qualio is a cloud-based eQMS tailored for smaller and mid-sized life science
companies, covering document management, training, CAPA, risk management and more. A number
of biotech startups adopt Qualio to get a quick, compliant quality system in place (it's particularly
popular for ISO 13485 and FDA QSR compliance in medtech, as well as pharma GxP). Qualio provides
an APl and integration options to connect with other systems (Qualio Integrations — Quality,
connected). Integrating Qualio with NetSuite allows quality data to synchronize with ERP data. For
instance, supplier qualification statuses in Qualio could sync to the vendor records in NetSuite (so
that if a supplier's certification expires in Qualio, NetSuite can flag or prevent purchasing from them
until re-qualified). Similarly, training records in Qualio (which show if a production employee is
trained on a new SOP) could feed into NetSuite's employee or manufacturing module to ensure only
trained operators are scheduled for a production run. While Qualio and NetSuite don’t have a pre-
built native connector, it's feasible to use middleware like Celigo or Mulesoft to map data between
the two. The benefit is eliminating manual duplicate entry and ensuring single source of truth:
quality events (deviations, change controls) logged in Qualio automatically update status or create
references in NetSuite. During an audit, an IT manager could produce reports from both systems that
line up — e.g. showing a CAPA in Qualio that resulted in a process change in NetSuite, with matching
IDs and dates. This cohesive view strengthens compliance reporting. Qualio itself emphasizes
connectivity, noting that breaking down data silos makes quality “simple and connected” (Ultimate
guide to Qualio integrations). By tying Qualio’s strength in quality processes to NetSuite's operational
data, companies ensure nothing falls through the cracks (for example, a CAPA requiring a
manufacturing change will actually be executed in the ERP). It essentially merges the quality system
with the inventory/procurement system in a controlled manner.
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e Greenlight Guru Integration: Greenlight Guru is a QMS platform purpose-built for medical device
companies, focusing on design controls, risk management, document control, and FDA 21 CFR Part
820 compliance. Many medtech startups use Greenlight Guru to manage their product development
and quality processes. While Greenlight Guru covers the QMS side, those companies often use
NetSuite for ERP (inventory, billing, etc.). Integrating the two can significantly enhance compliance
and efficiency. Greenlight Guru introduced an Export APl in 2023 to facilitate connecting its QMS
data to other software like ERPs and CRMs (Greenlight Guru Introduces Export API for a Connected
Quality Management System). Using this API, data such as part numbers, approved supplier lists, or
even quality event data can be pushed from Greenlight Guru into NetSuite. Consider a scenario: a
design engineer releases a new part in Greenlight's design control module (with all required
approvals). Through integration, that part can be automatically created in NetSuite's item master,
tagged as "R&D - not for sale” until it passes certain tests. Or if a nonconformance is logged in
Greenlight Guru against a particular component, a script could create a corresponding issue or flag
in NetSuite so procurement is aware. One industry study found medtech companies use on average
9 different software tools to manage processes, and ~40% planned to increase software
investments, highlighting the need to connect data across the product lifecycle (quality, ERP,
CRM, etc.) (Greenlight Guru Introduces Export API for a Connected Quality Management System). By
integrating Greenlight Guru and NetSuite, the “single source of truth” extends across these systems.
Quality managers can generate a report in Greenlight and cross-reference it with production data
from NetSuite without lots of manual reconciliation. It keeps the QMS and ERP in sync: if a part is on
hold in the QMS, it can't be inadvertently used or sold via the ERP. Also, during FDA inspections,
having a connected QMS-ERP means device history files and traceability matrices are complete —
you can trace a device unit from design requirements (in QMS) through manufacturing and lot
tracking (in ERP) to customer shipment (back in ERP), all linked by integration. Greenlight Guru'’s
move from a “closed system to a connected system” through its APl was celebrated because it
enables exactly this kind of cross-functional data sharing that medtech firms need for compliance
(Greenlight Guru Introduces Export API for a Connected Quality Management System).

e Other Notable Integrations: Beyond the above, there are other third-party tools commonly
integrated with NetSuite in life sciences to bolster compliance:

o Learning Management Systems (LMS): For GMP training compliance, some companies integrate
an LMS (like Cornerstone or Skilljar) with NetSuite's employee records to track training
due/complete, since training status is often checked in audits.

o Laboratory Information Management Systems (LIMS): A LIMS integration can feed test results
and certificate data into NetSuite, tying QC results directly to batch records in the ERP.

o Regulatory Information Management (RIM): Systems that manage drug or device registrations
(like Veeva RIM or TraceLink for DSCSA compliance) can connect to NetSuite to align product
codes, lot data, and distribution records for compliance with traceability laws. For example,
NetSuite’s Wholesaler Distribution module helps with DSCSA (Drug Supply Chain Security Act)
compliance by verifying saleable returns via a verification router service (How NetSuite
Empowers Pharma Companies with Advanced Compliance Tools) - integrating with TraceLink or
similar can further automate compliance with serialization and reporting to FDA.

o Financial Close & SOX tools: Some companies use BlackLine or FloQast with NetSuite to
automate reconciliations and documentation for SOX. While NetSuite handles transactions,
these tools overlay additional compliance reporting (e.g. ensuring every balance sheet account
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is reconciled and approved each month, with NetSuite data feeding those reconciliations). This
can streamline SOX 302 and 404 compliance further.

o Data Analytics and Monitoring: For advanced continuous controls monitoring, integration with
tools like Oracle Fusion GRC or third-party GRC dashboards can pull data from NetSuite and
other sources to provide a holistic view of compliance KPIs. However, many find NetSuite's
native saved searches sufficient for routine monitoring.

o SuiteApps for Quality/Safety: There are SuiteApps (third-party modules built on NetSuite) such
as Quality Management by uniPoint, which offers an extensive set of quality modules (25+
modules) running inside NetSuite (Quality for NetSuite by uniPoint - SuiteApp.com). This
essentially turns NetSuite into a full eQMS as well, covering areas like equipment calibration,
customer complaints, and audit management beyond the standard NetSuite quality features.
Deploying such a SuiteApp can negate the need for an external QMS like Qualio, by extending
NetSuite itself. Another example is a SafetyChain integration for food/drug companies needing
real-time production compliance checks.

o Validation & Testing Automation: Firms like USDM and ValGenesis offer products to automate
and manage computer system validation. While not an integration per se, they often interface
with NetSuite by pulling configurations and user requirements into a validation management
system to systematically test and document compliance. For instance, ValGenesis could be
used to manage the validation lifecycle of NetSuite customizations, ensuring any change in
NetSuite goes through proper test and approval steps (with traceability) before production — an
important part of ongoing compliance.

Why Integrations Matter: Life science companies typically have a complex application
landscape. A 2023 survey found a large portion plan to increase spending on compliance-related
software (Greenlight Guru Introduces Export API for a Connected Quality Management System).
The key is to avoid making those systems islands of information. When NetSuite is the financial
and inventory backbone, integrating specialty compliance systems ensures data consistency
and comprehensive reporting. It means an executive dashboard could pull from NetSuite and a
QMS to show a full compliance status in one place. It also reduces duplication of effort — e.g.
entering a new material or study site in 3 different systems vs. entering once and syncing. From
a compliance standpoint, integration reduces the chance of errors (like a discrepancy between
what’s in the QMS vs ERP). It also simplifies audits: regulators and auditors love when
information is consistent across systems. If an FDA inspector sees that the training records in
the LMS match the operator qualifications in the batch record from NetSuite, confidence in the
firm's control increases.

To illustrate the complementary roles of NetSuite and third-party tools, consider the following
comparison table of native vs. third-party contributions:

Compliance NetSuite Native Third-Party/Integration

Aspect Capabilities Enhancements

Document NetSuite has a document  Veeva Vault or Documentum manage
Control & management feature (File  controlled documents with Part 11
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NetSuite Native
Capabilities

Cabinet) but basic
versioning; best for
storing attachments to
transactions.

NetSuite Quality module
covers NC/CAPA
workflows integrated with
inventory. CAPAs can be
managed in-system with
audit trails.

NetSuite can track
employee skills and
training dates as part of
HR module, but lacks
testing/certification
tracking out-of-box.

NetSuite's e-sign covers
records inside the system
(transactions, approvals).
For PDF documents,
NetSuite can store them

Third-Party/Integration
Enhancements

compliance. Integrating Vault
ensures only current SOPs are
referenced in NetSuite processes,
and regulatory submission data
aligns with product records in ERP
(Boomi Launches New Veeva Vault
Connector to Simplify Application
Integration in the Life Sciences
Industry).

Qualio or Greenlight Guru provide
richer CAPA management (risk
assessments, approvals, linked
documents). Integration with
NetSuite ties CAPAs to lots,
suppliers, or equipment in the ERP,
ensuring corrective actions are
executed (Greenlight Guru
Introduces Export API for a
Connected Quality Management
System).

An LMS (Cornerstone, etc.) tracks
training content, quizzes, and
certifications. Integration updates
NetSuite employee records with
training status. NetSuite workflows
can then prevent untrained users
from certain tasks (e.g. releasing a
batch).

DocusSign or Adobe Sign integrated
with NetSuite allow sending
documents (protocols, agreements)
for electronic signature. The signed
document can return to NetSuite for
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NetSuite Native
Capabilities

but not natively sign
PDFs.

NetSuite roles can be
configured to segregate
duties. Manual reviews of
roles/permissions can be
done via saved search.

NetSuite provides the raw
material (logs, test
environment) for CSV, but
planning and

documentation is manual.

Third-Party/Integration
Enhancements

storage with an audit trail. This is
useful for things like signing off
validation protocols or contracts.

SoD tools (Fastpath, Strongpoint)
continuously analyze NetSuite's role
matrix against a ruleset of
incompatible duties (SOX
Compliance Certification-Delinea
and NetSuite). They produce reports
for auditors and can even prevent
assignment of conflicting roles,
greatly enhancing SOX compliance
management.

Validation lifecycle management
software (e.g. ValGenesis) can
integrate to pull NetSuite
configuration items and track their
validation status. Also, firms like
Arbour Group provide pre-validated
“"qualified” NetSuite environments
(NetSuite Validation & Compliance-
Oracle NetSuite-Arbour Group) and
ongoing patch validation as a
service.

By smartly combining NetSuite’s capabilities with these specialized systems, companies create a

robust compliance ecosystem. Importantly, integrations should be validated/tested as well,

since data flowing between systems can impact compliance (e.g. ensuring the interface itself

meets Part 11 if it's transferring records). Many NetSuite users in pharma opt for middleware

platforms (like Boomi, Celigo, MuleSoft) to manage integrations because these platforms offer

error monitoring, data mapping, and are themselves often validated for use in regulated
industries. For example, Celigo has pre-built NetSuite connectors for popular systems and

provides logging of all data flows, which can be included in audit evidence if needed.
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In summary, NetSuite covers a lot of compliance ground on its own, but the ecosystem of third-
party solutions allows biotech and pharma companies to fill any gaps and adhere to best-of-
breed approaches in each compliance domain. Whether it's linking a best-in-class QMS or
adding on a security tool, these integrations ensure that NetSuite remains the central source for
reporting while specialized systems handle their respective niches. The result is a more
complete compliance posture and often a more efficient operation — no redundant data entry,
fewer manual reconciliations, and holistic insight for decision makers. As Greenlight Guru's team
noted, “sharing and connecting data across business applications and throughout the entire
product lifecycle is critical” for success in this industry (Greenlight Guru Introduces Export API
for a Connected Quality Management System) — integrated compliance systems are the way to
achieve that.

Real-World Examples and Case Studies

Multiple life sciences organizations have successfully leveraged NetSuite to meet their
compliance obligations. Here are a few real-world examples and testimonials illustrating
NetSuite's role:

¢ Clinical-Stage Biotech IPO: A clinical-stage biotech company preparing for IPO realized that its
patchwork of QuickBooks and manual processes couldn’t provide the necessary internal controls for
SOX or the data integrity for FDA. They implemented NetSuite ERP as they went public, specifically
to strengthen compliance. NetSuite replaced a non-compliant purchasing system and allowed the
company to embed approval workflows and multi-level signoffs for key processes (NetSuite ERP in
the Pharmaceutical Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs).
According to a case study, this biotech immediately benefited from “stronger controls and
functionality” in NetSuite for both SOX and FDA compliance (NetSuite ERP in the Pharmaceutical
Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs). With NetSuite's complete
audit trails and enforcement of approvals, the company’s CFO and quality leadership gained
confidence that they could pass financial audits and FDA inspections. This example highlights how
adopting NetSuite can be a catalyst for improving compliance maturity when a life sciences company
scales up.

¢ Medical Device Manufacturer: A mid-sized medical device manufacturer chose NetSuite and noted
that the system is “SOX compliant and 21 CFR Part 11 ready” (NetSuite ERP in the Pharmaceutical
Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs). They worked with
consultants to configure NetSuite's workflows to comply with FDA requirements around electronic
signatures and document control. While no system is automatically Part 11 compliant by itself,
the firm found that NetSuite gave them the tools to get there with relatively little development. The
ability to generate traceability reports linking lots to customer shipments and to maintain design
history data in one system helped them streamline FDA Quality System Regulation (QSR) compliance.
This was documented in an industry article which pointed out that NetSuite “better prepares
MedTech manufacturers with the tools they need” for compliance, even if processes still must be
well-designed (MassDevice, 2021).
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¢ Pharma Startup with Rapid Growth: Bridgepoint Consulting described a life sciences company that
implemented NetSuite to replace a plethora of spreadsheets. A key driver was compliance - the
company needed to satisfy its investors and regulators that it had proper controls. With NetSuite,
they could demonstrate that each financial transaction was authorized and auditable, and that
the system could be validated for GMP use. The consulting firm set up complex workflows and
procedures to satisfy FDA's requirements around electronic data management (Benefits of
NetSuite Implementation for Life Sciences Companies). The outcome was that the pharma startup
could confidently assert their ERP was Part 11 compliant (with audit trails, e-signatures on critical
approvals) and SOX compliant (with role-based controls), helping them avoid any findings during
audits. Bridgepoint noted that NetSuite's configurability was key in tailoring those workflows without
custom code (Benefits of NetSuite Implementation for Life Sciences Companies).

¢ Precision Medicine Company: A precision medicine company (focus on oncology drug discovery)
engaged a NetSuite partner (Jade Global) to implement NetSuite, aiming to fortify compliance as well
as efficiency. They transitioned off QuickBooks and other siloed apps to NetSuite for financials and
procurement. The partner implemented robust approval workflows for purchase requisitions,
vendor bills, and journal entries, directly addressing compliance and control needs (Case Study:
NetSuite Implementation for Medicine Company-Jade). The result was a “success story of enhanced
efficiency and fortified compliance” where the company achieved significant business outcomes
while meeting SOX control requirements and maintaining better purchasing governance (Case Study:
NetSuite Implementation for Medicine Company-Jade). This case underscores that even R&D-centric
biotech startups (in this case leveraging Al for drug discovery) prioritize an ERP that can handle
compliance early on, so that as they move to clinical trials or partnerships, their financial and
operational data is trustworthy and well-controlled.

¢ Use of Validation Services: Another example is the partnership of companies like USDM Life
Sciences with NetSuite customers. USDM helped a medtech company implement NetSuite in a GxP
environment by developing a customized validation and testing plan (Oracle GxP Compliance -
USDM Life Sciences). They managed validation for each NetSuite update (since in a multi-tenant
cloud, updates are regular) so that the company remained continuously compliant. The case study
showed that with expert help, NetSuite's cloud model can actually be a benefit — the company had
up-to-date software and stayed compliant by relying on vendor and partner provided test scripts.
This approach allowed the medtech firm to focus on its product rather than worrying about ERP
compliance every time Oracle pushed a new release.

¢ HIPAA-Compliant Healthcare Organization: A healthcare company (multi-site provider)
implemented NetSuite's healthcare cloud solution to unify its ERP across locations. They needed
HIPAA compliance as they handled patient billing. With the Compliance 360 SuiteApp in place, they
could pull key user interactions into one place and monitor access to patient data (NetSuite Meets
HIPAA Standards: Eide Bailly Is Your Proven Industry Partner). In one instance, during an internal
audit, they used Compliance 360 reports to show that only authorized billing staff accessed certain
patient records and that all access was appropriate. This helped demonstrate HIPAA compliance to
their board. The organization's IT director praised the combination of NetSuite's ERP functions with
the new compliance features, saying it “enabled us to leverage NetSuite’s powerful ERP while
securing sensitive patient data” (NetSuite Meets HIPAA Standards: Eide Bailly Is Your Proven
Industry Partner). Essentially NetSuite allowed them to improve operational efficiency (standardizing

financial processes) without compromising on privacy requirements.
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e AdaptalLogix/BDO Fastest-Growing Partner: Adaptalogix, a NetSuite solution provider specialized
in pharma, was noted as the fastest-growing NetSuite partner in any industry by 2022 (NetSuite ERP
in the Pharmaceutical Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs).
This is anecdotal evidence but telling — it indicates an accelerating adoption of NetSuite among
pharma companies. Adaptalogix's solutions include pre-configured compliance features like GMP
batch records and clinical trial accounting. A number of emerging biotechs (especially those in
Phase 1-3 clinical trials) have used these to get a compliant system up and running quickly. One CIO
of a biotech firm pointed out that legacy ERPs were too costly and rigid, whereas NetSuite offered a
right-sized solution with compliance best practices baked in (NetSuite ERP in the Pharmaceutical
Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs). The takeaway is that
even regulated companies don't have to default to older heavyweight systems; NetSuite, bolstered
by industry-specific configurations, is a proven option.

These examples reinforce that NetSuite is battle-tested in the compliance arena for life sciences.
Companies ranging from medical device makers to novel biotech therapeutics have used it to
successfully navigate regulatory hurdles. In many cases, the decision to implement NetSuite was
driven by a need to mature the compliance posture (e.g. before an IPO or commercial launch).
After implementation, these companies report improved ability to generate compliance reports
for stakeholders. Auditors get the evidence they need faster, Quality Assurance gets better
oversight of processes, and executives sleep easier knowing the systems underpinning their
operations are not a liability but rather an asset in compliance management.

One pharma executive summarized it well: NetSuite gave them “one version of the truth” — from
inventory to quality to finance — which made both day-to-day management and audits much
easier. Issues like data discrepancies or missing records, which often plague manual systems,
were eliminated. Moreover, by having a scalable cloud platform, these companies found that as
compliance requirements evolve (new regulations, more volume of data to handle), they could
adapt NetSuite with configurations or integrations, rather than undergoing a major system
overhaul.

Importance of Compliance Reporting and Analytics

Why do the capabilities discussed above matter so much? The biotech and pharma industry is
under constant scrutiny, and robust compliance reporting can make the difference between
smooth operations vs. enforcement actions or costly delays. A few points highlight the
importance:
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e Regulatory Scrutiny is Increasing: FDA inspections and audits have become more data-driven.
Inspectors often ask for electronic logs, access records, training records, etc. on short notice.
Companies must be able to produce these quickly. If an ERP like NetSuite is the system of record,
having built-in reporting means you can retrieve, for example, “Show me all changes to this
formulation and who approved them” in minutes. Firms that cannot readily generate such reports risk
receiving Form 483 observations. As noted, data integrity issues have been rampant - “out of every
10 FDA warnings, 8 involve data integrity gaps” (FDA's 21 CFR Part 11: The Definitive Guide - Pharma
GxP) — which implies regulators expect companies to not just maintain data integrity, but to prove it
through records and reports. A strong compliance reporting system (audit trails, etc.) is the answer
to that expectation.

¢ Prevention of Compliance Violations: Good reporting allows proactive monitoring. For example,
with NetSuite's saved searches, a compliance manager can set up weekly exception reports: list of
any GMP batch that was released without all tests completed, or any instance where a user role was
changed and now violates SoD (for SOX). By catching these outliers early, the company can take
corrective action before it becomes a systemic issue or before an external audit catches it.
Essentially, reporting tools help implement a “trust but verify” approach internally. Management can
trust that processes are being followed, but verify through automated reports and dashboard
metrics. If something starts trending wrong (e.g. number of past-due CAPAs is climbing), they'll see
it and can allocate resources to fix it, thus avoiding non-compliance.

¢ Cost of Non-Compliance vs. Compliance: It's often said that the cost of compliance is much less
than the cost of non-compliance. Statistics back this: various studies (e.g. by Ponemon Institute)
have shown that non-compliance (fines, remediation, productivity loss) costs companies several
times what they would spend to comply properly. For instance, a single FDA warning letter can delay
a product approval, easily costing a pharma company millions in lost revenue and remediation
projects. HIPAA fines can be $100 to $50,000 per record violated (capped annually, but still
enormous when breaches involve thousands of records). SOX-related restatements can tank stock
prices and result in hefty legal fees. By investing in systems and reporting (like NetSuite and its add-
ons) that keep the company audit-ready, organizations actually save money in the long run. A
Secureframe report in 2024 noted that organizations are increasingly shifting to strategic
compliance management, not just checklists, because the risk of non-compliance is “sky-high” in
cost (110 Compliance Statistics to Know for 2025).

¢ Investor and Partner Trust: For biotech firms especially, demonstrating strong compliance controls
is often necessary to win partnerships (with big pharma) or investor funding. Being able to show
potential partners a robust compliance dashboard or to quickly generate required reports (e.g. SOX
control evidence, or manufacturing compliance metrics) can instill confidence. In contrast, a
company that fumbles to produce basic compliance documentation may be viewed as high-risk.
NetSuite's real-time data and single data source approach means any authorized user (with proper
security) can get a 360° view of compliance status — something that can even be shown in
management meetings or board meetings. For example, some companies use NetSuite dashboards
to report to their board on quality metrics (like "we had X deviations this quarter, all closed within Y
days”) which ties into how ready they are for regulatory approvals. These kinds of analytics can be
persuasive to stakeholders that the company is well-run.
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e Efficiency in Reporting: Automated compliance reporting also reduces labor and human error.
Consider a regulatory submission that requires including evidence of all changes to certain data.
Without an integrated system, that might mean pulling data from various sources and reconciling.
With NetSuite, it could be a single saved search output. At one biotech company, preparing the
annual SOX control review went from a month of aggregating spreadsheets to a few days by using
NetSuite's reports and a compliance add-on. The freed time was then spent on improving processes
rather than just documenting them. In an industry where talent (especially in QA/RA and IT) is in high
demand, such efficiency is golden.

e Continuous Improvement: Finally, robust analytics allow companies to find ways to improve their
compliance processes over time. For example, by analyzing audit log data, one might find that a
particular SOP has many deviations — prompting a root cause analysis and improvement of that SOP.
Or analyzing user access logs might reveal attempts to access unauthorized data, indicating need for
more training or tightening roles. NetSuite's analytics (and tools like SuiteAnalytics Workbook or BI
integrations) enable slicing and dicing compliance data to glean these insights. This ties into the
concept of operational excellence — compliance is not just about avoiding negatives, but about
improving quality and efficiency, which leads to better products and patient outcomes.

In summary, compliance reporting is the nervous system of a life sciences company - it detects
and communicates the health of the organization's adherence to laws and standards. NetSuite's
capabilities, supplemented by third-party tools, serve as the backbone for this nervous system.
Companies that exploit these tools well can navigate the complex regulatory environment with
agility, whereas those without may constantly be in reactive mode.

Conclusion

U.S. biotech and pharmaceutical companies face some of the strictest compliance requirements
of any industry — from ensuring data integrity and electronic record controls (FDA 21 CFR
Part 11), to maintaining validated processes and quality systems (GxP), safeguarding patient
privacy (HIPAA), and upholding financial transparency (SOX). Meeting these obligations
requires not only sound policies and trained people, but also robust technology platforms that
can enforce controls and generate verifiable records. As detailed in this report, Oracle NetSuite
provides a comprehensive platform well-suited to this challenge. Its cloud ERP solution comes
with built-in capabilities — audit trails, role-based access, electronic signatures, quality
modules, and rich reporting tools — that directly support regulatory compliance in life
sciences (How NetSuite Empowers Pharma Companies with Advanced Compliance Tools)
(NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and Ensuring
Compliance-IntuitionLabs). When implemented thoughtfully (and validated where needed),
NetSuite can serve as the single source of truth for compliance data, from the lab and
manufacturing floor to the CFQ's office.

Moreover, NetSuite does not exist in isolation: its openness to integration allows companies to
augment it with specialized systems like Veeva for document control, Qualio/Greenlight Guru
for quality management, and others. This means organizations don't have to compromise — they
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can use best-in-class tools for each compliance domain and still enjoy a unified view through
NetSuite. The comparison tables and case studies presented show that a combination of
NetSuite's native strengths and targeted third-party solutions yields the best outcome: a
seamless, automated compliance environment where processes are integrated and information
flows securely. Real-world successes — from biotech startups going public to established device
manufacturers streamlining QA — demonstrate that this approach is not theoretical but actually
being achieved in practice (NetSuite ERP in the Pharmaceutical Industry: Streamlining
Operations and Ensuring Compliance-IntuitionLabs) (Benefits of NetSuite Implementation for
Life Sciences Companies).

For IT managers and professionals in the biotech sector, a few key takeaways emerge:

« Leverage Native Controls First: NetSuite delivers many compliance features out-of-the-
box. Fully utilize these — configure roles carefully, turn on the audit trail (it's on by default -
use it!), enable two-factor auth, implement SuiteFlow approvals for critical transactions, and
deploy the Quality Management SuiteApp if applicable. These native tools cover a large
percentage of compliance needs without additional cost. For instance, ensure that every
GMP-impacting transaction in NetSuite has an audit trail entry and, where appropriate, an
electronic sign-off — the system can do it (How NetSuite Empowers Pharma Companies with

Advanced Compliance Tools).

o Validate and Document: In FDA-regulated use, treat NetSuite like any other validated
system. Use Oracle’s validation documentation as a starting point (How NetSuite Empowers
Pharma Companies with Advanced Compliance Tools), and involve QA in reviewing any
customizations or integrations. Maintain a traceability matrix mapping regulatory
requirements (Part 11, etc.) to how NetSuite meets them - this will be gold during audits.
The effort spent on initial validation pays off by preventing observations later.

» Integrate Wisely: Identify where you need additional compliance functionality (e.g. a full
QMS, or a lab system) and plan integration with NetSuite from the outset. Use established
connectors or middleware and design integrations to preserve compliance (audit data
exchanges, handle errors). By integrating, you avoid gaps like having to manually reconcile
two systems during an FDA inspection. As the saying goes, “the system is only as strong as
its weakest link” — integration ensures no weak links in data integrity across systems.

e Continuous Monitoring: Take advantage of NetSuite's reporting to institute continuous
compliance monitoring. Set up dashboards for metrics like training completion, open quality
issues, timely approvals, user access changes, etc. Automated alerts from NetSuite (via
saved searches emailing results) can notify the compliance team of anomalies (e.g. a high-
risk role assigned to a user, or a large journal entry posted outside normal hours). This
transforms compliance from a periodic checkbox to an ongoing process, aligning with
modern regulatory expectations.

» Training and Change Management: Ensure users understand the compliance features — for
example, that they must never share NetSuite logins, that an electronic signature in NetSuite
is legally equivalent to a wet ink signature (and carry the same responsibility), and how to
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properly handle electronic records. Establish SOPs for using NetSuite in regulated contexts
(like how to perform an electronic approval, how often audit logs are reviewed, etc.). Also,
manage changes in NetSuite (new features, updates) through a change control process so
that compliance isn’t accidentally jeopardized by a configuration tweak. NetSuite releases
two updates a year — plan to assess new functionality for compliance impact each time, and
use sandbox testing.

With these practices, NetSuite can be a powerful ally rather than a source of risk. It effectively
“builds compliance into the workflow”, so that following the system’s process means you're
inherently complying with the rules. This integration of compliance into daily operations is the
ultimate goal — it minimizes the need for firefighting or after-the-fact fixes.

In closing, the U.S. biotech and pharma sector will continue to face evolving regulations and
increasing oversight. Companies must stay agile and informed - for instance, FDA might update
Part 11 guidance, or new cybersecurity requirements (like those from FDA for device makers)
may emerge. A cloud-based, updatable system like NetSuite puts firms in a good position to
adapt to these changes, especially with Oracle’s continuous improvements and the vibrant
ecosystem of SuiteApps and partners addressing new needs. By prioritizing a strong
compliance architecture in their NetSuite ERP, IT leaders in biotech ensure that as their
company strives to deliver cutting-edge therapies or devices, their compliance infrastructure will
scale and flex accordingly, supporting innovation rather than hindering it.

NetSuite's track record in the life sciences and its rich feature set make it a compelling choice
for companies that refuse to compromise on compliance. With thorough implementation,
validation, and the right integrations, NetSuite can indeed serve as the central hub for
compliance reporting - delivering real-time insights, audit-ready documentation, and peace of
mind in an industry where trust and compliance are literally matters of life and death.

Sources:

¢ Bridgepoint Consulting — “Benefits of NetSuite Implementation for Life Sciences
Companies” (Benefits of NetSuite Implementation for Life Sciences Companies)

¢ Emphorasoft — “How NetSuite Empowers Pharma Companies with Advanced Compliance
Tools” (How NetSuite Empowers Pharma Companies with Advanced Compliance Tools)
(How NetSuite Empowers Pharma Companies with Advanced Compliance Tools)

¢ IntuitionLabs — “NetSuite ERP in the Pharmaceutical Industry: Streamlining Operations and
Ensuring Compliance” (NetSuite ERP in the Pharmaceutical Industry: Streamlining
Operations and Ensuring Compliance-IntuitionLabs) (NetSuite ERP in the Pharmaceutical
Industry: Streamlining Operations and Ensuring Compliance-IntuitionLabs)

o Oracle NetSuite GRC Datasheet — “NetSuite Governance, Risk and Compliance Features”
(NetSuite Governance, Risk and Compliance (GRC)) (NetSuite Governance, Risk and
Compliance (GRC))
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o Eide Bailly — “NetSuite Meets HIPAA Standards” (Press Release, 2024) (NetSuite Meets
HIPAA Standards: Eide Bailly Is Your Proven Industry Partner) (NetSuite Meets HIPAA
Standards: Eide Bailly Is Your Proven Industry Partner)

e PharmaGxP - “FDA’s 21 CFR Part 11: Definitive Guide” (FDA's 21 CFR Part 11: The Definitive
Guide - Pharma GxP)

e Boomi - “Boomi Launches Veeva Vault Connector” (Press Release, 2024) (Boomi Launches
New Veeva Vault Connector to Simplify Application Integration in the Life Sciences Industry)

e Greenlight Guru — “Export API for Connected QMS” (Blog, 2023) (Greenlight Guru
Introduces Export API for a Connected Quality Management System) (Greenlight Guru
Introduces Export API for a Connected Quality Management System)

e Sikich — “NetSuite Modules to Validate in FDA-Regulated Industries” (NetSuite Modules to
Validate in FDA-Regulated Industries - Sikich) (discussing audit trail and Part 11)

e Arbour Group — “NetSuite Validation & Compliance” (NetSuite Validation & Compliance-
Oracle NetSuite-Arbour Group) (validation package details)

o Secureframe — “110 Compliance Statistics for 2025” (110 Compliance Statistics to Know for
2025) (industry trends on compliance costs)

o Additional references from FDA, HHS, and industry publications as cited in-line.
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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 an Al software development company specializing in helping life-science companies
implement and leverage artificial intelligence solutions. Founded in 2023 by Adrien Laurent and based in
San Jose, California.

This document does not constitute professional or legal advice. For specific guidance related to your
business needs, please consult with appropriate qualified professionals.
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