P reiiontabs Understanding Pharma Regulatory Compliance Software Solutions

Understanding Pharma Regulatory
Compliance Software Solutions

By InuitionLabs.ai - 6/20/2025 - 20 min read

audit-trails data-integrity electronic-records eu-annex-11 fda-21-cfr-part-11

pharmaceuticals gms-software quality-management regulatory-compliance

UNDERSTANDING
PHARMA REGULATORY

COMPLIANCE
SOFTWARE SOLUTIONS

© 2025 IntuitionLabs.ai. All rights reserved.

gmp

Page 1 of 10


https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=understanding-pharma-regulatory-compliance-software-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=understanding-pharma-regulatory-compliance-software-solutions.pdf

P reiiontabs Understanding Pharma Regulatory Compliance Software Solutions

Regulatory Compliance Software in
Pharma: Top Solutions

Pharmaceutical manufacturers and regulators worldwide mandate strict compliance with Good
Manufacturing Practice (GMP), GLP, GCP) and electronic records standards ( FDA 21 CFR Part
11, EU Annex 11, MHRA guidelines, ICH Q10, etc.). Modern compliance platforms provide
integrated document control, electronic signatures, audit trails, and validation support to meet
these requirements. For example, FDA's Part 11 guidance emphasizes that electronic records and
signatures must be as trustworthy as paper records fda.gov, and EU GMP Annex 11 requires
computerized systems to record all GMP-relevant changes with audit trails and secure user
access health.ec.europa.eu health.ec.europa.eu. An effective compliance solution streamlines
processes (SOPs, CAPA, training, PV reporting) and connects to enterprise systems (ERP, LIMS,
QMS) for data integrity and audit readiness. Below are the top 10 enterprise-grade (and
standout SMB) software platforms used in pharma compliance, with their key features,
integrations, and supported regulations.

1. MasterControl (Quality & Compliance Suite)

MasterControl is a leading cloud-based Quality Management System (QMS) widely used in
pharmaceuticals. Its modules (Document Control, Change Control, Training, CAPA, Audit
Management, etc.) are fully compliant with FDA and global standards. For example,
MasterControl's document control provides a “secure, time-stamped audit trail exceeding 21
CFR Part 11 requirements”, automatically tracking every change and user mastercontrol.com.
The system enforces electronic signature workflows and revision control so only approved,
current SOPs are active mastercontrol.com. MasterControl also meets EU Annex 11 principles by
logging the identity and timing of all data entries and changes mastercontrol.com. The platform
supports rapid validation (FDA-style Computerized System Validation) and is used across
FDA/EMA-regulated operations.

¢ Key Features: Comprehensive electronic Document & Change Control with automated revision
management; secure e-signature and approval workflows; full audit trails of who did what and when
mastercontrol.com; training records; CAPA/complaint management; risk management.

¢ Integrations: Designed to link with ERP/MES and LIMS. It can integrate lab instruments (e.g.
LabWare, Thermo LIMS) so that laboratory data feeds directly into quality documentation
mastercontrol.com. It also connects to ERP/production systems for electronic batch records and
traceability mastercontrol.com.
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e Regulatory Support: Out-of-the-box compliance for GMP regulations (21 CFR 210/211, 820; EU
GMP), ISO standards (13485/9001), and ICH Q10 (pharma quality system). The system includes
templates and checklists for FDA and ICH guidelines. MasterControl is validated for Part 11 and
Annex 11 use and is audited by major regulators (FDA, EMA).

MasterControl is a mature solution with a strong vendor reputation in life sciences, offering 24/5
global support. It is highly scalable (used by multi-billion-dollar pharmas down to mid-size
biotech) and holds ISO 9001, ISO 27001 and SOC 2 certifications. Its patented Accelerated
Validation reduces validation time from weeks to minutes.

2. Veeva Vault (Quality & Regulatory Cloud)

Veeva Vault is a cloud-native compliance platform focused on life sciences. Veeva Vault Quality
(formerly Vault QMS) unifies all quality processes — document control, change control, CAPA,
deviations, audits, supplier quality — in one system. It is part of the broader Veeva Quality Cloud
(with Vault RIM, Vault CTMS, Vault eTMF, etc.). Veeva's site notes that its QMS “improves
speed, efficiency, and GxP compliance” across an integrated suite veeva.com. It provides
best-practice workflows for deviations, CAPA, audits and change management, and even allows
external partners (CMOs, suppliers) to collaborate directly on quality records veeva.com. The
Vault platform is multi-tenant SaaS (fully managed by Veeva) and is designed for GxP use (21
CFR Part 11, EU Annex 11 compliance built in).

e Key Features: Document management with revision/version control; configurable workflows for
CAPA, deviations, nonconformance, etc.; built-in electronic signatures; risk assessment tools and
analytics; training and supplier quality modules. Real-time dashboards and reporting. Veeva also
offers Vault QualityDocs for SOPs and Vault QualityOne for broader EQMS.

¢ Integrations: Veeva Vault is built on a unified cloud. It integrates with Veeva Registrations (RIM)
for coordinated product change control (e.g. R&D to quality handoffs) veeva.com. It also connects to
Veeva Vault LIMS to tie QA and QC processes together. Through its API, Vault can link with ERP
systems or enterprise document stores for enterprise-wide data flow.

¢ Regulatory Support: Supports FDA 21 CFR Part 11 and EU GMP Annex 11 compliance. All changes
and signatures are fully audited. Users have achieved FDA clearance of 21 CFR Part 820-regulated
systems using Veeva. Vault is used by >300 life sciences companies (including GSK, Boehringer
Ingelheim, Moderna, etc.) veeva.com, demonstrating broad industry trust. Veeva maintains SOC2,
ISO 27001 and other certifications to assure data security.

Overall, Veeva Vault offers a modern, modular solution optimized for pharma and biotech
quality/regulatory teams, with a strong vendor reputation and scaling from mid-market up to
large enterprises.

3. Sparta Systems TrackWise (Enterprise QMS)
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Sparta Systems (now part of Honeywell) offers TrackWise Digital — an enterprise QMS used by
many large pharma and biotech companies. TrackWise provides end-to-end quality and
compliance management with modules for document management, audit/CAPA, complaints,
training, change control and more. It is designed for highly regulated environments: electronic
records (with multi-factor e-signatures and controlled access) are fully 21 CFR Part 11 compliant.
Audit trails capture every action and comment in quality events. TrackWise supports industry
standards and best practices (e.g. ICH Q10), and is often validated by users to meet GxP
requirements.

¢ Key Features: Enterprise-wide document management; global CAPA/deviation management;
automated workflows for complaint handling and change control; audit and inspection management;
robust analytics. It provides configurable dashboards and KPI tracking for continuous improvement.

¢ Integrations: TrackWise can integrate with ERP, PLM, and manufacturing systems for closed-loop
quality. For example, batch deviations from ERP can be pushed into TrackWise CAPA, and
training/certifications can sync with HR/learning platforms. It also connects with LIMS (e.g. LabWare)
so lab results can feed quality investigations.

e Regulatory Support: TrackWise meets 21 CFR Part 11 and EU Annex 11 requirements (full audit logs,
role-based access, system validation documentation). It has been certified compliant in validated
implementations by global regulatory inspections. Many global pharma (e.g. J&J, Novartis, Sanofi)
rely on TrackWise for GMP compliance.

Sparta has a long track record and is considered an industry leader in QMS. TrackWise scales to
enterprises with tens of thousands of users and complex, global workflows. Honeywell/Sentry
provides enterprise-level support and implementation services.

4. ComplianceQuest (Salesforce-based EQMS)

ComplianceQuest is a modern, cloud-based EQMS built natively on the Salesforce platform. It
unifies quality, safety (EHS) and supply chain compliance in one digital thread, and incorporates
Al/machine learning for risk prediction. ComplianceQuest is designed for life sciences; it comes
pre-configured for FDA, EMA and ISO regulations. The vendor markets it as “the first cloud
solution built to unify product, quality, safety and supplier management... with Al at its core”
compliancequest.com. Because it sits on Salesforce, it easily integrates with Salesforce
CRM/ERP modules (e.g. Manufacturing Cloud) and with other enterprise systems via standard
connectors.

¢ Key Features: Modular QMS for document control, change control, CAPA, training, supplier quality;
integrated risk management (ICH Q9) and audit management; calibration management and
equipment control; EHS incident and audit tracking. ComplianceQuest uses Salesforce workflows
and Einstein Al to flag risks and automate review reminders.
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¢ Integrations: Native integration with Salesforce apps (e.g. Lifesciences Cloud). It also offers APIs to
ERP/LIMS/PLM systems. For example, product master data from ERP can flow into change control
and document workflows. LIMS data (e.g. test results) can trigger deviations in the QMS. Many
customers integrate CQ EQMS with SAP or Oracle systems via middleware.

¢ Regulatory Support: Designed to ensure 21CFR Part11 and EU GMP Annex 11 compliance. It
enforces electronic signature controls, complete audit trails, and user authentication. It supports
ISO13485, 9001 and other global standards (users have implemented CQ to meet ISO and FDA
requirements). ComplianceQuest maintains SOC2 and ISO certifications.

Customers include mid-to-large life sciences and pharmaceutical companies seeking cloud
scalability. As a multi-tenant SaaS with frequent updates, CQ has high availability and support
(global Salesforce ecosystem). The platform is highly configurable, and vendor support includes
extensive validation documentation and templates for FDA/EMA audits.

5. ETQ Reliance (Integrated QMS Platform)

ETQ Reliance is a comprehensive, cloud-native QMS used in life sciences as well as other
regulated industries. It is built on an agile, no-code platform that can drive 40+ quality and
compliance applications covering all aspects of GxP operations etg.com. ETQ emphasizes
adaptability: customers can configure workflows without coding. It provides standard modules
for document control, training management, change management, CAPA, audit management,
supplier quality, risk analysis, and more. ETQ’s life sciences solution templates accelerate
compliance.

¢ Key Features: Fully integrated EQMS including Document Control, CAPA/Nonconformance, Change
Management, Audit/Inspection tracking, Supplier/Materials Quality, Risk Management, Calibration,
Training, and custom forms. Each module shares data in a unified system. ETQ automatically
generates audit trails and version histories for all records. It includes advanced analytics and

dashboards for quality metrics.

¢ Integrations: ETQ's platform offers standard integration frameworks (APIs/Web Services) to ERP
and LIMS. Typical integrations include ERP for batch release (e.g. auto-creating CAPAs from
production deviations), CRM for customer complaints, and LIMS for lab investigations. ETQ partners
commonly build connectors to SAP, Oracle, and lab systems.

¢ Regulatory Support: ETQ is validated for GxP use and claims compliance with FDA 21CFR Part11
and EU Annex 11 out of the box. The system enforces role-based access, multi-step approvals and
digital signatures. Its audit trail logs "who, what, when, and why" for all quality data. Notably, ETQ
states it “helps businesses achieve quality, compliance, and health & safety” and serves regulated
clients globally safetyculture.com.

ETQ has a strong market presence (including Fortune 100 pharma) and holds ISO 9001 and
ISO 27001 certifications. Customer references often cite its flexibility and enterprise scalability.
ETQ also offers professional services for implementation and validation.
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6. Qualio (Cloud eQMS for Life Sciences)

Qualio is a cloud-based eQMS tailored for small-to-midsize life science and biotech firms. It is
designed to be user-friendly while embedding compliance. Qualio markets itself as “the first
cloud-powered eQMS designed to embed natural, automatic compliance with FDA 21CFR Part 11,
Part 820, ISO 13485, GxP and more” qualio.com. Over 600 life science companies (from startups
to mid-caps) use Qualio to build digital quality systems and comply with Part11 qualio.com.

e Key Features: Core QMS modules for Document Control (with built-in rich text editor for in-app
document editing), Change Control, CAPA, Deviation, Audit Management, Risk Management, and
Training. Qualio offers workflow templates and a global search of quality records. It provides
automatic audit trails and electronic signatures on approvals qualio.com. The platform emphasizes
simplicity and rapid deployment.

¢ Integrations: Qualio provides APIs and integration with common cloud tools. It can connect to LIMS
or manufacturing systems to import batch data (though many small clients run it stand-alone). It also
integrates with Google Workspace and Microsoft Office 365 for file editing. The system’s REST API
allows linking with ERP or CRM if needed.

¢ Regulatory Support: Fully compliant with 21CFR Part11 and EU Annex 11. All documents and forms
have built-in version control, time-stamped logs, and mandatory digital approval. Qualio’s in-app
document editor ensures the entire document lifecycle (draft, review, approval, training) stays within
the system, minimizing data integrity risks qualio.com. Customer stories highlight passing FDA and
ISO audits using Qualio. Qualio itself is ISO 27001 certified and maintains robust data security.

Qualio targets high-growth life sciences companies looking for a modern, collaborative QMS. Its
web-based architecture and subscription pricing make it accessible to SMBs. The vendor
provides hands-on validation packages to support 21CFR11 compliance (IQ/OQ/PQ kits) for easy
onboarding.

7. Oracle Argus Safety (Pharmacovigilance System)

Oracle Argus Safety is a premier pharmacovigilance (PV) database and case management
system widely used by global pharmaceutical companies for drug safety and compliance
reporting. It is a drug safety database that automates adverse event (AE) report collection,
analysis, and submission. Argus is designed for regulatory compliance with agencies worldwide.
It automates generation and electronic submission of Individual Case Safety Reports (ICSRs) in
standardized formats (e.g. ICH E2B, CIOMS, FDA MedWatch) and provides audit trails on all
report data biomapas.com biomapas.com.
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o Key Features: Centralized global safety database with case intake (email, portal, XML), automated
MedDRA coding, duplicate detection, follow-up tracking, signal detection modules, and global alerts.
Configurable workflows enforce company-specific SOPs for case processing. Argus provides built-in
metrics and dashboards for pharmacovigilance compliance (timelines, completeness). It includes
secure document storage and FDA-compliant e-signature for case review. Crucially, Argus maintains
a detailed audit log of every change to case records.

¢ Integrations: Argus can integrate with clinical trial systems (CTMS/TMS), electronic health records,
or other safety tools. For example, Argus often links to drug management systems, regulatory
databases, or safety signal detection tools. The system supports HL7 and ICSR XML interfaces. It
also interoperates with regulatory submission gateways (e.g. CESP for Europe). Many customers
integrate Argus with in-house or third-party solutions for holistic safety data flow.

¢ Regulatory Support: Argus is fully compliant with FDA and EMA PV regulations (21CFR Part11, EU
GVP). As one PV review notes, Argus achieves "regulatory compliance” by automating report
submissions with rule-based configurations and offering end-to-end reporting metrics
biomapas.com. It provides the audit trails and validated workflows required by regulators, and
supports standard formats (CIOMS, MedWatch). Argus is used by most large pharma for worldwide
safety operations.

Oracle provides professional validation documentation for Argus, and the platform can scale to
manage hundreds of thousands of cases. Its cloud version (Argus Insight) offers modern
analytics on top of the core Argus Safety database.

8. ArisGlobal LifeSphere Safety (Pharmacovigilance
Platform)

ArisGlobal's LifeSphere Safety is another leading PV suite. It offers an end-to-end safety case
management platform that leverages Al/automation. According to the vendor, LifeSphere Safety
delivers "touchless case processing” and "optimized efficiencies” via robust end-to-end
automation arisglobal.com. It supports global PV processes for marketed and pipeline products.

¢ Key Features: Cloud-based, multi-vigilance case management covering spontaneous and solicited
reports. Uses Al (machine learning/NLP) to automate literature screening, case triage, duplicate
checks and coding. Real-time configurable dashboards for compliance metrics. Includes modules for
safety issue detection and global regulatory reporting. LifeSphere ensures centralized tracking of
compliance tasks and offers tools for inspection readiness (e.g. PSMF management).

¢ Integrations: Aris LifeSphere easily integrates with regulatory information management (RIM)
systems and eCTD submission tools. It can receive drug/product metadata from clinical or regulatory
systems. The suite connects with other PV processes (signal detection, quality systems) as part of a
unified platform. For example, it can push safety documents to Aris's Regulatory or Quality modules.
The LifeSphere platform is open to APIs, so customers link it to data warehouses or data lakes for
analytics.
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e Regulatory Support: Designed for global compliance with PV regulations (ICH E2B, EU GVP). The
system is fully validated for GxP and maintains comprehensive audit trails on case data. ArisGlobal
explicitly highlights that LifeSphere Safety ensures “inspection readiness and regulatory compliance
with a unified platform for managing safety documents and data” arisglobal.com. In practice, this
means it supports electronic submissions to all relevant authorities and maintains archived safety
data per regulations.

ArisGlobal LifeSphere is used by top pharma companies worldwide. It has consistently ranked
among the top PV systems (alongside Argus). ArisGlobal provides extensive validation support
and upgrades to keep up with regulatory changes (as the vendor notes, it easily updates to new
standards and reporting requirements) biomapas.com.

9. Intellect QMS (Scalable Compliance Platform)

Intellect QMS is a flexible, low-code QMS platform for regulated industries, including
pharmaceuticals and biotech. It emphasizes configurability: users can build or customize forms
and workflows without deep programming. Intellect specifically promotes compliance: its
literature notes that it helps “meet FDA, ISO, and other global GxP regulatory compliance
requirements” softwareconnect.com. The software supports electronic training records, 21CFR
Part11 e-signatures, and document locking so that only approved SOPs are accessible
softwareconnect.com.

e Key Features: Modules include Document Control, Change Control, CAPA, Risk Management,
Nonconformance, Audit, and more. Because it's no-code, companies can rapidly deploy custom
quality apps (e.g. Equipment Maintenance, Supplier Qualification). Intellect provides audit trails on all
records, with identity stamping for creation/changes. It also includes robust validation/qualification
tools — for example, built-in testing scripts to speed Computer System Validation.

¢ Integrations: Intellect offers APIs and Web Services for connecting to ERP, LIMS, and other
enterprise systems. Common integrations include pulling product or batch data from SAP/Oracle ERP
to trigger deviations, or linking with LIMS for lab results. Intellect can also push CAPA outcomes back
to production systems.

¢ Regulatory Support: Fully validated for 21 CFR Part11 and Annex11. It enforces e-signature rules
and maintains complete audit logs. Intellect’'s marketing explicitly mentions support for Part 11
electronic signatures and controlling access so only “approved and up-to-date quality documents”
are used softwareconnect.com. It is ISO 9001 certified and is used in pharmaceutical validation
projects worldwide.

Intellect has a strong reputation for ease of use and fast deployment. It is suitable for both mid-
size and large pharma companies. Vendors provide implementation services and canned
validation packages.

10. ZenQMS (Life Sciences eQMS)
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ZenQMS is a cloud QMS geared toward biotech and pharmaceutical companies of all sizes. The
vendor emphasizes "less stress” compliance: ZenQMS maintains industry certifications

(IS0 9001, ISO 27001, SOC2) and undergoes frequent audits zengms.com. It is explicitly built to
simplify 21CFR Part11 and EU Annex 11 compliance zengms.com. For instance, ZenQMS provides
"a seamless audit trail for all transactions”, quarterly validation deliverables, and built-in
checklists for Part11/Annex 11 compliance zengms.com.

¢ Key Features: Core QMS modules for Document Control, CAPA, Deviation, Change Control, Training,
Audits, and Risk Management. It offers a centralized document repository with automated version
control and e-signature gating. ZenQMS automates training workflows and CAPA notifications. The
user interface is designed for biotech agility, and mobile access is available.

¢ Integrations: ZenQMS provides REST APIs to integrate with ERP/LIMS. Typical use cases include
syncing document metadata from ERP, linking ERP batch deviations to CAPA, or importing lab result
flags from LIMS. Zen is often integrated with Office 365/Google for document editing. The vendor
also highlights integrations with AWS and Microsoft Azure for deployment flexibility.

¢ Regulatory Support: ZenQMS explicitly addresses Part11/Annex11: clients get end-to-end
electronic signatures, audit trails, and a validation package to prove compliance zengms.com. Every
change to records (documents, CAPAs, etc.) is logged with user ID and timestamp. ZenQMS is used
to pass FDA and EMA audits and holds ISO 9001 and ISO 27001 certifications.

ZenQMS is popular with smaller biotech and pharmaceutical startups but also scales for larger
companies. Its cloud nature means rapid onboarding; Zen provides validation documents
(IQ/O0Q/PQ) and system walk-throughs to expedite regulatory acceptance.

Sources: We have drawn on regulatory guidance and vendor information. Key references include
FDA and EMA guidance on Part11 and Annex 11 fda.gov health.ec.europa.eu health.ec.europa.eu,
ICH Q10 on quality systems fda.gov, and detailed vendor descriptions of features and
compliance (e.g. MasterControl mastercontrol.com, Veeva veeva.com, ETQ etq.com, Qualio
qualio.com, Argus Safety biomapas.com biomapas.com, LifeSphere Safety arisglobal.com,
Intellect softwareconnect.com, ZenQMS zengms.com). These sources detail functionality
(document control, e-signatures, audit trails), supported regulations (21CFR, Annex 11, GxP),
and real-world use cases.
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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.

© 2025 IntuitionLabs.ai. All rights reserved.
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