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Understanding Pharma Regulatory Compliance Software Solutions

Pharmaceutical manufacturers and regulators worldwide mandate strict compliance with Good Manufacturing_Practice (GMP), GLP, GCP) and
electronic records standards ( FDA 21 CER 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 (Source: fda.gov, and EU GMP Annex 11 requires
computerized systems to record all GMP-relevant changes with audit trails and secure user access (Source: health.ec.europa.eu (Source:

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. The global pharmaceutical compliance software market was valued at
approximately USD 1.5 billion in 2024 and is projected to reach USD 3.2 bilion by 2033, growing at a CAGR of 9.2% (Source:
businessresearchinsights.com. As of 2025, 45% of pharmaceutical companies have adopted Al tools to support compliance tasks, and companies

utilizing real-time compliance systems report a 32% improvement in maintaining compliance (Source: compliancequest.com. 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, and Audit Management) provide configurable controls that regulated customers can assess and validate against applicable
requirements. 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 (Source: mastercontrol.com. The system enforces electronic signature workflows and
revision control so only approved, current SOPs are active (Source: mastercontrol.com. MasterControl also meets EU Annex 11 principles by logging
the identity and timing of all data entries and changes (Source: 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 (Source: 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 (Source: mastercontrol.com. It also connects to ERP/production systems for electronic batch records
and traceability (Source: mastercontrol.com.

« Regulatory Support: MasterControl offers templates, electronic-signature workflows, and audit-trail capabilities that may support GMP, ISO, ICH
Q10, Part 11, and Annex 11 obligations. Each regulated customer remains responsible for determining applicability, assessing the configured
system for intended use, and maintaining the required validation and procedural evidence.

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 Validation on Demand (VoD)
functionality reduces validation time from weeks to minutes. In 2025, MasterControl achieved FedRAMP Moderate authorization for its Quality
Excellence Gov (Qx Gov) solution, ensuring enhanced cybersecurity for government and federal contractors (Source: mastercontrol.com. The
platform now incorporates Al-enabled tools with human-in-the-loop design for document management and quality event investigations, with industry
data showing Al can increase productivity by 35% and improve investigation effectiveness by 30-40% in life sciences companies. Annual pricing
typically starts at $25,000 for enterprise implementations (Source: selecthub.com.
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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
(Source: 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 (Source: veeva.com. The Vault platform is multi-tenant SaaS managed by Veeva and
includes capabilities that customers may use in GxP environments; Part 11 and Annex 11 compliance depends on the customer’s intended use,
configuration, validation, and procedures.

« 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.qg.
R&D to quality handoffs) (Source: 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: Vault includes electronic-signature, access-control, and audit-trail capabilities that may support Part 11 and EU GMP Annex
11 requirements. Regulated customers must determine the applicable requirements and validate their configured implementation and procedures.
Veeva reports that more than 300 companies use Veeva QMS (Source: veeva.com. Veeva also reports SOC 2, ISO 27001, and other security
certifications.

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. In 2025-2026, Veeva is rolling out Veeva Al Agents — industry-specific agentic Al capabilities
powered by large language models from Anthropic and Amazon (hosted on Amazon Bedrock). Veeva's October 2025 announcement scheduled Al
Agents for Safety and Quality for April 2026; organizations should verify current availability and supported use cases directly with Veeva (Source:
veeva.com. Additionally, Veeva announced Environmental Monitoring in January 2026, a cloud-native application unified with Veeva LIMS for GMP-
compliant environmental sample scheduling, collection, and analysis (planned availability December 2026) (Source: prnewswire.com. New
productivity features include the Audit Room (released in 24R3) for real-time auditor communications and Document Control Homepage for improved
task visibility (Source: clarkstonconsulting.com.

3. Sparta Systems TrackWise (Enterprise QMS)

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 and includes electronic-record controls such as e-signatures and controlled
access that customers can assess for Part 11-relevant use. 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.

« Regulatory Support: TrackWise provides audit logs, role-based access, and validation documentation that can support Part 11- and Annex 11-
relevant implementations. The regulated customer must assess intended use, validate the configured system as appropriate, and maintain the
associated quality-system controls.

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 provides enterprise-level support and implementation services. In January 2025, Honeywell introduced the
TrackWise Life Sciences Platform, a purpose-built solution combining integrated manufacturing and quality management through digital
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transformation and advanced automation (Source: spartasystems.com. This was followed in April 2025 by TrackWise Manufacturing, an Al-assisted,
cloud-native platform offering a revolutionary new approach to workflow management for life sciences operations. Additionally, in October 2024,
Honeywell expanded its strategic partnership with Salesforce to deliver a comprehensive platform combining TrackWise Quality, Salesforce Life
Sciences Cloud, and Agentforce for pharmaceutical and medical device companies. Honeywell also launched Honeywell Quality Management
Review (HQMR) in August 2024 to significantly improve QMS oversight across the industry (Source: spartasystems.com. TrackWise Al now applies
generative Al, NLP, and machine learning to QMS processes for improved signal detection and operational efficiency. Sparta Systems serves more
than 400 customers globally, including 42 of the world's top 50 pharma companies and 30 of the top 40 medical device companies.

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" (Source: 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.

- 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: ComplianceQuest provides electronic-signature controls, audit trails, and user authentication that can support Part 11- and
Annex 11-relevant implementations. Customers must assess the configured system and their procedures against applicable requirements. The
vendor also reports SOC 2 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. In 2025, ComplianceQuest ranks among the top EQMS providers, recognized for its
highly scalable, Salesforce-native architecture with strong AI/ML capabilities and modular design (Source: compliancequest.com. The platform

integrates |oT capabilities for real-time insights and supports ESG tracking alongside quality management. With ICH guidelines now applied in more
than 70 countries as of 2025, ComplianceQuest's pre-configured regulatory templates help organizations maintain compliance across global markets
(Source: compliancequest.com.

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 (Source: 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 offers role-based access, multi-step approvals, digital-signature, and audit-trail capabilities that may support GxP, Part
11, and Annex 11-relevant implementations. The regulated organization must determine which requirements apply to its records and intended
use, validate its configured system as appropriate, and maintain required procedural and predicate-rule controls.
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ETQ (now part of Hexagon) has a strong market presence with more than 600 customers globally across pharmaceuticals, medical devices, food &
beverage, automotive, and electronics (Source: etq.com. The platform holds ISO 9001 and ISO 27001 certifications and consistently ranks as a leader
in G2, Capterra, and Gartner analyses for usability and implementation success. ETQ Reliance NXG (Next Generation) provides enhanced cloud-
native capabilities with advanced analytics and easy scalability. Customer references cite measurable results: companies report cutting their QMS
technology footprint by 35%, trimming approximately $700,000 per year in operating costs, and achieving 50% reduction in CAPA and SCAR
resolution time. The platform integrates with third-party data visualization and Bl tools like PowerBl and Tableau through ETQ's Quality Data Lake.
ETQ also offers mobile app capabilities for field-based quality processes and professional services for implementation and validation.

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 21 CFR Part 11, Part
820, 1ISO 13485, GxP and more" (Source: gualio.com. Over 600 life science companies (from startups to mid-caps) use Qualio to build digital quality
systems and comply with Part 11 (Source: qualio.com.

« 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 (Source: gualio.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: Qualio provides version control, time-stamped logs, electronic approvals, and other capabilities that may support Part 11-
and Annex 1l-relevant implementations. Whether a particular deployment complies depends on the applicable record, intended use,
configuration, validation, procedures, and predicate-rule obligations of the regulated organization. The vendor’s in-app editor is intended to keep
document drafting, review, approval, and training in the system.

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 21 CFR 11 compliance (IQ/OQ/PQ kits) for easy
onboarding. In early 2025, Qualio expanded its integration ecosystem, adding connections to GitHub for software development teams and enhancing
its no-code Resource Library for connected data management (Source: gualio.com. The platform also integrates with Jira, Azure DevOps, Asana, and
Salesforce, making it particularly advantageous for teams already using these tools. Qualio Plus offers end-to-end concierge service including SOPs,
gap assessments, and internal/supplier audits.

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 (Source: biomapas.com
(Source: biomapas.com.

« 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.
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« Regulatory Support: Argus provides configurable workflows, audit trails, and reporting-format support that may help organizations meet
applicable pharmacovigilance and electronic-record obligations. The marketing authorization holder or other regulated organization remains
responsible for applicable reporting duties, system configuration and validation, procedures, and the accuracy and timeliness of submissions. Part
11 applicability depends on the specific electronic records and signatures used for regulated activities.

Oracle provides professional validation documentation for Argus, and the platform can scale to manage hundreds of thousands of cases. Argus Insight
is a component of Argus Enterprise Edition that supports complex ad hoc queries and review, annotation, addition, and removal of adverse-event
cases in query results. Oracle was named a Leader in the IDC MarketScape: Worldwide Life Science R&D Pharmacovigilance Technology Solutions
and Consulting Services 2025 Vendor Assessment (July 2025). In January 2026, QPS Holdings implemented Oracle Argus to enhance
pharmacovigilance capabilities for clinical trials, highlighting its role in supporting patient safety, regulatory compliance, and operational excellence
(Source: businesswire.com. Similarly, Voisin Consulting Life Sciences (VCLS) selected Oracle Argus in January 2026 to advance its global
pharmacovigilance operations for rare drug clinical trials (Source: oracle.com.

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
(Source: 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.

« Regulatory Support: LifeSphere Safety is designed to support global pharmacovigilance workflows, including ICH E2B and EU GVP-relevant
processes, and provides audit-trail capabilities for case data. The regulated organization must determine applicable requirements, validate its
configured implementation as appropriate, and maintain the procedures and controls necessary for compliant submissions and retention.

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) (Source: biomapas.com. In March 2025, ArisGlobal announced three new product offerings at Breakthrough
2025: LifeSphere Unify Platform (bringing together data and processes across Safety, Medical Affairs, Regulatory, and Quality), NavaX Insights,
and Advanced Compliance Docs for streamlined PSMF, PVA, and aggregate report management (Source: prnewswire.com. In June 2025, a sixth
Top 25 global pharmaceutical company selected LifeSphere NavaX for GenAl-driven case processing, with organizations reporting up to 65%
efficiency gains and 90% data accuracy in intake (Source: arisglobal.com. ArisGlobal also received Frost & Sullivan's 2025 Global New Product
Innovation Recognition for their agentic MedDRA Coding Agent. In December 2025, Japan-based CRO EPS Corporation selected LifeSphere
MultiVigilance to modernize pharmacovigilance case processing (Source: manilatimes.net.

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, 1SO, and other global GxP regulatory compliance requirements” (Source: softwareconnect.com. The software supports electronic training
records, 21 CFR Part 11 e-signatures, and document locking so that only approved SOPs are accessible (Source: softwareconnect.com.

« 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.
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« 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: Intellect offers electronic-signature, access-control, and audit-log capabilities that may support Part 11- and Annex 11-
relevant implementations. The regulated organization must determine whether Part 11 applies to particular records, assess its intended use and
configuration, validate as appropriate, and maintain required procedures and predicate-rule controls.

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. Intellect QMS Al is now marketed as an intelligent, Al-powered Quality Management
System with 30+ pre-built applications and Smart Al analysis tools that drive real customer gains of 50-90% efficiency (Source: intellect.com. The
platform was recognized by Gartner's Software Advice as Best Ease of Use Software in the Best Quality Management Software of 2025 report.
Features include Data IQ™ (a Bl connector), Search IQ™ for intelligent search, and a Connected Frontline Worker platform for shop floor guidance.
Pricing tiers include Pro (starting at $19,000/year), Premier ($29,000/year), and Enterprise ($39,000/year), with final pricing based on user count,
industry, and customizations (Source: softwareconnect.com.

10. ZenQMS (Life Sciences eQMS)

ZenQMS is a cloud QMS geared toward biotech and pharmaceutical companies of all sizes. The vendor emphasizes "less stress" compliance:
ZenQMS maintains industry certifications (ISO 9001, ISO 27001, SOC 2) and undergoes frequent audits (Source: zengms.com. It is explicitly built to

simplify 21 CFR Part 11 and EU Annex 11 compliance (Source: zengms.com. For instance, ZenQMS provides "a seamless audit trail for all
transactions", quarterly validation deliverables, and built-in checklists for Part 11/Annex 11 compliance (Source: 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 provides electronic signatures, audit trails, and validation documentation that may support Part 11- and Annex 11-
relevant implementations. The regulated organization remains responsible for determining applicability, validating the configured system for its
intended use, and meeting applicable predicate-rule and quality-system obligations.

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/OQ/PQ) and system walk-throughs to expedite regulatory acceptance. ZenQMS was purpose-built to help
biotech/biopharma companies remain organized, audit-ready, and prepared for the next phase of operations (Source: zengms.com. The platform
operates on a single validated multi-tenant cloud instance via AWS with >99.99% uptime and includes GDPR and HIPAA compliance. ZenQMS
follows a GAMP 5 Category 4 validation approach and offers USDM Cloud Assurance partnership for additional confidence. Implementation targets 90
days or less (often faster), with transparent pricing that includes access to all modules and services from Day 1 — no restrictive licenses or upsells.

Sources: We have drawn on regulatory guidance and vendor information. Key references include FDA and EMA guidance on Part 11 and Annex 11
(Source: fda.gov (Source: health.ec.europa.eu (Source: health.ec.europa.eu, ICH Q10 on quality systems (Source: fda.gov, and detailed vendor
descriptions of features and compliance (e.g. MasterControl (Source: mastercontrol.com, Veeva (Source: veeva.com, ETQ (Source: etq.com, Qualio
(Source: gualio.com, Argus Safety (Source: biomapas.com (Source: biomapas.com, LifeSphere Safety (Source: arisglobal.com, Intellect (Source:

softwareconnect.com, ZenQMS (Source: zengms.com). These sources detail functionality (document control, e-signatures, audit trails), supported
regulations (21 CFR, Annex 11, GxP), and real-world use cases.

Tags: audit-trails, data-integrity, electronic-records, eu-annex-11, fda-21-cfr-part-11, gmp, pharmaceuticals, gms-software, quality-management,
regulatory-compliance

Page 6 of 8


https://intellect.com/
https://softwareconnect.com/reviews/intellect-qms/
https://www.zenqms.com/trust-and-compliance#:~:text=21%20CFR%20Part%2011%2F%20Annex,11
https://www.zenqms.com/trust-and-compliance#:~:text=21%20CFR%20Part%2011%2F%20Annex,11
https://www.zenqms.com/trust-and-compliance#:~:text=21%20CFR%20Part%2011%2F%20Annex,11
https://www.zenqms.com/zenqms-for-biopharmaceutical-companies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application#:~:text=Part%2011%20applies%20to%20records,the%20Act
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf#:~:text=9,Audit
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf#:~:text=12,errors%2C%20should%20be%20reported%20and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q10-pharmaceutical-quality-system#:~:text=This%20internationally%20harmonized%20guidance%20is,term%20pharmaceutical%20quality%20system%20refers
https://www.mastercontrol.com/quality/document-control-software/electronic/#:~:text=%2A%20
https://www.veeva.com/products/veeva-qms/
https://www.etq.com/#:~:text=ETQ%20Reliance%20is%20a%20cloud,adaptable%20to%20your%20unique%20environment
https://www.qualio.com/blog/best-21-cfr-part-11-compliant-software#:~:text=Qualio%20is%20the%20first%20cloud,ISO%2013485%2C%20GxP%20and%20more
https://www.biomapas.com/selecting-a-pharmacovigilance-drug-safety-database/#:~:text=Argus%20Safety%20is%20a%20single,Features%20such%20as%20automated
https://www.biomapas.com/selecting-a-pharmacovigilance-drug-safety-database/#:~:text=%2A%20Configuration%20of%20client,Audit%20trails
https://www.arisglobal.com/lifesphere/safety/#:~:text=Advanced%20Compliance%20Docs
https://softwareconnect.com/reviews/intellect-qms/#:~:text=Intellect%20QMS%20is%20a%20quality,analytics%20anytime%2C%20on%20any%20device
https://www.zenqms.com/trust-and-compliance#:~:text=21%20CFR%20Part%2011%2F%20Annex,11
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/pharma-regulatory-compliance-software

E IntuitionLabs Understanding Pharma Regulatory Compliance Software Solutions

IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market in custom Al
software development and pharma implementations with proven results across public biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance expertise for
pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software development, multiple
successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP systems with advanced
analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure for pharmaceutical
companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated document analysis, and
intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force applications with
advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated customer service solutions
for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management solutions, and regulatory
compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time pharmaceutical market
intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data visualization solutions
for pharmaceutical insights.

Leading Claude & ChatGPT Al Enablement and Training: Help biotech and pharmaceutical teams adopt Claude and ChatGPT through
practical training, governed workflows, use-case development, and implementation designed for regulated environments.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation guidance for
pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations or warranties of
any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will [ntuitionLabs.ai or its representatives be liable for any loss or
damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising from the use of information
presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may contain errors,
omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their respective owners. All
company, product, and service names used in this document are for identification purposes only. Use of these names, logos, trademarks, and brands
does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech companies. As the
premier US-based Al software development company for drug development and commercialization, we deliver cutting-edge custom Al applications,
private LLM infrastructure, document processing systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by
Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

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

© 2026 |ntuitionLabs.ai. All rights reserved.
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